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Investing in our securities eemmen-stoel-involves a high degree of risk. You should carefully consider the risks described
below, any of which may be relevant to decisions regarding an investment in or ownership of our stock. The occurrence of any
of these risks could have a significant adverse effect on our reputation, business, financial condition, results of operations,
growth, and ability to accomplish our strategic objectives. We have organized the description of these risks into groupings in an
effort to enhance readability, but many of the risks interrelate or could be grouped or ordered in other ways, so no special
significance should be attributed to the groupings or order below. Risk Factor Summary Risks Related to Our Eimited-Operating
Histery;-Financial Condition and Capital Requirements « We are a elinteal-vertically - integrated commercial stage
biotechnology company with a single approved product and a limited operating history as a and-ne-produets-approved-for
commercial sate-company and have many other product candidates at the clinical stage . We have a history of operating
losses, and we expect to continue to incur losses and may never be profitable, which , together with our limited operating
history, makes it difficult to assess our future viability. « We anticipate needing additional financing to fund our operations ane-,
complete the develepmeﬁt—aﬂd-commercralrzatron of our Vaﬂous—approved product eandidates-, conduct clinical trlals andf

develepmeﬂﬁ——— develop and eoﬁ&meretahfaﬁon—commercmhze ofour other product candrdates . The RlPA imposes Revenue

Interest Payments— Payment tas-defined-inthe-RIPAJ)-obligations, which may adversely affect our financial position and results
of operatlons as well as alﬁrmatwe and negatrve covenants, Wh1ch restrlct our busrness operatrons —"l“—he—bfeaeh—e-f—o’ctf

6%&83&3— Our debt and revenue interest lrabrlrty could adversely aﬁect our cash flows and limit our ﬂexrbrllty to raise
additional capital. * The value of our warrants outstanding and the revenue interest liability are subject to potentially material
increases and decreases based on fluctuations in the price of our common stock or projected sales and the probability of specific
events, which may affect our results of operations and financial position and could adversely affect our stock price. Risks
Related to the Discovery, Development and Commercialization of our Approved Product and our Other Product Candidates *
We are wi-be-substantially dependent on the successful commercialization of our approved product and the success and
regulatory approval of our other product candidates and-eannot-guarantee-that-these-. If we are unable to successfully
commercialize our approved product or eandidateswill-successfully complete elinical development of , reeetve-obtain
regulatory approval ex-for , or commercialize, our other product candldates, or if we experlence delays in domg so, our
busmess will be materlally harmed €6 %

ﬁﬂ&e—U—S—aftd—potenﬁaH-y—ot-hefmarkets— We have llmlted experlence as a commerclal company and the sales,

marketing, and distribution of our approved product or any future approved products may be unsuccessful or less
successful than anticipated. « We have developed an approved product and are developing other product candidates in

comb1nat1on with other ther: aples which e*peses—~ expose us to addrtlonal r1sl<s —‘-Gu%el-rmeal—tﬂals—m&y—faﬁ-te-adequ&tely

eeﬁﬂﬁefetahz&ﬁeﬁ— Rrsl(s Related to Reliance on Thlrd Partles * We have relred and will contmue to rely on thud parties and
related parties to conduct many-seme of our preclinical studies and clinical trials, manufacture products, and perform many
essential services for any products that we commercialize. Any failure by a third party ;-or related party serbyas-to perform as
expected, to comply with legal and regulatory requirements , to manufacture products in compliance with cGMP, or to
conduct the clinical trials according to GCP guidelines, and in a timely manner, may delay or prevent our ability to
commercialize our approved product, to seek or obtain regulatory approval for or eemmeretatization-commerecialize ef-our
other product candidates and-or may subject us to regulatory sanctions. ¢ If third- party manufacturers, wholesalers and
distributors fail to perform as expected, or fail to devote sufficient time and resources to our approved product or other product
candidates, our clinical development may be delayed, our costs may be higher than expected or our other product candidates
may fail to be approved, or we may fail to successfully commercialize our approved product or any other product candidates
if approved. * We use the Clinic, a related party, in some of our clinical trials which may expose us to significant regulatory
risks. If our data for this site is not sufficiently robust or if there are any data integrity issues, we may be required to repeat such
studies or contract with other clinical trial sites, which could delay and / or increase the cost of our development plans. * We
have formed, and may in the future form or seek, strategic alliances or enter into collaborations with third parties or additional
lrcensrng arrangements and we may not realrze the benefits of such alliances or licensing arrangements —Cenfliets-may-arise

b : 6 e , and we may engage in disputes with such strategie-altianees-third
partles whlch can aboration ; : vrot-be saeeessfut-costly and time consuming . Risks Related
to Healthcare and Other Government Reoulatlons ° We—Whlle we have one FDA- approved product, we may be unable to
obtain additional U. S. or foreign regulatory approval and, as a result, may be unable to commercialize our other product
candidates . We are and will continue to be subject to ongoing extensive regulation, regulatory obligations and continued
regulatory review, which may result in significant additional expense. « Obtaining and maintaining regulatory approval
of our approved product or other product candidates in one jurisdiction does not mean that we will be successful in
obtaining regulatory approval in other jurisdictions . - Even i#fthough we reeetve-have a regulatory approval-approved for

etrdead-product eandidate-or-any-otherproduet-eandidates-, we will continue to be subject to ongoing regulatory requirements 5




concerning it and our other product candidates which may result in significant additional expenses. Additionally, our other
product candidates, if approved, could be subject to labeling and other restrictions, and we may be subject to penalties if we fail
to comply with regulatory requirements or experience unanticipated problems with our approved product or product
candidates.  If we are unable to adeguately-cstablish adequate sales, marketing and distribution capabilities, we may not be
successful in commercializing our approved product or other product candidates if and when they are approved. « Problems
related to large- scale commercial manufacturing could cause delays in product launches, an increase in product costs, product
recalls or product shortages. Risks Related to Intellectual Property * If we are unable to obtain, maintain, protect and enforce
patent protection and other proprietary rights for our approved product and our other product candidates and technologies, we
may not be able to compete effectively or operate profitably and our ability to prevent our competitors from commercializing
similar or identical technology and we preduet-eandidates-would be adversely affected. « If any of our owned or in- licensed
patent applications do not issue as patents in any jurisdiction, we may not be able to compete effectively. « We or our licensors,
collaborators, or any future strategic partners may become subject to third- party claims or litigation alleging infringement of
patents or other proprietary rights or seeking to invalidate patents or other proprietary rights, and we may need to resort to
litigation to protect or enforce our patents or other intellectual property or the patents or other intellectual property of our
licensors, all of which could be expensive, time- consuming and unsuccessful, may delay or prevent the development and
commercialization of our approved product and other product candidates, or may put our patents and other proprietary rights
at risk. Risks Related to Our Common Stock and-E¥Rs— Dr. Soon- Shiong, our Founder, Executive Chairman, Global Chief
Scientific and Medical Officer and principal stockholder, has significant interests in other companies which may conflict with
our interests. ¢ Dr. Soon- Shiong, through his voting control of the company, has the ability to control actions that require
stockholder approval. « Conversion of eertatnrrelated- party promissory notes, exercise of outstanding warrants and options to
purchase our common stock, the achievement of the milestone under our outstanding CVRs, and potential additional equity
issuances may dilute the ownership interest of existing stockholders or may otherwise depress the price of our common stock. *
The market price of our common stock has been and may continue to be volatile, and investors may have difficulty selling their
shares. We are a elinteal-vertically - integrated commercial stage biotechnology company with a limited operating history as a
commercial company upon which you can evaluate our business and prospects regarding the commercialization of our
approved product , and we have a broad portfolio of product candidates at various stages of development. Prior to the Nene-of

eurproduets-have-beerapproved-approval of ANKTIVA for commercial sale, and-we primarily have-netgenerated-any
revente-fromproduetsales;-although-we-have-generated revenues from non- exclusive license agreements related to our cell
lines, the sale of our bioreactors and related consumables , and g s_rdnt progrdms The I-n—&dd-r&eﬂ—we—have—l-rrﬁrted—expeﬂeﬁee—aﬂd

ew*preduet—ea—nd&d&te—ﬁnk&va—rrreerﬂbrn&&eﬁ—wlth BCG for the tredtment of adult patients w 1th BCG unresponsive NMIBC
with CIS with or without Fa-papillary tumors erfor commercnal sale qll—drsease—en—May—S‘— %92—3—and we have commenced

generating revenue ., although we expect
the FDA-had-determined-that-it eould-to take some tlme to generate 51gn1ﬁcant revenue from our approved product We
can provide no assurance when, or if, this will occur. We do not expect additional revenue from our other product
candidates unless and until we obtain regulatory a-ppreve—approval of and commercnallze any of such t-he—other product

candidates eﬂg-rﬂa-l—Bh&—subﬁnssteﬁ—rﬂ-&s—rmﬁa-l—ferm—
Oetober23;2023-we do not know when 4 ;

irthe-CRE-On-Oetober26-, %%—w&anﬂeuﬂeed-ﬂ%&t—ﬂ%e—F-BA—h&d—aeeepted-euﬁ or B-]mArfeS‘ubﬂ‘HS‘Siﬁ'ﬁ-lf this w1ll occur. In
addition, we have limited experience and have not yet demonstrated an ability to successfully overcome many of the risks
and uncertainties frequently encountered by companies in new and rapidly evolving fields, particularly in the
biotechnology industry, including in connection with obtaining marketing approvals, manufacturing a commercial- scale
product or arranglng for fe’b‘teW—aﬂd—eeﬂS—tdefed—tt—&S—a eemp’:ete—respeﬂse-thlrd party to do so on our behalf t-he—GRHhe

-I-t—ls—uﬁe}ea-leBecause of the numerous rlsks and uncertalntles associated with the commercialization of our approved
product and other development efforts, we are unable to predict when we may become profitable the FBA-withapprove



oturBEA-, if at all . Since the commencement of our operations , we have incurred significant losses each year, and, as of
December 31, 2024, we had an accumulated deficit of $ 3. 4 billion. We expect to continue to incur significant expenses as
we seek to expand our business, including in connection with conducting research and development across multiple
therapeutic areas, participating in clinical trial activities, continuing to acquire for- or in- license technologies,
maintaining, protecting and expanding our intellectual property, seeking regulatory approvals, increasing our
manufacturing capabilities and, upon successful receipt of FDA approval, eommeretatization—-- commercializing our
other product candldates. Furthermore, the tlmmg and eveﬁ-l-ﬁmagmtude of sales of our approved —product and the-other

Wrt-hettt—Ta—er—T—l—d-rsease—rf—dppm\ ed product by—t-he—F—BA— continue eﬂ:ﬁto deve}epmeﬂﬁ——— develop ef—dnd seek regulatory
approvals for ;-our other product candidates, and begin-plan to commercialize other approved products, if any, as well as hire
additional personnel, protect our intellectual property and incur additional costs associated with operating as a public company.
Since ANKTIVA is approved for use with BCG (and currently TICE BCQG is the only FDA- approved strain of BCG
available in the U. S., except for rBCG available in limited quantities through our agreement with Serum Institute
pursuant to an EAP), any shortage or supply chain issues associated with TICE BCG could impact the demand for
ANKTIVA and our ability to commercialize our approved product. Our net losses may fluctuate significantly from quarter
to quarter and year to year, depending on sales, the timing of our clinical studies and trials, associated manufacturing needs,
commercialization activities of our approved product, and any of our other product candidates, if they ourproduet
eandidates-are approved , and our expenditures on other research and development activities. We H-eourresearehand
development-efforts-are-steeessful-we-may-also face the risks associated with the shift from development to commercialization
of new products based on innovative technologies. Our ability to achieve profitability, if ever, is dependent upon, among other
things, obtaining regulatory approvals for ewr-additional product candidates and successfully commercializing our approved
product, and other product candidates alone or with third parties. However, our operations may not be-become profitable even
with commercial sales of our approved product or other product candidates, even if they ene-ormere-of-ourproduet
eandidates-under-developmentare successfully developed and-produeed-, approved and thereafter commercialized. Even if we
do become profitable, we may not be able to sustain or increase our profitability on a quarterly or annual basis. As a result, it
may be more difficult for you to assess our future viability than it could be-have been if we had a longer operating history . We
anticipate needing additional financing to fund our operations, complete the commercialization of our approved product,
conduct clinical trials, and develop and commercialize our other product candidates. If we are unable to obtain such
financing when needed or on acceptable terms, we may be unable to successfully commercialize our approved product or
develop and commercialize our other product candidates. If we are unable to obtain such financing when needed or on
acceptable terms, we could be forced to delay, limit, reduce, or terminate our development programs, commercialization
efforts, and / or other operations . The development of biopharmaceutical products, including conducting preclinical studies
and clinical trials, is a very time- consuming, expensive and uncertain process that takes years to complete. Our operations have
consumed substantial dmounts of cash smce 1ncept10n A ugnlhcqnt portion of our funding had-has been in the form ef

y aling s-0f related- party promissory notes . As and-aeerued-and
ﬂ&p&id—hﬁefesﬁﬁt&sf&nd&rg—as—of Decembel 31, %92—3—2024 our indebtedness was comprised of a $ 505. 0 million
convertible promissory note held by entittes-an entity afhhated with Dr. Soon- Shiong. As of December 31, 2623-2024 , we
held cash jand cash equivalents , and marketable securities totaling $ 267149 . 4-8 million. We will need to obtain additional
financing to fund our future operations, including eompteting-the commercialization of our approved product and the
development and commercialization of our other product candidates. Changing circumstances may cause us to increase our
spending significantly faster than we currently anticipate and we may need to raise additional funds sooner than we presently
anticipate. Moreover, research and development and our operating costs and fixed expenses such as rent and other contractual
commitments, including those for our research collaborations, are substantial and are expected to increase in the future. Unless
and until we can generate a sufficient amount of revenue, we may finance future cash needs through public or private equity
offerings, license agreements debt hnanclngs collaborations, strategic alliances ;-or marketmg and / or distribution
arrangements : ; . However, we
may be unable to raise addltlonal funds or enter into such other arrangements When needed on favorable terms, or at all. To the
extent that we raise additional capital through the sale of equity or equity- linked securities (including warrants), convertible
debt erunderthe-ATM-, our shelf registration statement-statements , or other offerings, or if any of our current debt is
converted into equity or if our existing warrants are exercised, your ownership interest will be diluted, and the liquidation or
other preferences may adversely affect your rights as a stockholder. If we incur additional indebtedness, our fixed payment
obligations will increase , and we may have to comply with certain restrictive covenants that are similar to those associated with
the revenue interest liability, such as limitations on our ability to incur additional debt, limitations on our ability to acquire or
license intellectual property rights and other operating restrictions that could adversely impact our ability to conduct our
business. If we raise additional funds through strategic partnerships and alliances and licensing arrangements with third parties,
we may have to relinquish valuable rights to our technologies or product candidates, or grant licenses on terms unfavorable to
us, or exercise our Call Option (as defined in the RIPA) to purchase the outstanding revenue interest liability , which will

require us to generate a significant amount of cash flow to offset these outflows. We Absentthe-Seeond-Rayment-under-the




sttbjee satisfaetion he we-have no committed source of additional capital ,
and 1f we are unable to raise addltlonal capltal in sufﬁ01ent amounts or on terms acceptable to us, we may be required to delay or
reduce the scope of or eliminate one or more of our research or development programs or our commercialization efforts. See

— Our payment obligations under the RIPA may adversely affect our financial position and results of operations and our ability
to raise additional capital , which in turn may increase our vulnerability to adverse regulatory developments or economic or
business downturns ” and Note 9511 “ Revenue Interest Purchase Agreement 5 of the “ Notes to the-Consolidated Financial
Statements ” that appears in Part II, Item 8. “ Financial Statements and Supplementary Data ” of this Annual Report for more
information. Our current license and collaboration agreements may also be terminated if we are unable to meet the payment
obligations under those agreements. As a result, we may seek to access the public or private capital markets whenever
conditions are favorable, even if we do not have an immediate need for additional capital at that time. Our payment obligations
under the RIPA may adversely affect our financial position and results of operations and our ability to raise additional capital ,
which in turn may increase our vulnerability to adverse regulatory developments or economic or business downturns. On
December 29, 2023, we entered into the RIPA with Infinity and Oberland. Pursuant to the RIPA, Oberland acquired certain
Revenue Interests from us for a gross purchase price of $ 200. 0 million paid on closing, less certain transaction expenses. In
addition, on May 13, 2024, Oberland maypurehase-purchased additional Revenue Interests from us in exchange for the-a $
100. 0 million Second Payment subjeetto-, which we requested upon satisfaction of certain conditions specified in the RIPA,
including feewing-the receipt of approval by-from the FDA of our {-he—eeﬁapany’—s—BLA for ANKTIVA Anktiva-in
eombination-with BCG for the treatment of adult patients with BCG- unresponsive NMIBC with CIS with or without papillary
tumors Fa-or-TH-disease-on or before June 30, 2024. As-In consideration for the aforementioned payments, Oberland has the
right to receive quarterly Revenue Interest Payments from us based on, among other things, our worldwide net sales, excluding

those in China, which are wilk-be-tiered payments -}n-tt-ta-l-ly—ranglng from 3-4. 50 % to 10 . 00 % to-7-00-%-(or-afterfunding-of
the-SeeondPayment;4—56-%to1+0-606-%)-, subject to increase or decrease, following December 31, 2029 depending on whether

the aggregate payments made to Oberland as of that date met or exceeded the Cumulative Purchaser Payments (as defined in the
RIPA). In addition, if the aggregate payments to Oberland as of December 31, 2029 do not equal or exceed the amount of the
Cumulative Purchaser Payments, then we are obligated to make a one- time payment to Oberland in an amount equal to 100 %
of the Cumulative Purchaser Payments, less the aggregate amount of our previous payments to Oberland as of December 31,
2029 (the True- Up Payment, as defined in the RIPA). See Note 9;-11 “ Revenue Interest Purchase Agreement ;- of the *“ Notes
to the-Consolidated Financial Statements ” that appears in Part II, Item 8. “ Financial Statements and Supplementary Data > of
this Annual Report for more information. The RIPA and our payment obligations to Oberland could have important negative
consequences to holders of our securities. For example, a portion of our cash flow from operations will be needed to make
required payments to Oberland and will not be available to fund future operations. Payment requirements under the RIPA will
increase our cash outflows. Our future operating performance is subject to market conditions and business factors that are
beyond our control. If our cash inflows and capital resources are insufficient to allow us to make required payments, we may
have to reduce or delay capital expenditures, sell assets or seek additional capital. If we raise funds by selling additional equity,
such sate-sales wenld-will result in dilution to our stockholders. There is no assurance that if we are required to secure funding ,
we can do so on terms acceptable to us, or at all. Failure to pay amounts owed to Oberland when due would result in a default
under the RIPA and could result in foreclosure on all or substantially all of our assets, which would have a material adverse
effect. The RIPA contains affirmative and negative operational covenants and events of default, which may prevent us from
capitalizing on business opportunities and taking some corporate actions ;-and g#ves— give rise to a Put Option in favor of
Oberland, which could have a material adverse effect on our financial condition and business operations. The RIPA contains
affirmative and negative covenants and events of default, including covenants and restrictions that, among other things, restrict
our ability to incur liens, incur additional indebtedness, make loans and investments, enter into transactions with affiliates,
engage in mergers and acquisitions, engage in asset sales and exclusive licensing arrangements, and declare dividends to our
stockholders, in each case, subject to certain exceptions set forth in the RIPA. Additionally, Oberland has a Put Option enabling
them to terminate the RIPA and to require the company to repurchase the Revenue Interests upon enumerated events such as a
bankruptcy event, failure to make a payment, an uncured material breach, default on certain third- party agreements, a breach or
default under any subordination agreements with respect to indebtedness to existing stockholders, any right to repurchase or
accelerate debt instruments like permitted convertible notes, existing stockholder indebtedness, or subordinated notes during
certain time periods, judgments in excess of certain amounts against us, a material adverse effect, the loss of regulatory approval
of our approved product eandidates, or a change of control. The triggering of the Put Option, including by our failure to comply
with these covenants, would permit Oberland to declare certain amounts to be immediately due and payable. If we were to
default under the terms of the RIPA, including by failure to make such accelerated payments, Oberland could exercise remedies,
including initiating foreclosure proceedings against all or substantially all of our assets. Oberland’ s right to repayment is senior
to the rights of the holders of our common stock. Any triggering of the Put Option or other declaration by Oberland of an event
of default under the RIPA could significantly harm our financial condition, business and prospects and could cause the price of
our common stock to decline. We have a significant amount of debt and a revenue interest liability and may need to incur
additional debt to support our growth. As of December 31, 2023-2024 , our indebtedness tetaled-was comprised of a $ 735-505
. 0 million convertible —(eﬁﬂs’fst-mg—ef—fe{ated-paﬁy—promlssory netes— note and-acerved-and-unpatd-nteresti-held by entities
an entity affiliated with Dr. Soon- Shiong and aleng-with-a $200-0-mitten-revenue interest liability with Oberland in excess
of $ 300. 0 million. The total amount paid to Oberland depends on when we repay this debt. See Note 11 “ Revenue
Interest Purchase Agreement ” of the “ Notes to Consolidated Financial Statements > that appears in Part I1, Item 8. «
Financial Statements and Supplementary Data ” of this Annual Report for more information about the revenue interest
liability . Our substantial amount of debt could have important consequences and could: ¢ require us to dedicate a substantial




portion of our cash and cash equivalents to make interest and principal payments on our debt and revenue interest liability
payments, reducing the availability of our cash and cash equivalents and cash flow from operations to fund future capital
expenditures, working capital, execution of our strategy and other general corporate requirements; ¢ increase our cost of
borrowing and even limit our ability to access additional debt to fund future growth; ¢ increase our vulnerability to general
adverse economic and industry conditions and adverse changes in governmental regulations; ¢ limit our flexibility in planning
for, or reacting to, changes in our business and industry, which may place us at a disadvantage compared with our competitors;
and * limit our ability to borrow additional funds, even when necessary to maintain adequate liquidity, which would also limit
our ability to further expand our business. The occurrence of any of the foregoing factors could have a material adverse effect on
our business, results of operations and financial condition. Further, the company’ s ability to make scheduled payments of the
principal of, potential Test Date payments of, to pay interest or royalties on, or to refinance any current or future indebtedness,
including the related- party promissory netes— note or the revenue interest liability, depends on our future performance, which
is subject to economic, financial, competitive and other factors beyond our control. Our business may not generate sufficient
cash flows from operations in the future to service our indebtedness, pay the revenue interest liability, and make necessary
capital expenditures. If we are unable to generate such cash flows, we may be required to adopt one or more alternatives, such
as selling assets, restructuring indebtedness, including the revenue interest liability, or obtaining additional equity or equity-
linked capital on terms that may be onerous or highly dilutive. Our ability to refinance our indebtedness, including the revenue
interest liability, at maturity or otherwise, will depend on the capital markets and our financial condition at such time. We may
not be able to engage in any of these activities or engage in these activities on desirable terms, which could result in a default on
our debt obligations. There can be no assurance that we can refinance the related- party promissory setes— note or revenue
interest liability or what terms will be available in the market at the time of refinancing. Furthermore, if prevailing interest rates
or other factors at the time of refinancing result in higher interest rates upon refinancing, then the interest expense relating to the
refinancing would increase. These risks could materially adversely affect our financial condition, cash flows and results of
operations. In connection with our RDO registered-direetofferings,during the years— year ended December 31, 2023 , and
2622-we entered into warrant agreements with certain institutional investors that alews-- allow such investors to purchase up to
an aggregate total of 37-28 , 732-641 , 826-911 shares of our common stock at an exercise priees— price of ranging-frem-5 3.
2946 per share to-$-6—60-share-. As of December 31, 2023-2024 , all-efthe-6, 399, 171 warrants were exercisable with and-- an
had-cxpiration dates— date of ranging-fromBPeeember12;2624te-July 24, 2026. We account for the warrants as derivative
instruments, and changes in the fair value of the warrants are included in other income ( expense ), net, on the consolidated
statement of operations for each reporting period. A+As of December 31, 2623-2024 , the fair value of warrant liabilities
included in the consolidated balance sheet was $ +48=8 . 6 million. We use the Black- Scholes option pricing model to
determine the fair value of the warrants. As a result, the valuation of these derivative instruments is subjective, and the Black-
Scholes option pricing model requires the input of subjective assumptions, including the expected stock price volatility and
probability of a fundamental transaction (a strategic merger or sale). Changes in these assumptions can materially affect the fair
value estimate. We could, at any point in time, ultimately incur amounts different than the carrying value, which could have a
significant impact on our results of operations and financial position. We account for the revenue interest liability as a liability,
net of a debt discount comprised of deferred issuance costs, the fair value of a freestanding option agreement related to the
SPOA, and the fair value of embedded derivatives requiring bifurcation on the consolidated balance sheet. The company
imputes interest expense associated with this liability using the effective interest rate method. The effective interest rate is
calculated based on the rate that would enable the debt to be repaid in full over the anticipated life of the arrangement. Interest
expense is recognized over the estimated term on the consolidated statement of operations. The interest rate on the liability and
the underlying value of the bifurcated embedded derivative may vary during the term of the agreement depending on a number
of factors, including the level of actual and forecasted net sales, and in the case of the derivative, specific probabilities
associated with RIPA Put/ Call events or Test Date payments underlying our Monte Carlo analysis. The company evaluates the
interest rate quarterly based on actual and forecasted net sales utilizing the prospective method. A significant increase or
decrease in actual or forecasted net sales will materially impact the revenue interest liability and / or the bifurcated embedded
derivative, interest expense, and the time period for repayment. Fluctuations in warrant, revenue interest liability, and derivative
values , and changes in the assumptions and factors used in the model may impact our operating results, making it difficult to
forecast our operating results and making period- to- period comparisons less predictive of future performance. In one or more
future quarters, our results of operations may fall below the expectations of securities analysts and investors. In that event, the
market price of our common stock could decline. In addition, the market price of our common stock may fluctuate or decline
regardless of our operating performance. The accounting method for convertible debt securities could have a material effect on
our reported financial results. #--We entered into a second amended and restated promissory note with Nant Capital on
December 10, 2024 in connection with an equity offering. Pursuant to the terms of the second amended and restated
promissory note, Tranche 1 of the prior promissory note (the December 2023 Promissory Note) with a principal amount
of $ 125. 0 million and Tranche 2 of the December 2023 Promissory Note with a principal amount of $ 380. 0 million were
combined into one convertible promissory note with a principal amount of $ 505. 0 million (the December 2024
Promissory Note). The December 2024 Promissory Note was accounted for as part of a debt extinguishment, in
accordance W1th FASB ASC TOplC 470 50, Debt — Modlﬁcatlons and Extlngulshments (ASC 470- 50) We-feeefded

fnedel—as the amend-ments— amendment was wefe—net—substantlally dlfferent than the terms of the promlssory notes prlor to the
amendment The company elected Hnder—t-h-ts—medel—the 0 d

methed—A-}se—t-he—rnefease—m—falr value option of accountlng under FASB ASC Toplc 825 F1anc1al Instruments (ASC



825), for the December 2024 Promissory Note. As a result of the fair value option election, the December 2024
Promlssory Note and the embedded derlvatlve were eemefsreﬁ—feamfe—&eﬁrfhe—debt—&redtﬁeanefmas—accounted for as a

eensehdated—ﬁna-nena-l—reaﬂfs—beeaﬂse—F ASB ASC Toplc 44(-)—815 Derivatives and Hedgmg (ASC 815) Changes in fair value
of the December 2024 Promissory Note are recorded as a component of other income (expense), net, on the consolidated

statement of operations. There is no current observable market for the December 2024 Promissory Note and, as such, we
determined the fair value by using the binomial lattice model with significant unobservable inputs including an expected
market yield, an expected Volatlhty, and a risk - %G—Bebt—vm-h—eeﬁvefsren—aﬁd-free rate. The changes in fair value of Gt-hef

ee effect ettﬁepeﬁed-and

may have a negatlve 1mpact on or-our statement of financial posmon and statement of operatlons. It is difficult to predict
the effect on our future financial results and-as the trading-priee-significant inputs are outside of our control eemmen-stoek-.
We invest our cash on hand in various financial instruments which are subject to risks that could adversely affect our business,
results of operations, liquidity and financial condition. We have typically invested our cash in a variety of financial instruments,
including investment- grade short- to intermediate- term corporate debt securities, government- sponsored securities and
European bonds; however, after our entry into the RIPA, we can no longer invest our excess funds in corporate or European
bonds. Certain of our investments are subject to credit, liquidity, market, and interest rate risk. Such risks, including the failure
or severe financial distress of the financial institutions that hold our cash ;-and cash equivalents , and investments, may result in
a loss of liquidity, impairment to our investments, realization of substantial future losses, or a complete loss of the investments in
the long- term, which may have a material adverse effect on our business, results of operations, liquidity and financial condition.
To manage the risk to our investments, we maintain an investment policy that, among other things, limits the amount that we
may invest in any one issue or any single issuer and requires us to only invest in high credit quality securities to preserve
liquidity. Our ability to use NOLs and research and development credits to offset future taxable income may be subject to certain
limitations. In general, under Sections 382 and 383 of the Code, a corporation that undergoes an ownership change is subject to
limitations on its ability to utilize its pre- change NOLs or credits, to offset future taxable income or taxes. For these purposes,
an ownership change generally occurs swhere-when the aggregate stock ownership of one or more stockholders or groups of
stockholders who ewns— own at least 5 % of a corporation’ s stock increases its ownership by more than 50 percentage points
over its lowest ownership percentage within a specified testing period (* ownership shift ) . We have not conducted a
complete study to assess whether a change of control has occurred or whether there have been multiple changes of control since
inception due to the significant complexity and cost associated with such a study. If we have experienced a change of control, as
defined by Section 382, at any time since inception (including as a result of the March 2021 merger which pursuant to which
NantKwest and NantCell combined their businesses), utilization of the NOL carryforwards or research and development tax
credit carryforwards would be subject to an annual limitation under Section 382. Any limitation may result in expiration of a
portion of the NOL carryforwards or research and development tax credit carryforwards before utilization. In addition, our
NOLs or credits may also be impaired under state law. Accordingly, we may not be able to utilize a material portion of our
NOLs or credits. Since we will need to raise substantial additional funding to finance our operations, we may experience further
ownership ekanges-shifts in the future, some of which may be outside of our control. Limits on our ability to use our pre- change
NOLs or credits to offset U. S. federal taxable income could potentially result in increased future tax liability to us if we earn net
taxable income in the future. In addition, under the legislation commonly referred to as the TCJA, as modified by the
Coronavirus Aid, Relief, and Economic Security Act, the amount of NOLs generated in taxable periods beginning after
December 31, 2017, that we are permitted to deduct in any taxable year beginning after December 31, 2020 is limited to 80 % of
our taxable income in such year, where taxable income is determined without regard to the NOL deduction itself. The TCJA
allows post- 2017 unused NOLs to be carried forward indefinitely. Similar rules may-apply under state tax laws . In addition,
some states, e. g., California, may suspend the use of NOL carryovers that may result in state taxable income and
liabilities . Our transfer pricing policies may be subject to challenge by the IRS or other taxing authorities. Our intercompany
relationships are subject to complex transfer pricing regulations administered by taxing authorities in various jurisdictions. The
relevant taxing-tax authorities may disagree with our determinations as to the value of assets sold or acquired or income and
expenses attributable to specific jurisdictions. If such a disagreement were to occur, and our position were not sustained, we
could be required to pay additional taxes, interest and penalties, which could result in one- time tax charges, higher effective tax
rates, reduced cash flows, and lower overall profitability of our operations. We believe that our consolidated financial statements
reflect adequate reserves to cover such a contingency, but there can be no assurances in that regard. Unanticipated changes in
effective tax rates or adverse outcomes resulting from new tax statutes or regulations, cxamination of our income or other tax
returns could expose us to greater than anticipated tax liabilities. The tax laws applicable to our business, including the laws of
the U. S. and other jurisdictions, are subject to change, interpretation and certain jurisdictions may aggressively interpret their
laws #raneffert-to raise additional tax revenue. It is possible that tax authorities may disagree with certain positions we have
taken, are currently taking or will take, and any adverse outcome of such a review or audit could have a negative effect on our
financial position and results of operations. Further, the determination of our provision for income taxes and other tax liabilities




requires significant judgment by management, and there are transactions where the ultimate tax determination is uncertain.
Although we believe that our estimates are reasonable, the ultimate tax outcome may differ from the amounts recorded on the
consolidated financial statements and may materially affect our financial results in the period or periods for which such
determination is made. In addition, tax laws are dynamic and subject to change as new laws are passed and new interpretations
of the law are issued or applied. For example, in August 2022, the U. S. enacted the IRA, which imposes a 15 % minimum tax
on the adjusted financial statement income of certain large corporations, as well as a 1 % percent excise tax on corporate stock
repurchases by publicly —traded companies. Additionally, for taxable years beginning on or after January 1, 2022, the Code
eliminated the right to deduct research and development expenditures currently and requires taxpayers to capitalize and amortize
U. S. and foreign research and development expenditures over 5 and 15 tax years, respectively. These updates, as well as any

other changes to tax laws that are cnaclcd could adversely affect our tax lldbl ity. PrlorFreﬁa—rneepﬁeﬁ—ﬂafeﬁgh—ﬂae-d&te—e%t-}&s

strbﬁﬁssteﬂ—ol ANKTIVA A atretida et HIAHON \\nh B( (J or the treatment of

excluslve license agreements related to our cell llnes, the sale of our bloreactors and related consumables, and grant
programs. The company expects to continue to generate revenue from these programs. Until April 2024, we had no
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patients with B( G- unresponsive NMIBC w nh C lS with or w nhout Fa-papillary tumors, we have begun to generate revenue
although we expect it to take some time to generate significant revenue from er-our T1-disease-approved product and we
can provide no assurance when, or if, this will occur. We began commercial distribution of our approved product in May
2024; however, we can provide no assurance with respect to our future revenues, both in terms of amounts and pace,
market acceptance, reimbursement from third- party payors, or the profitability of our approved product or any other
product candidate for which we may obtain approval. We are required to comply with certain post- marketing
commitments, including completion of our QUILT 3032 clinical trial and annual reporting for up to four years, with a
final report submission to FDA by the end of 2029. Our business currently depends heavily on our ability to successfully
commercialize our approved product in the U. S. and in other jurisdictions where we may obtain marketing approval.
We may never be able to successfully commercialize our approved product or meet our, or analysts or other third
parties’ expectations with respect to revenues. We have never marketed, sold, or distributed for commercial use any
pharmaceutical product other than our approved product, with respect to which we recently began efforts to initiate
commercial sales. There is no guarantee that the infrastructure, systems, processes, policies, relationships, and materials
we have built for the launch and commercialization of our approved product in the U. S. or elsewhere will be sufficient
for us to achieve success at the levels we expect. We may encounter issues and challenges in commercializing our
approved product and generating substantial revenues. We may also encounter challenges related to reimbursement of
our approved product, including potential limitations in the scope, breadth, availability, or amount of reimbursement
covering our approved product. Similarly, healthcare settings or patients may determine that the financial burdens of
treatment are not acceptable and as a result physicians may be reluctant to recommend our approved product to their
patients. We may face other limitations or issues related to the price of our approved product. Our results may also be
negatively impacted if we have not adequately sized our field teams, or our physician segmentation and targeting
strategy is inadequate or if we encounter deficiencies or inefficiencies in our infrastructure or processes. Other factors
that may hinder our ability to successfully commercialize approved product, or any of our other product candidates if or
when approved and generate substantial revenues, include: ¢ the acceptance of our approved product by patients and the



medical community, including industry groups and third- party payors; ° the ability of our third- party manufacturer (s)
to manufacture commercial supplies of our approved product at acceptable costs, to remain in good standing with
regulatory agencies, and to maintain commercially viable manufacturing processes that are, to the extent required,
compliant with cGMP regulations; ¢ our ability to remain compliant with laws and regulations that apply to us and our
commercial activities; e FDA- mandated package- insert requirements and successful completion of FDA post-
marketing requirements; * the actual market size for our approved product, which may be different than expected; * the
length of time that patients who are prescribed our drug remain on treatment; ¢ our ability to obtain marketing
approval for our approved product outside of the U. S.; ¢ the sufficiency of our drug supply to meet commercial and
clinical demands, which could be negatively impacted if our projections regarding the potential number of patients are
inaccurate, we are subject to unanticipated regulatory requirements, or our current drug supply is destroyed, or
negatively impacted at our manufacturing sites, storage sites, or in transit; * the availability of reimbursement for our
approved product and physicians’ understanding regarding the same; ¢ our ability to effectively compete with other
therapies that may emerge for the treatment of bladder cancer; and ¢ our ability to maintain, enforce, and defend third
party challenges to our intellectual property rights in and to our approved product or any of our other product
candidates. Any of these issues could impair our ability to successfully commercialize our approved product or to
generate substantial revenues or profits or to meet our expectations with respect to the amount or timing of revenues or
profits. Any issues or hurdles related to our commercialization efforts may materially adversely affect our business,
results of operations, financial condition, and prospects. There is no guarantee that we will be successful in our launch or
commercialization efforts with respect to our approved product. We may also experience significant fluctuations in sales
of our approved product from period to period and, ultimately, we may never generate sufficient revenues from our
approved product to reach or maintain profitability or sustain our anticipated levels of operations. Any inability on our
part to successfully commercialize our approved product in the U. S., and any other international markets where it may
subsequently be approved, or any significant delay, could have a material adverse impact on our ability to execute upon
our business strategy . In July-addition, while we are pursuing and anticipating certain additional regulatory submissions
in 2622-2025 following discussions with —we-announeed-thatthe FDA had-aceepted-etr, such as a potential supplemental
BLA submission for BCG- unresponsive NMIBC patients in the papillary indication, a BLA for second- line and third-
line treatment of patients with NSCLC who are progressing on CPIs, and a potential BLA for the indication of reversal
of lymphopenia in patients receiving standard- of- care chemotherapy and / or radiation and for the treatment of locally
advanced or metastatic pancreatic cancer, among others, the regulatory review process is dynamic and highly uncertain
set—a—tafget—PBU-FA—aet-reﬂ—éafe—ef—M&y%%e%— eﬂ—May—9—292-3—Even 1f we are able to prepare and submlt fhe—these
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will ultlmately approve etnesuch -BJmAs—BLAs —and submlssmns if accepted for ﬁlmg and review. Further, we have invested
a significant portion of our efforts and financial resources in the development of ANKTIVA, our novel antibody-
cytokine fusion protein, and our other product candidates, second- generation hAdS vaccine candidates, and our NK cell
therapy candidates. Our other product candidates will require additional clinical and non- clinical development,
regulatory approval, commercial manufacturing arrangements, enhancement of our commercial organization and
service providers, significant marketing efforts, and further investment before we can generate any revenue from the
sale of these other potential products. We expect to invest heavily in our other current product candidates and in any
future product candidates that we may develop. Our product candidates are susceptible to the risks of failure inherent at
al-any stage of product development, including the appearance of unexpected adverse events or failure to achieve
primary endpoints in clinical trials. Furthermore, we cannot assure you that we will meet our timelines for current or
future clinical trials, including post- market study requirements for our approved product, which may be delayed or not
completed for a number of reasons. Additionally, our ability to generate revenues from our approved product and any
other combination therapy products will depend on the availability of the other therapies used in combination therewith,
including BCG, with which our approved product and other product candidates are intended to be used. In particular,
there has been a shortage of TICE BCG in the U. S. According to the American Urological Association, Merck is the sole
manufacturer and supplier of TICE BCG in the U. S. and many other countries around the world. Increasing demand
for BCG has led to supply constraints for TICE BCG, which could materially impact the demand for our approved
product and our ability to commercialize our approved product, and our efforts to introduce an alternative source of
BCG in connection with our collaboration with the Serum Institute may not be successful. We recently began
commercializing our approved product in the U. S. As a company, we have no prior experience commercializing a
product . The €RE-success of our commercialization efforts for our approved product and any subsequentresulting-future



approved products is difficult to predict and subject to the effective execution of our business plan, including, among
other things, the continued development of our internal and external sales, marketing, and distribution capabilities and
our ability to navigate the significant expenses and risks involved with the development and management of such
capabilities. For example, we have hired and contracted for service providers in areas to support commercialization,
including in sales management, sales representatives, marketing, access and reimbursement, sales support, and
distribution. There are significant expenses and risks involved with establishing our sales, marketing, and distribution
capabilities, including our ability to hire or contract, retain, and appropriately incentivize qualified individuals, provide
adequate training to sales and marketing personnel, and effectively manage geographically dispersed sales and
marketmg teams to generate sufﬁclent demand. Any failure or delay in the development and-apprevatof these capabilities
; delay or negatively affect expeeted-revenue—Any-ofthese—- the
risks-eoutd-success of our commerc1ahzat10n efforts and our business. For example, the commercialization of our
approved product may not develop as planned or anticipated, which may require us to, among others, adjust or amend
our business plan and incur significant expenses. Further, given our lack of experience commercializing products, we do
not have a matertak-impaet-track record of successfully executing on the commercialization of an approved product. If we
are unsuccessful in accomplishing our objectives and executing on our business plan , eperatingresults-or if the
commercialization of our approved product does not develop as quickly as planned , or any future approved products
does not develop as planned, we may require significant additional capital and financial eenditierrresources, we may not
become profitable, and we may not be able to compete against more established companies in our industry . We have
developed an approved product and are developing ether product candidates in combination with one or more other
therapies. We are studying ANKTIVA N—803-therapy along with other products and product candidates, such as BCG , CPlIs,
hAdS TAAs , PD- L1 t- haNK, hAdS-and M- ceNK yeastFAAs-and-aldoxerabiein. H-Since we have developed a product
or if we choose to develop a-other produet-products eandidate-for use in combination with an approved therapy, we are subject
to the risk that the FDA, EMA or comparable foreign regulatory authorities in other jurisdictions could revoke approval of, or
that safety, efficacy, manufacturing or supply issues could arise with the therapy used in combination with our approved
product or our other product eandidate-candidates . In particular, supply chain issues or shortages of other products used
in combination with our approved product or any other product candidates could impact our ability to obtain FDA
regulatory approval, meet clinical trial timelines, and commercialize our approved product or other product candidates .
The FDA may require us to use more complex clinical trial designs in order to evaluate the contribution of each product and
product candidate to any observed effects. To the extent that we do not have rights to already approved products, this may
require us to work with another company to satisfy such a requirement or increase our cost of development. It is possible that the
results of these trials could show that any positive results are attributable to the already approved product. Following product
approval, the FDA may require that products used in conjunction with each other be cross labeled for combined use. If the
therapies we use in combination with our approved product or our other product candidates are replaced as the standard - of -
care for the indications we choose for our approved product or any of our ether product candidates, the FDA or comparable
foreign regulatory authorities may require us to conduct additional clinical trials. The occurrence of any of these risks could
result in our own products, if approved, being removed from the market or being less successful commercially. In addition,
unapproved therapies face the same risks described with respect to our product candidates currently in development and clinical
trials, including the potential for serious adverse effects, delays in clinical trials and lack of FDA approval. If the FDA or
comparable foreign regulatory authorities do not approve or revoke their approval of these other therapies, or if safety, efficacy,
quality, manufacturing or supply issues arise with, the therapies we choose to evaluate in combination with any of our product
candidates, we may be unable to obtain approval of or market such oether combination therapy-therapies . Our clinical trials
may fail to adequately demonstrate the safety and efficacy of our product candidates, which would prevent or delay
regulatory approval and commercialization of other product candidates . Our research and development programs of our
other non- FDA- approved product candidates arc at various stages of development. The clinical trials of our product
candidates as well as the manufacturing and marketing of our product candidates will be subject to extensive and rigorous
review and regulation by numerous government authorities in the U. S. and in other countries where we intend to test and
market our product candidates. Before obtaining regulatory approvals for the commercial sale of any of our oether product
candidates, we must demonstrate through lengthy, complex , and expensive preclinical testing and clinical trials that our product
candidates are safe, pure, and potent for use in their target indications. Each product candidate must demonstrate an adequate
risk ¥ersus-vs. benefit profile in its intended patient population and for its intended use. The risk / benefit profile required for
product licensure will vary depending on these factors and may include not only the ability to show tumor shrinkage, but also
adequate duration of response, a delay in the progression of the disease, and / or as-improvement in survival. For example,
response rates from the use of our product candidates or their contribution of effect ;may not be sufficient to obtain regulatory
approval unless we can also show an adequate duration of response. The clinical trials for our product candidates under
development may not be completed on schedule , and regulatory authorities may ultimately disagree with our chosen endpoints
or may find that our studies or study results do not support product approval . The and-we-eannot-grarantee-thatthe-FDA or
foreign regulatory authorities #+H-may not interpret the results as we do or accept the therapeutic effects as valid endpoints in
clinical trials necessary for market approval , or they may find that our clinical trial design or conduct does not meet the
applicable approval requirement , and more trials could be required before we submit our product candidates for approval.
Success in early clinical trials does not ensure that large- scale clinical trials will be successful, nor does it predict final results.
Product candidates in later stages of clinical trials may fail to show the desired safety, tolerability , and efficacy traits despite
having progressed through preclinical studies and initial clinical trials and after reviewing test results, we or our collaborators
may abandon projects that we might previously have believed to be promising. In addition, we do not have data on possible




harmful long- term effects of our product candidates and do not expect to have this data in the near future. As a result, our
ability to generate clinical safety and effectiveness data sufficient to support submission of a marketing application or
commercialization of our product candidates is uncertain and is subject to irgmﬁcant rrsk The ongomg ihortage of TICE BCG
in the U. S. may adversely 1mpact market uptake of ANKTIVA ot ; v 6

feeeives—fegu-}atefy—a-ppfe’v‘a-l-and 1t may also delay our ab111ty to execute our chmcal trials or %eek new approval% There is an
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number of patrents who are treated Wrth BCG for NMIBC with CIS with or without papillary tumors Fa-erFi-disease-,
therefore limiting the pool of BCG- unresponsive patients who may be candidates for our preduet+f-approved product In
addition, the TICE BCG shortage may also constrain the number of patients we can treat with our approved product since our
product is sifappreved;wittbe-administered along with BCG. In addition, we Aﬂktﬁa—was—aﬁm
the- FDA-for-the-treatmentof BEG—raive NMIBC-with-€1S—We-are currently enrolling patients in our Phase H#b-2b blinded,
randomized, two- cohort, open- label, multi- center trial of intravesical BCG plus-Amnktiva-versus-with ANKTIVA vs. BCG
alone, in BCG- naive patients with high- grade NMIBC with CIS (Cohort A) and NMIBC papillary (Cohort B), which is
impacted by the availability of BGE-TICE BCG . If we do not complete new trials timely, our ability to generate clinical safety
and effectiveness data sufficient to support submission of a marketing application or commercialization of our product
candidates in new indications could harm our business, operating results, prospects or financial condition . In addition, our
efforts to introduce an alternative source of BCG in connection with our collaboration with Serum Institute (including a
recent EAP approved by the FDA) and ultimately obtain regulatory approval for such alternative BCG supply may not
be successful in mitigating the TICE BCG shortage, or at all . We may choose to expend our limited resources on programs
that do not yield successful product candidates or additional as-eppesed-te-indications and may fail to capitalize on other
indications and product candidates that may be-ultimately have been more profitable or had for-whieh-therets-a greater
likelihood of success. We do not have sufficient resources to pursue development of all or even a substantial portion of the
potential opportunities that we believe will be afforded to us by our product candidates. Because we have limited resources and
access to capital to fund our operations, our management must make strategic decisions as to which product candidates and
indications to pursue and how much of our resources to allocate to each. Our management must also evaluate the benefits of
developing in - licensed or jointly —owned technologies, which in some circumstances we may be contractually obligated to
pursue, relative to developing other product candidates, indications or programs. Our management has broad discretion to
suspend, scale down, or discontinue any or all of these development efforts, or to initiate new programs to treat other diseases. If
we select and commit resources to opportunities that we are unable to successfully develop, or we forego more promising
opportunities, our business, financial condition , and results of operations will be adversely affected. Our projections regarding
the market opportunities for our approved product and our other product candidates may not be accurate, and the actual
market for our preduets;if-approved ;-product and other product candidates may be smaller than we estimate. Since our
approved product, current product candidates , and any future product candidates s+#H-represent novel approaches to treating
various conditions, it may be difficult ;inany-event-to accurately estimate the potential revenues from our approved product
and these other product candidates. Accordingly, we may spend significant capital trying to successfully commercialize our
approved product or obtain approval for eur other product candidates that have an uncertain commercial market. Our
projections of addressable patient populations that may benefit from treatment with our approved product or other product
candidates are based on our beliefs and estimates ;-and-estimates-of the therapeutic benefit and adverse event profile of our
approved product and other product candidates. These estimates, which have been derived from a variety of sources, including
scientific literature, preclinical and clinical studies, surveys of clinics, patient foundations, or market research by third parties,
may prove to be incorrect. Further, new studies or approvals of new therapeutics may change the estimated incidence or
prevalence of these diseases. The number of patients may turn out to be lower than expected. Additionally, the potentially
addressable patient population for our approved product or other product candidates may be limited or may not be amenable
to treatment with our approeved product or other product candidates and may also be limited by the cost of our treatments and
the reimbursement of those treatment costs by third- party payors. Even if we obtain significant market share for our approved
product or other product candidates, because the potential target populations may be small, we may never achieve profitability
without obtaining regulatory approval for additional indications. There can be no assurance that we will complete a strategic
partnership transaction on acceptable terms in-aeeordanee-with-ourantieipated-timehne-, or at all. We
resabmisstonwe-continue to explore potential global strategic partnership transactions for commercialization of ANKTIVA N~
863-for certain mdrcatrons Factors EPhefe—ts—a-ﬂs-}ethat may 1mpact our abrhty , Or declslon, to enter into such a strategic
partner%hrp ; 0 y : y d otrand-asse d-reviey , there-are
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hmltatron the put / call feature% of the RIPA that may be trrggered by entry into a strategic partnershlp dependmg on its scope
and terms, and ultimately there can be no assurance that we will complete a transaction on acceptable terms, or at all. If we do
not execute a strategic partnership transaction in the near —term, it would eliminate a potential source of near- term funding, and
may impact our ability to raise additional funds to meet our business needs. In addition, there are significant risks involved with
building and managing a commercial infrastructure on a stand- alone basis, which could materialize in the event we do not
execute a strategic partnership transaction s-or depending on the geographic scope of any executed transaction. Interim, initial,
top- line and preliminary data from our clinical trials that we announce or publish from time to time may change as more patient
data become available and are subject to audit and verification procedures that could result in material changes in the final data.




From time to time, we may publicly disclose preliminary, interim , or top- line data from our preclinical studies and clinical
trials, which are based on preliminary analyses of then- available data, and the results and related findings and conclusions are
subject to change following a more comprehensive review of the data related to the particular study or trial. Interim data from
clinical trials that we may complete are subject to the risk that one or more of the clinical outcomes may materially change as
patient enrollment continues and more patient data become available or as patients from our clinical trials continue other
treatments for their disease, or as inclusion and exclusion criteria is discussed with regulators. We also may make assumptions,
estimations, calculations , and conclusions as part of our analyses of data, and we may not have received or had the opportunity
to fully and carefully evaluate all data. As a result, the interim, top- line , or preliminary results that we report may differ from
future results of the same studies, or different conclusions or considerations may qualify such results, once additional data have
has been received and fully evaluated. Top- line data also rematn-remains subject to audit and verification procedures that may
result in the final data being materially different from the preliminary data we previously published. As a result, top- line data
should be viewed with caution until the final data are available. Adverse differences between preliminary or interim data and
final data could significantly harm our business prospects. Further, disclosure of interim data by us or by our competitors could
result in volatility in the price of our common stock. In addition, the information we choose to publicly disclose regarding a
particular study or clinical trial is typically selected from a more extensive amount of available information, and you or others
may not agree with what we determine is material or otherwise appropriate information to include in our disclosure. If the
interim, top- line , or preliminary data that we report differ from actual results, or if others, including regulatory authorities,
disagree with the conclusions reached, our ability to obtain approval for, and commercialize, our product candidates may be
harmed, which could harm our business, operating results, prospects or financial condition. Our clinical trials may not be
initiated or completed when we expect, or at all, they-may take longer and cost more to complete than we project, eur-elinteat
triak-and may have higher costs may-be-higher-than for more conventional therapeutic technologies or drug products . We s-and
wwe-may be required to conduct additional clinical trials or modify current or future clinical trials based on feedback we receive
from the FDA. We cannot guarantee that any current or future clinical trials will be conducted as planned or completed on
schedule, if at all, or that any of our other product candidates will receive regulatory approval. A failure of one or more clinical
trials can occur at any stage of the clinical trial process, other events may cause us to stop a clinical trial temporarily or
permanently, and our future clinical trials may not be successful. Because our eurrent product candidates include, and we
expect our future product candidates to include, candidates based on advanced therapy technologies, we expect that they will
require extensive research and development and have substantial manufacturing costs. In addition, costs to treat patients and to
treat potential side effects that may result from our product candidates can be significant. Some clinical trial sites may not bill, or
obtain coverage from Medicare, Medicaid, or other third- party payors for some or all of these costs for patients enrolled in our
clinical trials, and clinical trial sites outside of the U. S. may not reimburse for costs typically covered by third- party payors in
the U. S. As s-and-as-a result , we may be required by those trial sites to pay such costs. Accordingly, our clinical trial costs are
likely to be significantly higher per patient than those of more conventional therapeutic technologies or drug products.
Collaborations with other entities may be subject to additional delays because of the management of the trials, contract
negotiations, the need to obtain agreement from multiple parties , and the necessity of obtaining additional approvals for
therapeutics used in the combination trials. These combination therapies will require additional testing , and clinical trials will
require additional FDA approval and will increase our future costs. Any inability to successfully complete preclinical and
clinical development could result in additional costs to us, slow down our product development and approval process , or impair
our ability to commence product sales and generate revenues. In addition, if we make manufacturing changes to our approved
product or other product candidates, we may be required to, or we may elect to, conduct additional trials to bridge our
modified approved product or other product candidates to earlier versions. These changes may require FDA approval or
notification and may not have their desired effect. The FDA may also not accept data from prior versions of the product to
support an application, delaying our clinical trials or programs or necessitating additional clinical trials or preclinical studies. We
may find that this change has unintended consequences that neeessitates— necessitate additional development and
manufacturing work, additional clinical and preclinical studies, or that results in refusal to file or non- approval of a BLA and /
or NDA. Clinical trial delays could shorten any perieds-- period during which our product candidates have patent protection and
may allow our competitors to bring products to market before we do, which could impair our ability to successfully
commercialize our product candidates and may harm our business and results of operations. In addition, we have in the past
experienced clinical holds imposed upon certain of our or investigator- led clinical trials for various reasons, and we may
experience further clinical trial holds in the future. If we fail to commence or complete, or experience delays in, any of our
planned clinical trials, our stock price and our ability to conduct our business as currently planned could be harmed. If we are
required by the FDA or any equivalent foreign regulatory authority to perform clinical trials or studies in addition to
those we currently expect to conduct, or if there are any delays in completing the clinical trials of our other product
candidates, our expenses could increase substantially. On April 22, 2024, the FDA approved our product, ANKTIVA
with BCG for the treatment of adult patients with BCG- unresponsive NMIBC with CIS with or without papillary
tumors. We are required to comply with certain post- marketing commitments, including completion of our QUILT 3032
clinical trial and annual reporting for up to four years, with a final report submission to the FDA by the end of 2029.
Even if ere-more of our product candidates #s-are approved and commercialized, we still may not become profitable. If
approved for marketing by applicable regulatory authorities, our ability to generate revenues from our other product candidates
will depend on our ability to: * price our other product candidates competitively such that third- party and government
reimbursement leads to broad product adoption; ¢ prepare a broad network of clinical sites for administration of our other
product candidates ; ¢ create market demand for our other product candidates through our own or our partner’ s marketing and
sales activities, and any other arrangements to promote these product candidates that we may otherwise establish; * receive



regulatory approval for the targeted patient population (s) and claims that are necessary or desirable for successful marketing; °
manufacture our other product candidates through third- party CMOs or in our own manufacturing facilities or facilities owned
by entities affiliated with Dr. Soon- Shiong in sufficient quantities and at acceptable quality and manufacturing cost to meet
regulatory requirements and commercial demand at launch and thereafter; ¢ establish and maintain agreements with wholesalers,
distributors, pharmacies, and group purchasing organizations on commercially reasonable terms; ¢ obtain, maintain, protect , and
enforce patent and other intellectual property protection and regulatory exclusivity for our other product candidates; ¢
successfully commercialize any of our other product candidates that receive regulatory approval; * maintain compliance with
applicable laws, regulations, and guidance specific to commercialization including interactions with health care professionals,
patient advocacy groups, and communication of health care economic information to payors and formularies; ¢ achieve market
acceptance of our other product candidates by patients, the medical community, and third- party payors; * achieve appropriate
reimbursement for our product candidates; * maintain a distribution and logistics network capable of product storage within our
specifications and regulatory guidelines, and further capable of timely product delivery to commercial clinical sites; * effectively
compete with other therapies or competitors; and ¢ followmg launch, ensure that our approved product will be used as directed
and that additional unexpected safety risks will not arise. We can provide no assurance Evenifthe FBA-approves N—863-for
eertain-indieations-orteombination-with respect to other—- the profitability or the therapeutie-produets;and-evenif-we-obtain
stgm—ﬁeaﬁt—market share that we mlght achleve for tt—our product candldates beeaﬁse—t-he—peteﬂﬁa-l-lf approved The target

may not be able to obtain the labeling claims necessary or desirable for the promotion of our approved product. Further,
supply chain issues or shortages associated with combination preduet-products eandidates-that may be used with our
approved product, such as ANKTIVA plus BCG, may limit the demand for our approved product . +-We are also party
to agreements that may require substantial payments upon the occurrence of certain milestones. As an example, in
connection with our 2017 acquisition of Altor, we issued CVRs under which we agreed to pay the prior stockholders of Altor
approximately $ 304. 0 million of contingent consideration upon calendar- year worldwide net sales of ANKTIVA N—863
exceeding $ 1. 0 billion prior to December 31, 2026 with amounts payable in cash or shares of our common stock or a
combination thereof. As of December 31, 2623-2024 , Dr. Soon- Shiong and his related party hold approximately $ 139. 8
million of net sales CVRs, and they have both irrevocably agreed to receive shares of the company’ s common stock in
satisfaction of their CVRs. We may be required to pay the other prior Altor stockholders up to $ 164. 2 million for their net sales
CVRs should they choose to have their CVRs paid in cash instead of common stock. If this were to occur, we may need to seek
additional sources of capital , and any such financing activities may be restricted by the covenants included in the terms of the
RIPA. As such, we may face difficulties raising additional capital and may have to accept unfavorable terms and as a result, we
may not be able to achieve profitability or positive cash flow. In connection with our financing in December 2023, we entered
into the RIPA with Infinity and Oberland. Oberland has the right to receive quarterly Revenue Interest Payments from us based
on, among other things, our worldwide net sales excludlng those in China, which are er-l-be—tlered payments -tn-l-t—ra-l-}y—ranging
from 3-4. 50 % to 10 . 00 % A -0 ayten , subject to increase or
decrease, following the Test Date dependmg on whether our aggregate payments made to Oberland as of the Test Date have met
or exceeded the Cumulative Purchaser Payments. In addition, if our aggregate payments made as of the Test Date to Oberland
do not equal or exceed the amount of the Cumulative Purchaser Payments as of such date, then we are obligated to make a one-
time payment True- Up Payment as described above. In addition to other considerations of the RIPA and the associated impact
to our profitability and cash flow, if we were required to make a True- Up Payment, we may need to seek additional sources of
capital, and we may not be able to achieve profitability or positive cash flow. If we encounter delays or difficulties enrolling and
/ or maintaining patients in our clinical trials, our clinical development activities , and receipt of necessary marketing approvals ,
could be delayed or otherwise adversely affected. The timely completion of clinical trials in accordance with their protocols
depends, among other things, on our ability to enroll a sufficient number of patients who remain in the trial until its conclusion.
We may experience difficulties or delays in patient enrollment and retention in our clinical trials for a variety of reasons.
Because the number of qualified clinical investigators is limited, we may need to conduct some of our clinical trials at the same
clinical trial sites that some of our competitors use, which will reduce the number of patients who are available for our clinical
trials at such clinical trial sites. In addition, in the past we have engaged, and we intend to continue to engage, in clinical trial
efforts outside of the U. S., which gives rise to additional potential complexity and challenges, and further reliance upon third
parties in foreign jurisdictions. Moreover, because our product candidates represent a departure from more commonly used
methods for cancer and / or viral disease treatment, potential patients and their doctors may be inclined to use conventional
therapies, such as chemotherapy and approved immunotherapies that have established safety and efficacy profiles, rather than
enroll patients in any future clinical trial. Delays or failures in planned patient enrollment or retention may result in increased
costs or may affect the timing or outcome of the planned clinical trials, which could prevent completion of these trials and
adversely affect our ability to advance the development of our product candidates or could render further development
impossible. Our approved product and other product candidates may cause undesirable side effects , adverse events, or have
other properties or safety risks that could halt their clinical development, delay or prevent their regulatory approval, result in
regulatory warning letters, product recalls, regulatory and manufacturing holds, or limit their commercial potential or
result in other significant negative consequences. Results of our trials could reveal a high and unacceptable severity and
prevalence of side effects, adverse events or unexpected characteristics. Combination immunotherapy that includes our current
product candidates may be associated with more frequent adverse events or additional adverse events. Undesirable side effects
or unacceptable toxicities caused by our ether product candidates could cause us or regulatory authorities to interrupt, delay or




halt clinical trials or order our clinical trials to be placed on clinical hold, and could result in a more restrictive label or the delay
or denial of regulatory approval by the FDA or other regulatory authorities for any or all targeted indications. The FDA or
comparable foreign regulatory authorities may also require additional data, clinical trials, or preclinical studies should
unacceptable toxicities arise. We may need to abandon development or limit development of that product candidate to certain
uses or subpopulations in which the undesirable side effects or other characteristics are less prevalent, less severe , or more
acceptable from a risk / benefit perspective. Even if we were to receive product approval, such approval could be contingent on
inclusion of unfavorable information in our product labeling, such as limitations on the indicated uses for which the products
may be marketed or distributed, a label with significant safety warnings, including boxed warnings, contraindications, and
precautions, a label without statements necessary or desirable for successful commercialization, or requirements for costly post
marketing testing and surveillance, or other requirements, including a REMS to monitor the safety or efficacy of the products,
and in turn prevent us from commercializing and generating revenues from the sale of our current or future product candidates.
In addition, these serious adverse effects may not be appropriately recognized or managed by the treating medical staff, as
toxicities resulting from our other product candidates are not normally encountered in the general patient population and by
medical personnel. They may have difficulty observing patients and treating toxicities, which may be more challenging due to
personnel changes, shift changes, house staff coverage or related issues. This could lead to more severe or prolonged toxicities
or even patient deaths, which could result in us or the FDA delaying, suspending or terminating one or more of our clinical trials
and which could jeopardize regulatory approval. Any of these occurrences may materially harm our business, financial
condition and prospects. The manufacture of our approved product and other product candidates is complex, and we may
encounter difficulties in production, particularly with respect to process development, quality control , cGMP compliance , or
scaling- up of our manufacturing capabilities. If we or our related parties, or any of our third- party manufacturers , encounter
such difficulties, our ability to gain approval, or to provide adequate supply of our product candidates for clinical trials or our
products for patients, if approved, could be delayed or stopped, or we may be unable to maintain a commercially viable cost
structure. The manufacture of our approved product and other product candidates involves complex processes, especially for
our biologics, vectors and cell therapy product candidates, which are complex, highly regulated and subject to multiple risks. As
a result of the complexities, the cost to manufacture biologics, vectors , and cell therapies is generally higher than traditional
small molecule chemical compounds, and the manufacturing process is less reliable and is more difficult to reproduce. The
manufacture of fusion proteins, DNA and RINA—eenstraets-vaccine vectors , and cell therapy products require significant
expertise and capital investment, including the development of advanced manufacturing techniques and process controls.
Manufacturers of cell therapy products often encounter difficulties in production, particularly in scaling up initial production.
These problems include difficulties with production costs and yields, quality control, including stability of the product or other
product eandidate-candidates and quality assurance testing, shortages of qualified personnel , and compliance with strictly
enforced federal, state, local , and foreign regulations. We may also find that the manufacture of our approeved product or
other product candidates is more difficult than anticipated, resulting in an inability to produce a sufficient amount of our other
product candidates for our clinical trials or, if approved, commercial supply. Even minor deviations from normal manufacturing
processes could result in reduced production yields, product defects, and other supply disruptions. Our approeved product and
other product candidates are manufactured using processes developed or modified by us, our affiliates , or by our third- party
collaborators that we may not utilize for more advanced clinical trials or commercialization. Currently we manufacture our
approved product and other product candidates in our own manufacturing facilities, facilities owned by entities affiliated with
Dr. Soon- Shiong ;-and / or through third- party CMOs. Our clinical trials will need to be conducted with product candidates and
materials that were produced under cGMP and / or GTP Geed-TFissue-Praetieeregulations, which are enforced by regulatory
authorities. Our approved product and other product candidates may compete with other products and product candidates for
access to manufacturing facilities. Moreover, because of the complexity and novelty of our manufacturing process, there are
only a limited number of manufacturers that operate under cGMP regulations and that are both capable of manufacturing our
approved product and other product candidates for us and willing to do so. If our third- party CMOs sheutd-cease
manufacturing for us, we would experience delays in obtaining sufficient quantities of our approved product for commercial
supply and other product candidates for clinical trials and, if approved, commercial supply of such future products . Further,
our third- party CMOs may breach, terminate, or not renew our agreements with them. If we were to need to find alternative
manufacturing facilities or transfer between existing facilities it may take us significant time to find a replacement, if we are
able to find a replacement at all and it would significantly impact our ability to develop, obtain regulatory approval for or
market our approved product and / or other product candidates, if approved. The commercial terms of any new arrangement
could be less favorable than our existing arrangements and the expenses relating to the transfer of necessary technology and
processes could be significant. We and Our-fatlure-to-eomply-or-our our-suppliers and third- party CMOs >must maintain
compliance with cGMP requirements and other applicable regulatory requirements. Any failure to comply with these
regulations may require us to cease sales of our approved product or repeat clinical trials, which would delay the regulatory
review process of our other product candidates . We may not be able to demonstrate sufficient comparability between
products manufactured in different runs at the same or at different facilities to allow for inclusion of the clinical results from
patients treated with products from these different runs, in our product reglstratlons or {0 assure-ensure 2 CGMP process to
quahfy our other product candldates —OnMa h -Ma

§ c-be-re ed-be h e v We also are required to register certain chnlcal trials and post
the results of certain completed clinical trials on a government- sponsored database, ClinicalTrials. gov, within specified



timeframes. Failure to do so could result in enforcement actions and adverse publicity. Reliance on third- party manufacturers
entails exposure to risks to which we would not be subject if we manufactured the product candidate ourselves, including: ¢
inability to negotiate manufacturing and quality agreements with third parties under commercially reasonable terms; ¢ reduced
day- to- day control over the manufacturing process for our ether product candidates as a result of using third- party
manufacturers for all aspects of manufacturing activities; ¢ reduced control over the protection of our trade secrets, know- how ,
and other proprietary information from misappropriation or inadvertent disclosure or from being used in such a way as to expose
us to potential litigation; * termination or non- nenrenewal—-- renewal of manufacturing agreements with third parties in a
manner or at a time that may be costly or damaging to us or result in delays in the development or commercialization of our
approved product or other product candidates; and « disruptions to the operations of our third- party manufacturers or
suppliers caused by conditions unrelated to our business or operations, including the bankruptcy or personnel turnover at the
manufacturer or supplier. Moreover, any problems or delays we or our third- party CMOs experience in preparing for
commercial scale manufacturing of a product candidate may result in a delay in the FDA approval of the product candidate or
may impair our ability to manufacture commercial quantities or such quantities at an acceptable cost, which could result in the
delay, prevention, or impairment of clinical development and commercialization of our product candidates and could adversely
affect our business. Furthermore, if we or our third- party CMOs fail to deliver the required commercial quantities of our product
candidates on a timely basis and at reasonable costs, we would likely be unable to meet demand for our products and we would
lose potential revenues. We may ultimately be unable to reduce the cost of goods for our other product candidates to levels that
will allow for an attractive return on investment if and when those product candidates are commercialized. In addition, the
manufacturing process and facilities for our approved product and any other products that we may develop are subject to
FDA and foreign regulatory authority approval processes, and we or our third- party CMOs will need to meet all applicable
FDA and foreign regulatory authority requirements, including cGMP, on an ongoing basis. cGMP requirements include quality
control, quality assurance and the maintenance of records and documentation. The FDA and other regulatory authorities enforce
these requirements through facility inspections. Manufacturing facilities must submit to pre- approval inspections by the FDA
that will be conducted after we submit our marketing applications, including BLAs and NDAs, to the FDA. Manufacturers are
also subject to continuing FDA and other regulatory authority inspections following marketing approval. Further, we and our
third- party CMOs must supply all necessary CMC documentation in support of a BLA or NDA on a timely basis. Our or our
third- party CMOs’ manufacturing facilities may be unable to comply with our specifications, cGMP, and with other FDA, state,
and foreign regulatory requirements, and there is no guarantee that we or our third- party CMOs will be able to successfully pass
all aspects of a pre- approval or continued inspection by the FDA or other foreign regulatory authorities. ©n-For example, on
May 9, 2023 sthe FDA delivered a CRL to us regarding the BLA filed in May 2022, indicating that the FDA had determined
that it could not approve the original BLA submission in its initial form, and the FDA made recommendations to address the
issues raised. The deficiencies in the CRL related to the FDA” s pre- license inspection of the company” s third- party CMOs,
among other items. Satisfaetoryresotutionrof The CRL we received in response to our initial BLA submission required us
to resubmit the BLA to observationsnoted-at-the pre-FDA addressing the issues in the CRL, resulting in additional expense
and delay On Aprll 22, 2024 the FDA approved ANKTIVA w1th BCG for the treatment of adult patlents w1th BCG -

-B-I:A—l-f—&t—&l-l— Poor control of productlon processes can lead to the 1ntr0duct10n of adventitious agents or other contaminants, or
to inadvertent changes in the properties or stability of our product or other product candidates that may not be detectable in
final product testing. If microbial, viral, environmental , or other contaminants are discovered in our product or other product
candidates or in the manufacturing facilities in which our preduct or other product candidates are made, such manufacturing
facilities may need to be closed for an extended period of time to investigate and remedy the contamination which could delay
commercial sales and clinical trials and adversely harm our business. If we or our third- party CMOs are unable to reliably
produce products to specifications acceptable to the FDA or other regulatory authorities, or in accordance with the strict
regulatory requ1rements we may not obtaln or maintain the initial or contlnued approvals we need to commercialize such
products. E¥ g y : here-There is no assurance that either we or
our third- party CMOS will be able to manufacture t-he—our approved product or any subsequently approved product
candidate to specifications acceptable to the FDA or other regulatory authorities, to produce #-our product or other product
candidates in sufficient quantities to meet the requirements for the petenttat-launch of the-such preduet-products , or to meet
potential future demand. Deviations from manufacturing requirements may further require remedial measures that may be costly
and / or time- consuming for us or a third party to implement and may include the temporary or permanent suspension of a
clinical trial or commercial sales or the temporary or permanent closure of a facility. Any such remedial measures imposed upon
us or third parties with whom we contract could materially harm our business. As product candidates progress through
preclinical and clinical trials to marketing approval and commercialization, it is common that various aspects of the
development program, such as manufacturing methods and formulation, are altered along the way in an effort to optimize yield
and manufacturing batch size, minimize costs and achieve consistent quality and results. Such changes carry the risk that they
will not achieve these intended objectives. Any of these changes could cause our product or other product candidates to
perform differently and affect our commercial sales or the results of planned clinical trials or other future clinical trials




conducted with the altered materials. This could cause commercial sales to cease, delay completion of clinical trials, require
the conduct of bridging clinical trials or the repetition of one or more clinical trials, increase clinical trial costs, delay approval
of our product candidates , and jeopardize our ability to commercialize our oether product candidates, if approved, and generate
revenues. To the extent we use third- party CMOs, we are ultimately responsible for the manufacture of our products, #f-once
approved, and our other product candidates. A failure to comply with these requirements may result in regulatory enforcement
actions against our manufacturers or us, including fines and civil and criminal penalties, which could result in imprisonment,
suspension or restrictions of production, injunctions, delay or denial of product approval or supplements to approved products,
clinical holds or termination of clinical trials, warning or untitled letters, regulatory authority communications warning the
public about safety issues with the biologic, refusal to permit the import or export of the products, product seizure, detention, or
recall, operating restrictions, suits under the federal civil FCA, corporate integrity agreements, consent decrees, or withdrawal of
product approval. Any of these challenges could cause us to cease commercial sales, delay completion of clinical trials, require
bridging clinical trials or the repetition of one or more clinical trials, increase clinical trial costs, delay approval of our product
candidate, impair commercialization efforts, increase our cost of goods, and have a material adverse effect on our business,
financial condition, results of operations and growth prospects. We may not be successful in managing the buitd-buildout —eut
of our manufacturing facilities and associated costs or satisfying manufacturing- related regulatory requirements. We have
entered into facility leases for our planned manufacturing operations and related activities under which we are responsible for
the buitd-buildout —ent-of the facility space and associated costs. The buitd-buildout —ent-of these facilities and related
equipment purchases are complex and specialized and will involve substantial capital expenditure-expenditures , and it could
take longer, and cost more, than currently expected. Significant delays and / or cost overruns would result in higher
expenditures and could be disruptive to operations, any of which could have a negative impact on our financial condition or
results of operations. For example, during the first quarter of 2022 we acquired a leasehold interest in the 409, 000 square foot
Dunkirk Facility as described below. While we believe that governmental funding will assist in funding a small portion of the
further bate-buildout —ewt-of the Dunkirk Facility, we will need to plan and fund most of the additional bate-buildout —ett-of,
and purchase additional equipment for, the Dunkirk Facility in connection with our planned full operations. In addition, it is
possible that, once built, the leased facilities may prove to be less conducive to our operations than is currently anticipated,
resulting in operational inefficiencies or similar difficulties that could prove difficult or impossible to remediate and result in an
adverse impact on our financial condition or results of operations. We also may not successfully realize the anticipated benefits
from the-capital expenditare-expenditures at such facilities based on factors such as delays and uncertainties regarding
development, regulatory approval , and commercialization of our product candidates, as well as the potential to lose access to
the leased facilities. Further, in the future if we transition from our current third- party CMOs to our own manufacturing
facilities, or to alternative third- party CMOS for one or more of our products or other product candldates 1nclud1ng our
approved product eandidate-, Anktiva ; r-with ; with e
th-h—GI-S—W-tt-h-efwrt-hettt—"Pa-er—T—l—d:rmwe fﬁay—Wlll need to conduct addmonal prechnlcal analytlcal and / or cllmcal fﬂa-}s
testing and obtain FDA approval before such manufacturing changes are implemented. If we are unsuccessful in demonstrating
the comparability of supplies before and after a manufacturing change, such manufacturing change can result in a delay or
disruption in our clinical development plan or our ability to commercialize any approved product. Any production shortfall that
impairs the supply of our product or other product candidates could negatively impact our ability to sell our approved
product, complete clinical trials, obtain regulatory approval , and commercialize our other product candidates. A H-eurproduet
eandidatesreeetve-approvala-product shortfall could have a material adverse effect on our business, financial condition and
results of operations and adversely affect our ability to satisfy demand for our product or ether product candidates, which
could materially and adversely affect our revenue and results of operations. In addition, our planned operations, including our
development, testing , and future manufacturing activities, are subject to numerous environmental, health , and safety laws and
regulations. These laws and regulations govern, among other things, the controlled use, handling, release , and disposal of and
the maintenance of a registry for, hazardous materials and biological materials, such as chemical solvents, human cells,
carcinogenic compounds, mutagenic compounds , and compounds that may have a toxic effect on reproduction, laboratory
procedures and exposure to blood- borne pathogens. If we fail to comply with such laws and regulations, we could be subject to
fines or other sanctions. Failure to successfully complete our buildouts buttd—euts-and successfully operate our planned
manufacturing facilities and satisfy manufacturing- related regulatory requirements could adversely affect the commercial
viability of our product candidates and our business. Cell- based therapies and biologics rely on the availability of reagents,
specialized equipment , and other specialty materials, which may not be available to us on acceptable terms or at all. For some
of these reagents, equipment , and materials, we rely or may rely on sole source vendors or a limited number of vendors, which
could impair our ability to manufacture and supply our approved product and any future products, if approved. We currently
depend on a small number of suppliers for some of the materials used in, and processes required to develop, our approved
product and other product candidates. For some of these reagents, equipment , and materials used in the manufacture of our
approved product and other product candidates, we rely ;-and s¥e-may in the future rely ;-on sole source vendors or a limited
number of vendors. Some of these suppliers may not have the capacity to support commercial scale or clinical trials and
commercial products manufactured under cGMP by biopharmaceutical firms or may otherwise be ill- equipped to support our
needs. We also do not have supply contracts with many of these suppliers and may not be able to obtain supply contracts with
them on acceptable terms or at all. Accordingly, we may experience delays in receiving key materials and equipment to support
clinical or commercial manufacturing. An inability to continue to source product from any of these suppliers could adversely
affect our ability to satisfy demand for our approved product and other product candidates, which could adversely and
materially affect our product sales and operating results or our ability to conduct clinical trials, either of which could
significantly harm our business. As we seek to develop and scale our manufacturing process, we expect that we will need to




obtain rights to and supplies of certain materials and equipment to be used as part of that process. We may not be able to obtain
rights to such materials on commercially reasonable terms, or at all, and if we are unable to alter our process in a commercially
viable manner to avoid the use of such materials or find a suitable substitute, it would have a material adverse effect on our
business. Even if we are able to alter our process so as to use other materials or equipment, such a change may lead to a delay in
our clinical development and / or commercialization plans. If such a change occurs for a product candidate that is already in
clinical testing, the change may require us to perform both ex vivo comparability studies and to collect additional data from
patients prior to undertaking more advanced clinical trials. Because our eurrent-approved product and other product
candidates represent, and our other potential product candidates will represent, novel approaches to the treatment of disease,
there are many uncertainties regarding the development, market acceptance, public opinion, third- party reimbursement
coverage , and the commercial potential of our approved product and other product candidates, which may impact public
perception of us and our approved product and other product candidates and which may adversely affect our ability to conduct
our business and implement our business plans. Human immunotherapy products are a new category of therapeutics. We use
relatively novel technologies involving ANKTIVA N—863-, hAdS5 ;saRNA-and yeast constructs, and cell- based therapies, and
our NK cell platform utilizes a relatively novel technology involving the genetic modification of human cells and utilization of
those modified cells in other individuals. Because this is a relatively new and expanding area of novel therapeutic interventions,
there are many uncertainties related to development, marketing, reimbursement , and the commercial potential for our approved
product and other product candidates. There can be no assurance as to the length of the trial period, the number of patients the
FDA will require to be enrolled in the trials in order to establish the safety, efficacy, purity and potency of immunotherapy
products, or that the data generated in these trials will be acceptable to the FDA to support marketing approval. Adverse public
attitudes may adversely impact our ability to enroll patients in clinical trials. The FDA may take longer than usual to come to a
decision on any BLA and / or NDA that we submit and may ultimately determine that there is not enough data, information, or
experience with our product candidates to support an approval decision. The FDA may also require that we conduct additional
post- marketing studies or implement risk management programs, such as REMS, until more experience with our ether product
candidates is obtained. Finally, after increased usage, we may find that our preduct or other product candidates do not have the
intended effect, do not work with other combination therapies or have unanticipated side effects, potentially jeopardizing initial
or continuing regulatory approval and commercial prospects. More restrictive government regulations or negative public opinion
could have an adverse effect on our business or financial condition and may delay or impair the commercialization of our
approved product and development and commercialization of our product candidates or demand for our product or any
products we may develop. Adverse events in our clinical trials, even if not ultimately attributable to our product candidates, and
the resulting publicity could result in increased governmental regulation, unfavorable public perception, potential regulatory
delays in the testing or approval of our potential product candidates, stricter labeling requirements for those product candidates
that are approved and a decrease in demand for any such product candidates. There is no assurance that the approaches offered
by our approved product or other product candidates will gain broad acceptance among doctors or patients or that
governmental agencies or third- party medical insurers will be willing to provide reimbursement coverage for our proposed
product candidates. Public perception may be influenced by claims, such as claims that our technologies are unsafe, unethical or
immoral and, consequently, our approach may not gain the acceptance of the public or the medical community. Negative public
reaction to cell- based immunotherapy in general could result in greater government regulation and stricter labeling requirements
of immunotherapy products, including our ether product candidates, and could cause a decrease in the demand for our
approved product and any other products we may develop. Moreover, our success will depend upon physicians specializing in
the treatment of those diseases that our product or other product candidates target prescribing, and their patients being willing
to receive treatments that involve the use of our product or other product candidates in lieu of, or in addition to, existing
treatments they are already familiar with and for which greater chnrcal data may be available. The market for any products that
we successfully develop will also depend on the cost ofthe produet—As A ead-produet-ean vhere

eﬁnﬂﬁefeta-l—ﬂabﬂ-tty—ef—t-hese—products Our goal is to reduce the cost of manufacturlng and provrdrng our therapres However,
unless we can reduce those costs to an acceptable amount, we may never be able to develop a commercially viable product. If
we do not successfully develop and commercialize products based upon our approach or find suitable and economical sources
for materials used in the production of our product or potential products, we will not become profitable, which would
materially and adversely affect the value of our common stock. Our ANKTIVA N—863-therapies and our other therapies may
be provided to patients in combination with other agents provided by third parties or our affiliates. The cost of such combination
therapy may increase the overall cost of therapy and may result in issues regarding the allocation of reimbursements between
our therapy and the other agents, all of which may affect our ability to obtain reimbursement coverage for the combination
therapy from governmental or private third- party medical insurers. If product liability lawsuits are brought against us, we may
incur substantial liabilities and may be required to limit commercialization of our approved product or other product
candidates. We face an inherent risk of product liability as a result of the commercialization of our approved product and
clinical development, testing and manufacturing of our ether product candidates and-wi-faee-amrevengreaterriskif-we
eenﬂﬁefeta-h-ze—aﬂy—pfeduets— For example, we may be sued if our approved product or other product candidates cause or are
perceived to cause injury or are found to be otherwise unsuitable during clinical testing, manufacturing, marketing or sale. Any
such product liability elaims— elaim may include allegations of defects in manufacturing, defects in design, a failure to warn of
dangers inherent in the product, negligence, strict liability , or a breach of warranties. Claims could also be asserted under state
consumer protection acts. Large jadgements— judgments have been awarded in class action lawsuits based on therapeutics that
had unanticipated side effects. If we cannot successfully defend ourselves against product liability claims, we may incur



substantial liabilities or be required to limit commercialization of our approved product or other product candidates. Even
successful defense would require significant financial and management resources. Regardless of the merits or eventual outcome,
liability claims may result in a regulatory investigation of the safety and effectiveness of our products, our third- party
manufacturer’ s manufacturing processes and facilities or our marketing programs and potentially a recall of our products or
more serious enforcement action, including limitations on the approved indications for which our product candidates may be
used or suspension or withdrawal of approvals, decreased demand for our products, injury to our reputation, costs to defend the
related litigation, a diversion of management’ s time and our resources, substantial monetary awards to trial participants or
patients and a decline in our stock price. Our inability to obtain sufficient product liability insurance at an acceptable cost to
protect against potential product liability claims could prevent or inhibit the commercialization of our approved product or
other products we may develop, alone or with corporate collaborators. Our insurance policies may also have various exclusions,
and we may be subject to product liability claims for which we have no coverage. While we have obtained clinical trial
insurance for our clinical trials, we may have to pay amounts awarded by a court or negotiated in a settlement that exceed our
coverage limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient capital to pay
such amounts. Even if our agreements with any future corporate collaborators entitle us to indemnification against losses, such
indemnification may not be available or adequate should any claim arise. We will face significant competition from other
biotechnology and pharmaceutical companies and from non- profit institutions. Competition in the field of cancer and infectious
disease therapy is intense and is accentuated by the rapid pace of technological development. We compete with a variety of
multi- national biopharmaceutical companies and specialized biotechnology companies, as well as technology being developed
at universities and other research institutions. These competitors have developed, may develop , and are developing product
candidates and processes competitive with our approved product or other product candidates. Research and discoveries by
others may result in breakthroughs which may render our approved product or other product candidates obsolete even before
they generate any revenues. We believe that a significant number of products are currently under development, and may become
commercially available in the future, for the treatment of conditions for which our product treats or for which we are
developing product candidates. Many of our competitors have several therapeutic products that have already been developed,
approved and successfully commercialized, or are in the process of obtaining regulatory approval for their therapeutic products
in the U. S. and internationally. Many of our competitors, either alone or with their strategic partners, have substantially greater
financial, technical, and human resources than we do, as well as significantly greater experience in the discovery and
development of product candidates, obtaining FDA and other regulatory approvals of treatments and commercializing those
treatments. Accordingly, our competitors may be more successful in obtaining approval of treatments and achieving widespread
market acceptance, rendering our treatments obsolete or non- competitive, possibly even before we are able to enter the market.
Accelerated merger and acquisition activity in the biotechnology and biopharmaceutical industries may result in even more
resources being concentrated among a smaller number of our competitors. Smaller or early- stage companies may also prove to
be significant competitors, particularly through collaborative arrangements with large and established companies. These third
parties compete with us in recruiting and retaining qualiﬁed scientific and management personnel and establishing clinical trial
sites and patient reglstratlon for Cllnlcal trlals as well as in acqulrlng technologles complementary to, or necessary for, our
programs. The Ev v g G d he-availability and price of our competitors’
products could limit the demand and the price we are able to charge for our t-hefap-}es—approved product or any of our other
product candidates, if approved . The level of generic competition and the availability of reimbursement from government and
other third- party payors will also significantly affect the pricing and competitiveness of our products. We may not be able to
implement our business plan if the acceptance of our approved product or other product candidates is inhibited by price
competition or the reluctance of physicians to switch from other methods of treatment to our appreved product, or if physicians
switch to other new therapies, drugs or biologic products or choose to reserve our produet-products eandidates-for use in limited
circumstances. We may be adversely impacted if any of these competitors gain market share as a result of new technologies,
commercialization strategies or otherwise. We may seek orphan drug status or Breakthrough Therapy e, Fast Track or RMAT
designations or other designation from the FDA or comparable non- U. S. regulatory authorities for one or more of our
product candidates, but even if any such designation or status is granted, it may not lead to a faster development process or
regulatory review and may not increase the likelihood that our product candidates will receive marketing approval, and we may
be subject to significant costs including those associated with EAPs, and be unable to mamtam any beneﬁts assocmted with
such des1gnat10ns or status, 1nclud1ng market excluswlty ; g y
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destgnation-designations , and may seek in the future such designations for current or future product candidates. Receipt of a
designation to facilitate product candidate development is within the discretion of the FDA. Accordingly, even if we believe one
of our product candidates meets the criteria for a designation, the FDA may disagree. If we are unable to obtain such
approval, we may be required to conduct additional preclinical studies or clinical trials beyond those that we
contemplate, which could increase the expense of obtaining, and delay the receipt of, necessary marketing approvals. [n
any event, the receipt of such a designation for a-eur product eandidate-candidates may not result in a faster development
process, review , or approval compared to product candidates considered for approval under conventional FDA procedures and
does not assure-ensure ultimate marketing approval by the FDA. In addition, the FDA may later decide that the product
candidates no longer meet the designation conditions . See Item 1. “ Business — Government Regulation — BLA / NDA
Submission and Review by the FDA > for additional information regarding these designations. If granted, accelerated
approval is usually contingent on the sponsor’ s agreement to conduct, in a diligent manner, additional post- approval
confirmatory studies to verify and describe the drug’ s clinical benefit, and the FDA is permitted to require, as




appropriate, that such studies be underway prior to approval or within a specified period after the date of approval.
Sponsors must also update the FDA on the status of these studies, and the FDA has increased authority to withdraw
approval of a drug granted accelerated approval on an expedited basis if the sponsor fails to conduct such studies in a
timely manner, or send the necessary updates to the FDA, or if such post- approval studies fail to verify the drug’ s
predicted clinical benefit. Prior to seeking accelerated approval, we will seek feedback from the FDA or comparable non-
U. S. regulatory authorities and will otherwise evaluate our ability to seek and receive such accelerated approval. There
can be no assurance that after our evaluation of the feedback and other factors we will decide to pursue or submit a BLA
for accelerated approval or any other form of expedited development, review or approval. Similarly, there can be no
assurance that after subsequent feedback from the FDA or comparable non- U. S. regulatory authorities, we will
continue to pursue or apply for accelerated approval or any other form of expedited development, review or approval,
even if we initially decide to do so. Furthermore, if we decide to submit an application for accelerated approval, there
can be no assurance that such application will be accepted or that any approval will be granted on a timely basis, or at
all. The FDA or other comparable non- U. S. regulatory authorities could also require us to provide expensive
investigational drug at non- commercial pricing or at no cost as part of a designation associated required EAP. For
example, as part of our RMAT designation associated with lymphopenia and pancreatic cancer, we intend to submit an
EAP for ANKTIVA and PD- L1 t- haNK in combination with standard- of- care chemotherapy / radiotherapy. The FDA
or other comparable non- U. S. regulatory authorities could also require us to conduct further studies prior to
considering our application or granting approval of any type, including, for example, if other products are approved via
the accelerated pathway and subsequently converted by FDA to full approval. A failure to obtain accelerated approval
or any other form of expedited development, review or approval for our product candidate would result in a longer time
period to commercialization of such product candidate, could increase the cost of development of such product
candidate, and could harm our competitive position in the marketplace. Moreover, even if we are able to obtain
accelerated approval for any of our product candidates, there is no guarantee that post- approval studies will be able to
confirm the clinical benefit, which could cause the FDA to withdraw our approval . Under the Orphan Drug Act, the FDA
may grant orphan designation to a drug or biologic intended to treat a rare disease or condition or for which there is no
reasonable expectation that the cost of developing and making available the drug or biologic will be recovered from sales in the
U. S. If a product that has orphan drug designation subsequently receives the first FDA approval for the disease for which it has
such designation, the product is entitled to orphan product exclusivity, which means that the FDA may not approve any other
applications, including a full BLA to market the same drug or biologic for the same indication for seven years, except in limited
circumstances. We may seek orphan drug status for one or more of our product candidates, but exclusive marketing rights in the
U. S. may be lost if we seek approval for an indication broader than the orphan designated indication and may be lost if the
FDA later determines that the request for designation was materially defective or if we are unable to assure sufficient quantities
of the product to meet the needs of patients with the rare disease or condition. In response to Catalyst Pharms., Inc. v. Becerra,
14 F. 4th 1299 (11th Cir. 2021), the FDA clarified in a January 2023 notice that it intends to continue to apply its longstanding
interpretation of the regulations to matters outside of the scope of the Catalyst order — that is, the agency will continue tying the
scope of orphan- drug exclusivity to the uses or indications for which a drug is approved, which permits other sponsors to obtain
approval of a drug for new uses or indications within the same orphan designated disease or condition that have not yet been
approved. It is unclear how future litigation, legislation, agency decisions, and administrative actions will impact the scope of
the orphan drug exclusivity. As a condition of approval, the FDA may require that we implement various post- marketing
requirements and conduct post- marketing studies, any of which would require a substantial investment of time, effort, and
money, and which may limit our commercial prospects. As a condition of biologic licensing, the FDA is authorized to require
that sponsors of approved BLAs implement various post- market requirements, including REMS and Phase ¥4 trials. In Fer
examplesrconnection with FBA-the regulatory approval of ANKTIVA with BCG for anether-eompany—s-drug,the FBA
treatment of adult patients with BCG- unresponsive NMIBC with CIS with or without papillary tumors, we are required
signifteant-to comply with certain post- marketing commitments, including aPhase+V-completion of our QUILT 3032

clinical trial srevalidation-ofa-testmethod;-and a-substantial REMS-program-thatineladed-annual reporting for up to four
years , afneﬁg—wnh a ﬁnal report submlssmn to et-heﬁ the F DA by feqﬂtfeﬂ&eﬂts—fhe-eef&ﬁe&ﬁefre-ﬁheﬁﬁa-}s—&ﬂd-ﬂ&erh
e ntattorrof 2029 a-training-program-and-tmited

A-On S ats-and-thetr-assoeta S . If we receive approval of our ether product candidates, the
FDA may determme that snmlar or additional or more burdensome post- approval requirements are necessary to ensure that our
product candidates are safe, pure and potent. For example, in connection with FDA approval of another company’ s drug,
the FDA required significant post- marketing commitments, including a Phase 4 trial, revalidation of a test method, and
a substantial REMS program that included, among other requirements, the certification of hospitals and their associated
clinics that dispensed the drug, including the implementation of a training program and limited distribution only to
certified hospitals and their associated clinics. To the extent that we are required to establish and implement any post-
approval requirements, we will likely need to invest a significant amount of time, effort and money. Such post- approval
requirements may also limit the commercial prospects of our product candidates. We have never commercialized a product
candidate before our approved product , and we may lack the necessary expertise, personnel and resources to successfully
commercialize any products on our own or together with suitable collaborators. We may be unable to establish effective
marketing and sales capabilities or enter into agreements with third parties or related parties to market and sell our other product
candidates, if they are dppIO\ ed, dlld as a result, we may be unable to generate product revenues. We have little to no prior
experience in ;-and vy ntted-cotreretaltidta ¢ the marketing, sale and distribution of
biopharmaceutical products To dChle\ e Commercml success for our approved product and the-other product candidates,




which we may license to others, we switkmay rely on the assistance and guidance of those collaborators. Fer-In order to
commercialize our approved product and our other product candidates for which we retain commercialization rights and
marketing approval, if approved rirerderte-eommeretalize-ourprodueteandidates-, we must continue to build out our
marketing, sales and distribution capabilities, including a comprehensive healthcare compliance program, and / or arrange with
third parties to perform these services, which will continue to take time and require significant financial expenditures , and could
delay any product launch and we may not be successful in doing so. There are significant risks involved with building and
managing a commercial infrastructure. We, er-our collaborators and third- party contractors, witt-have to compete with other
pharmaceutical and biotechnology companies to recruit, hire, train, manage and retain medical affairs, marketing, sales and
commercial support personnel. Recruiting, training , and retaining a sales force is expensive and time- consuming and could
delay any product launch. If the commercial launch of a-our approved product or any other product candidate for which we
or our third- party contractors recruit a sales force and establish marketing capabilities is delayed or does not occur for any
reason, we would have incurred these commercialization expenses prematurely or unnecessarily. These efforts may be costly,
and our investment would be lost if we cannot retain or reposition our sales and marketing personnel. In the event we are unable
to develop a commercial infrastructure, we may not be able to commercialize our current or future product candidates, which
would limit our ability to generate product revenues. Even if we and / or our potential partners and / or third- party contractors
are able to effectively establish a sales force and develop a marketing and sales infrastructure, such sales force and marketing
teams may not be successful in commercializing our approved product or any other current or future product candidates. To
the extent we rely on third parties to commercialize any products for which we obtain regulatory approval, which we are doing
tntend-to-de-to a certain extent in connection with our initial-approved product launch, H#fapproved,-we weuld-may have less
control over their sales efforts and could be held liable if they failed to comply with applicable legal or regulatory requirements.
If our approved product or any of our other product candidates do not achieve broad market acceptance, the revenues that we
generate from their sales will be limited. We have-net-are in the process of eommeretalized-commercializing a-our approved
product . Our approved product and other product eandidate-candidates fefaﬂy—md-rea&en—E*fen—lf our-produet-eandidates
are-approved by the appropriate regulatory authorities for marketing and sale, they-may not gain acceptance among physicians,
patients, third- party payors , and others in the medical community. [f our approved product or any other product candidate
for which we obtain regulatory approval does not gain an adequate level of market acceptance, we may not generate significant
product revenues or become profitable. Market acceptance of our approved product or any other product candidates by the
medical community, patients and third- party payors will depend on a number of factors, some of which are beyond our control.
For example, physicians are often reluctant to switch their patients, and patients may be reluctant to switch from existing
therapies even when new and potentially more effective or safer treatments enter the market. Efforts to educate the medical
community and third- party payors on the benefits of our approved product and other product candidates may require
significant resources and may not be successful. Even if the medical community accepts that our approved product and other
product candidates are safe and effective for their approved indications, physicians and patients may not immediately be
receptive to such approved product or other product candidates and may be slow to adopt them as an accepted treatment of the
approved indications , including, for example, if third- party payors require high co- payments or if physicians perceive
that reimbursement will not be available on a timely basis or at all . [f our product or any of our ether product candidates
is approved but does not achieve an adequate level of market acceptance, we may not generate significant revenues and we may
not become profitable. The degree of market acceptance of our approved product or any of our other product candidates will
depend on a number of factors, including: * the continued safety and efficacy of our approved product or other product
candidates; ¢ the prevalence and severity of adverse events associated with such approved product or other product
candidates; * the clinical indications for which the products are approved and the approved claims that we may make for the
products; ¢ limitations or warnings contained in the product’ s FDA- approved labeling, including potential limitations or
warnings for such products that may be more restrictive than other competitive products or distribution and use restrictions
imposed by the FDA with respect to such approved product or other product candidates or to which we agree as part of a
mandatory REMS or voluntary risk management plan; * changes in the standard - of - care for the targeted indications for such
approved product or other product candidates; « the relative difficulty of administration of seeh-our approved product or
other product candidates; « our ability to offer sweh-our approved product or other product candidates for sale at competitive
prices, including the cost of treatment sersus-vs. economic and clinical benefit in relation to alternative treatments or therapies; *
the availability of adequate coverage or reimbursement by third parties, such as insurance companies and other healthcare
payors, and by government healthcare programs, including Medicare and Medicaid; * the extent and strength of our marketing
and distribution of such approved product or other product candidates; * the safety, efficacy and other potential advantages
over, and availability of, alternative treatments already used or that may later be approved for any of our intended indications; *
the timing of market introduction of sweh-our approved product or other product candidates, as well as competitive products;
the willingness of the target patient population to try new therapies and of physicians to prescribe these therapies; ¢ the extent
and strength of our third- party manufacturer and supplier support; * adverse publicity about the product or favorable publicity
about competitive products; and ¢ potential product liability claims. If our approved product or any other product candidate
that we commercialize fails to achieve market acceptance, it could have a material and adverse effect on our business, financial
condition, results of operations , and prospects. Our approved product and our product candidates may face competition
sooner than anticipated. The enactment of the BPCIA created an abbreviated approval pathway for biological products that are
biosimilar to or interchangeable with an FDA- licensed reference biological product. Under the BPCIA, the FDA cannot make
an approval of an application for a biosimilar product effective until 12 years after the original branded product was approved
under a BLA. Certain changes, however, and supplements to an approved BLA, and subsequent applications filed by the same
sponsor, manufacturer, licensor, predecessor in interest or other related entity do not qualify for the 12- year exclusivity period.



Our approved product and / or product candidates may qualify for the BPCIA” s 12- year period of exclusivity. There is a risk
that any product candidates we may develop that are approved as a biological product under a BLA would not qualify for the
12- year period of exclusivity or that this exclusivity could be shortened due to congressional action or otherwise, or that the
FDA will not consider our approved product or any other product candidates we may develop to be reference products for
competing products, potentially creating the opportunity for generic competition sooner than anticipated. Additionally, this
period of regulatory exclusivity does not block companies pursuing regulatory approval via their own traditional BLA, rather
than via the abbreviated pathway. Even if we receive a period of BPCIA exclusivity for our approved firstteensed-product, if
subsequent products do not include a modification to the structure of the product that impacts safety, purity, or potency, we may
not receive additional periods of exclusivity for those products. Moreover, the extent to which a biosimilar, once approved, will
be substituted for any one of our reference product candidates 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.
Medicare Part B encourages use of biosimilars by paying the provider the same percentage of the reference product average sale
price as a mark- up, regardless of which product is reimbursed. It is also possible that payors will give reimbursement
preference to biosimilars even over reference biologics absent a determination of interchangeability. For our small molecular
product candidates, if qualified, the regulatory exclusivity period is less than for our biologic product candidates. The FD & C
Act provides a five- year period of non- patent marketing exclusivity within the U. S. to the first applicant to gain approval of an
NDA for a drug where the FDA has not previously approved any other new drug containing the same active molecule or ion
responsible for the action of the drug substance. During the exclusivity period, the FDA may not accept for review an
abbreviated NDA or a 505 (b) (2) NDA submitted by another company for a generic version of such drug where the applicant
does not own or have a legal right of reference to all the data required for approval. However, an application may be submitted
after four years if it contains a certification of patent invalidity or non- infringement. The FD & C Act also provides three years
of marketing exclusivity for an NDA, 505 (b) (2) NDA or supplement to an existing NDA if new clinical investigations, other
than bioavailability studies, which were conducted or sponsored by the applicant are deemed by the FDA to be essential to the
approval of the application, for example, new indications, dosages or strengths of an existing drug. As such, we may face
competition from generic versions of our small molecule product candidates, which will negatively impact our long- term
business prospects and marketing opportunities. We will need to obtain FDA approval of any proposed branded product names,
and any failure or delay associated with such approval may adversely affect our business. Any name we intend to use for our
product candidates in the U. S. will require approval from the FDA regardless of whether we have secured a formal trademark
registration from the USPTO ineludingwithenthmitattor;Anktiva-. The FDA typically conducts a review of proposed product
names, including an evaluation of the potential for confusion with other product names. The FDA may also object to a product
name if it believes the name inappropriately implies medical claims or contributes to an overstatement of efficacy. If the FDA
objects to any of our proposed product names, we may be required to adopt alternative names for our product candidates. If we
adopt alternative names, we will lose the benefit of any existing trademark applications for such product candidate and may be
required to expend significant additional resources in an effort to identify a suitable product name that would qualify under
applicable trademark laws, not infringe or otherwise violate the existing rights of third parties, and be acceptable to the FDA.
We may be unable to build a successful brand identity for a new product name in a timely manner or at all, which would limit
our ability to commercialize our product candidates. Our systems, infrastructure or data, or those used by our CROs, CMOs,
clinical sites or other contractors or consultants, may er-may-be-pereetved-to-fail or suffer a cyberattack, security breach or other
incident, including a breakdown or compromise of the confidentiality, integrity and availability of our systems, networks or
data, which could adversely affect the operation of our business and reputation. We are and will be dependent upon information
technology systems, infrastructure , and data. In the ordinary course of our business, we will directly or indirectly collect, store,
transmit, and otherwise process sensitive and confidential information, including intellectual property, preclinical , and clinical
trial data, proprietary business information, and personal information of our clinical trial patients and employees, including in
our data centers and on our systems and networks or on those of third parties. The secure maintenance, transmission, and
processing of data is critical to our operations. The multitude and complexity of our systems and those of our CROs, CMOs,
clinical sites , or other contractors or consultants may subject them to various threats, including interruption, destruction,
malicious intrusion, and random attack. Privacy or security breaches or other incidents, including by third parties, employees,
contractors or others, may pose a risk that sensitive or confidential information, including our intellectual property, trade secrets
or personal information of our employees, patients, or other business partners may be exposed to unauthorized persons or to the
public. Further, as many of our employees work remotely, our reliance on our and third- party systems has increased
substantially and is expected to continue to increase. Despite the implementation of security measures, our systems,
infrastructure and data, and those of our CROs, CMOs, clinical sites and other contractors and consultants, are subject to risks
relating to cyberattacks, security breaches, or other incidents, including through viruses and other malware, employee error,
unauthorized access, natural disasters, terrorism, war, fire, telecommunication and electrical failures, denial of service attacks,
social engineering (including phishing attacks) and other means. As the cyberthreat landscape evolves, these cyberattacks are
increasing in their frequency, sophistication and intensity and are becoming increasingly difficult to detect. The techniques used
by cybercriminals change frequently, may not be recognized until launched and can originate from a wide variety of sources,
including outside groups such as external service providers, organized crime affiliates, terrorist organizations or hostile foreign
governments or agencies. Cyberattacks affect service reliability and threaten data confidentiality, integrity and availability.
While we and our shared services partner, NantWorks, have invested, and continue to invest, in the protection of our data,
systems, and infrastructure, there can be no assurance that our efforts, or the efforts of our partners, vendors, CROs, CMOs,
clinical sites and other contractors and consultants, will be successful. Any failure or perceived failure in our systems,
infrastructure or data, or to identify or prevent cyberattacks, security breaches or other incidents, including service interruptions



could adversely affect our business and operations, result in the loss, unavailability, misuse, unauthorized use or acquisition, or
other unauthorized processing of critical or sensitive information, and result in financial, legal, business or reputational harm. In
addition, our liability insurance may not be sufficient in type or amount to cover us against claims related to any such failures,
security breaches, cyberattacks or other incidents. If any such event were to occur, it could also cause interruptions in our
operations, including a disruption of our product development programs. For example, the loss of clinical trial data from
completed or ongoing clinical trials for a product candidate could result in delays in our regulatory approval efforts and
significantly increase our costs to recover or reproduce the data or may limit our ability to effectively execute a product recall, if
required. Any such event could result in liability, delays in the development and commercialization of product candidates,
claims, demands or proceedings initiated by regulatory authorities or private parties, violations of laws, including laws that
protect the privacy or security of personal information, significant liabilities, including regulatory penalties, and-damage to our
reputation , and a loss of confidence in us and our ability to conduct clinical trials. A pandemic, epidemic or outbreak of an
infectious disease, such as COVID- 19, or the perception of its effects, may materially and adversely affect our business,
operations and financial condition. Public health outbreaks, such as epidemics or pandemics may significantly disrupt our
business. Such outbreaks pose the risk that we or our employees, contractors, suppliers, and other partners may be prevented
from conducting business activities for an indefinite period of time due to the spread of the disease, due to shutdowns that may
be requested or mandated by federal, state, and local governmental authorities or certain employers, or due to the economic
consequences associated with the pandemic. Business disruptions could include disruptions or restrictions on our ability to
travel, as well as temporary closures of our facilities and the facilities of our partners, clinical trial sites, service providers,
suppliers, or CMOs eentraetmanufaetarers-. For example, the COVID- 19 pandemic caused a temporary disruption in our
ability to recruit participants for our clinical trials in the calendar year 2020 and the first quarter of 2021. While it is not possible
to predict whether another pandemic, epidemic, or infectious disease outbreak similar to COVID- 19 will materialize, any
measures taken by governments and local authorities in response to such future health crises have the potential to disrupt and
delay the initiation of new clinical trials, the progress of our ongoing clinical trials and our preclinical activities, and potentially
the manufacture or shipment of both drug substance and finished drug product of our approved product and our other product
candidates for preclinical testing and clinical trials, may = d v vel-as-adversely impact our
business, financial condition, or operating results. We have rehed and W111 contlnue to rely on thlrd parties and related parties to
conduct many-some of our preclinical studies and clinical trials, manufacture our approved produets— product and other
product candidates , and perform many essential services for any products that we commercialize, including services related to
sales and marketing, distribution, government price reporting, customer service, accounts receivable management, cash
collection and adverse event reporting. Any failure by a third party ;-or related party ;-erby-us-to perform as expected, to
comply with legal and regulatory requirements , to manufacture products in compliance with cGMP, or to conduct the
clinical trials according to GCP guidelines, and in a timely manner, may delay or prevent our ability to commercialize our
approved product, to seck or obtain regulatory approval for or eemmeretalization-commercialize ef-our other product
candidates or may subject us to regulatory sanctions. We have relied and will continue to rely on third parties and related
parties to conduct some of our preclinical studies and clinical trials, manufacture our approved product and other
product candidates, and perform many essential services for our approved product and any products that we
commercialize. Any failure by a third party or related party to perform as expected, to comply with legal and regulatory
requirements, to manufacture products in compliance with cGMP, or to conduct the clinical trials according to GCP
guidelines, and in a timely manner, may delay or prevent our ability to commercialize our ewtrent-approved product, to
seek or obtain regulatory approval er-for futare-or commercialize our other product candidates , or swilt-be-signifieantly
mpaeted-and-we-may be-subject us to regulatory sanctions. Large- scale clinical trials require 51gn1ﬁcant financial and
management resources. We expect to be heavily reliant on third and related parties, including medical institutions, academic
institutions, clinical investigators or CROs to conduct, supervise or monitor some or all aspects of our clinical trials, and in some
cases, third- party CMOs to manufacture our approved produets— product or other product candidates , which may force us
to encounter delays and challenges that are outside of our control. Nevertheless, we are responsible for ensuring that each of our
trials is conducted in accordance with the applicable trial protocol and legal, regulatory and scientific standards, and our reliance
on CROs, clinical trial sites, and other third parties does not relieve us of these responsibilities. Our CROs and other third parties
must communicate and coordinate with one another in order for our trials to be successful. We have a limited history of
conducting clinical trials and have limited experience as a company in submitting and supporting the applications necessary to
gain marketing approvals. Our relative lack of experience conducting clinical trials may contribute to our planned clinical trials
not beginning or completing on time, if at all. Securing marketing approval also requires the submission of information about
the product manufacturing process to, and inspection of manufacturing facilities and clinical trial sites by, applicable regulatory
authorities. For example, we will remain responsible for ensuring that each of our clinical trials is conducted in accordance with
the general investigational plan and protocols for the trial and for ensuring that our preclinical studies are conducted in
accordance with GLP guidelines, as appropriate. Moreover, the FDA and comparable foreign regulatory authorities require us
and the third parties upon which we intend to rely for conducting our clinical trials to comply with GCP guidelines for
conducting, recording, and reporting the results of clinical trials to assure that data and reported results are credible and accurate
and that the rights, integrity, and confidentiality of trial participants are protected. Regulatory authorities enforce these
requirements through periodic inspections (including pre- approval inspections once a BLA or NDA is filed with the FDA) of
trial sponsors, clinical investigators, trial sites , and certain third parties including CMOs. If we, our CROs, clinical trial sites, or
other third parties fail to comply with applicable GCP guidelines or other regulatory requirements, we or they may be subject to
enforcement or other legal actions, the clinical data generated in our clinical trials may be deemed unreliable and have to be
repeated, and our submission of marketing applications may be delayed or the FDA or comparable foreign regulatory authorities




may require us to perform additional clinical trials before approving our marketing applications. We cannot assure you that upon
inspection by a given regulatory authority, such regulatory authority will determine that any of our clinical trials comply with
GCP guidelines. We rely on third parties to manufacture, package, label , and ship our approved product and some of our
other product candidates for the clinical trials that we conduct. Any performance failure on the part of these third parties could
delay commercialization of our approved product or other product candldates, or the clinical development or marketing
approval of our product candidates er-ee of ved-producing additional losses and
depriving us of potential product revenues. Our CROS clinical trial sites , and other third parties may also have relationships
with other entities, some of which may be our competitors, for whom they may also be conducting clinical trials or other
therapeutic development activities that could harm our competitive position. In addition, these third parties are not our
employees, and except for remedies available to us under our agreements with them, we cannot control whether or not they
devote sufficient time and resources to our ongoing clinical and preclinical programs. If these third parties conducting our
clinical trials (i) do not successfully carry out their contractual duties, (ii) do not meet expected deadlines, (iii) experience work
stoppages, (iv) do not conduct our clinical trials in accordance with regulatory requirements or our stated protocols, (v) need to
be replaced, (vi) experience financial hardships , or (vii) terminate their agreements with us or if the quality or accuracy of the
data they obtain is compromised due to the failure to adhere to our clinical trial protocols, GCP guidelines , or other regulatory
requirements or for other reasons, our trials may need to be repeated, extended, delayed , or terminated, we may not be able to
obtain, or may be delayed in obtaining, marketing approvals for our product candidates, we will not be able to, or may be
delayed in our efforts to, successfully commercialize our product candidates , or we or they may be subject to regulatory
enforcement actions. Additionally, we may need to conduct additional clinical trials or enter into new arrangements with
alternative CROs, clinical investigators or other third parties, which we may not be able to do on commercially reasonable
terms, or at all and which may involve additional cost and time and require management time and focus. As a result, delays
could occur, which could compromise our ability to meet our desired development timelines. Furthermore, if any of the third
parties conducting our clinical trials experience any financial hardships due to difficulties relating to the operation of their
business, it could damage our business, financial condition, results of operations , and prospects. In addition, if an agreement
with any of our collaborators terminates, our access to technology and intellectual property licensed to us by that collaborator
may be restricted or terminate entirely, which may delay the continued development of our product candidates using the
collaborator’ s technology or intellectual property or require us to stop development of those product candidates completely. As
a result, our results of operations and the commercial prospects for our product candidates would be harmed, our costs could
increase and our ability to generate revenues could be delayed. To the extent we are unable to successfully identify and manage
the performance of third- party service providers in the future, our business may be materially and adversely affected. We have
and we expect to continue to retain third- party service providers to perform a variety of functions related to the sale of our
approved product and current or future product candidates, key aspects of which will be out of our direct control. These service
providers may provide key services related to sales, market access, distribution, customer service, accounts receivable
management, state reporting, compliance support, and cash collection. If we retain a service provider, we will substantially rely
on it as well as other third- party providers that perform services for us, including entrusting our inventories of products to their
care and handling. If these third- party service providers fail to comply with applicable laws and regulations, fail to meet
expected deadlines or otherwise do not carry out their contractual duties to us, or encounter physical or natural damage at their
facilities, our ability to deliver product to meet commercial demand would be significantly impaired and we may be subject to
regulatory enforcement action. In addition, we may engage in the future with third parties to perform various other services for
us relating to adverse event reporting, safety database management, fulfillment of requests for medical information regarding
our product candidates , and related services. If the quality or accuracy of the data maintained by these service providers is
insufficient, or these third parties otherwise fail to comply with regulatory requirements related to adverse event reporting, we
could be subject to regulatory sanctions. Additionally, we may-have eentract-contracted in-the-fatare-with a-one or more third
patrty-parties to calculate and report pricing information mandated by various government programs and may enter into
further contracts in the future . If a third party fails to timely report or adjust prices as required or errs-makes a mistake in
calculating government pricing information from transactional data in our financial records, it could impact our discount and
rebate Hability-liabilities , and potentially subject us to regulatory sanctions or FCA lawsuits. Our reliance on third and related
parties can also present intellectual property- related risks. For example, collaborators may not properly obtain, maintain,
enforce or defend intellectual property or proprietary rights relating to our product candidates or technology or may use our
proprietary information in such a way as to expose us to potential litigation or other intellectual property- related proceedings,
including proceedings challenging the scope, ownership, validity and enforceability of our intellectual property. Collaborators
may also own or co- own intellectual property covering our product candidates or technology that results from our collaboration
with them, and in such cases, we may not have the exclusive right to commercialize such intellectual property or such product
candidates or technology. Collaborators may also gain access to our trade secrets or formulations and impact our ability to
commercialize our proprietary technology. We may also need the cooperation of our collaborators to enforce or defend any
intellectual property we contribute to or that arises out of our collaborations, which may not be provided to us. We also
anticipate that part of our strategy for pursuing the wide range of indications potentially addressed by ANKTIVA N--863-will
involve further investigator- led clinical trials. While these trials generally provide us with valuable clinical data that can help
inform—- form our future development strategy, we generally have less control over not only the conduct but also the design of
these clinical trials. Third- party investigators may design clinical trials involving our product candidates with clinical endpoints
that are more difficult to achieve or in other ways that increase the risk of negative clinical trial results compared to clinical
trials we may design on our own. Negative results from investigator- led clinical trials, regardless of how the clinical trial was
designed or conducted, could have a material adverse effect on our business and the perception of our product candidates.




Moreover, principal investigators for our clinical trials may serve as scientific advisors or consultants to us from time to time
and receive compensation in connection with such services. If third- party manufacturers, wholesalers, and distributors fail
to perform as expected, or fail to devote sufficient time and resources to our approved product or other product
candidates, our clinical development may be delayed, our costs may be higher than expected or our other product
candidates may fail to be approved, or we may fail to commercialize our approved product or any other product
candidates, if approved. Our reliance on third- party manufacturers, wholesalers , and distributors exposes us to the following
risks, any of which could delay FDA approval of our product candidates and commercialization of our approved product or
any other product candidates , if approved, result in higher costs, or deprive us of potential product revenues: ¢ our CMOs, or
other third parties we rely on, may encounter difficulties in achieving the volume of production needed to satisfy commercial
demand, may experience technical issues that impact quality or compliance with applicable and strictly enforced regulations
governing the manufacture of pharmaceutical products, and may experience shortages of qualified personnel to adequately staff
production operations; * our wholesalers and distributors could become unable to sell and deliver our approeved product or
other product candidates for regulatory, compliance , and other reasons; * our CMOs, wholesalers , and distributors could
breach or default on their agreements with us to meet our requirements for commercialization of our approved product or
other product candidates; * our CMOs, wholesalers , and distributors may not perform as agreed or may not remain in business
for the time required to successfully produce, store, sell , and distribute our approved product or other product candidates and
we may incur additional eest-costs ; « our CMOs, wholesalers , and distributors may misappropriate our proprietary information;
and ¢ if our CMOs, wholesalers , and distributors were to terminate our arrangements or fail to meet their contractual obligations,
we may be forced to delay our commercial programs. Our reliance on third parties reduces our control over our approved
product and other product candidate development activities but does not relieve us of our responsibility to ensure compliance
with all required legal, regulatory , and industry standards. For example, the FDA and other regulatory authorities require that
our approved product, other product candidates and any other products that we may eventually commercialize be
manufactured according to cGMP requirements. Any failure by our third- party manufacturers to comply with cGMP or
maintain a compliance status acceptable to the FDA or other regulatory authorities 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. On May 9, 2023, the FDA delivered a CRL to us
regarding the BLA filed in May 2022, indicating that the FDA had determined that it could not approve the original BLA
submission in its initial form, and the FDA made recommendations to address the issues raised. The deficiencies in the CRL
related to the FDA” s pre- license inspection of the company” s third- party CMOs, among other items. Satisfaetoryresolation-of
The CRL that we received in response to our initial BLA submission required us to resubmit thc BLA to ebservations
noted-at-the pre-FDA addressmg the issues 1n the CRL On Apl‘ll 22, 2024 the FDA approved ANKTIVA w1th BCG for
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-B-I:A—l-f—&t—&l-l— Our -I-ﬂ—add-rt-teﬁ—euf—thlrd party manufacturem are er-l—be—%ub] ect to perlodlc 1n§pect10n€ by the FDA and other
regulatory authorities, and failure to comply with cGMP could be the basis for the FDA to issue a warning or untitled letter,
withdraw approvals for our approved product or our other product candidates previously granted to us, or take other
regulatory or legal action, including a request to recall or seize our approved product or our other product candidates, total or
partial suspension of production, suspension of clinical trials, refusal to approve pending applications or supplemental
applications, detention of product, refusal to permit the import or export of other product candidates, injunction, imposing civil
penalties or pursuing criminal prosecution. Additionally, as we scale up manufacturing of our approved product or other
product candidates and conduct required stability testing, we may encounter additional challenges or cGMP issues. These issues
may require refinement or resolution in order to proceed with commercial marketing of our approved product or any of our
other product candidates , if approved. In addition, quality issues may arise during scale- up and validation of commercial
manufacturing processes. Any issues in our manufacturing process could result in increased scrutiny by regulatory authorities,
delays in our regulatory review process, increases in our operating expenses, or failure to obtain or maintain approval for our
approved product or other product candidates. If such issues relate to an approved product, we may not be able to
commercialize the approved product as we planned or fail to meet commercial demand, any of which can materially and
adversely affect our position in the market. The Clinic has conducted, is currently conducting, and in the future may conduct 5
clinical trials involving our product candidates. The Clinic is a related party as it is owned by an officer of the company and
additionally, NantWorks manages the administrative operations of the Clinic. Prior to June 30, 2019, one of the company’ s
officers was an investigator or sub - investigator for certain of the company’ s trials conducted at the Clinic. NantWorks, which
is wholly owned by our Founder, Executive Chairman and Global Chief Scientific and Medical Officer, Dr. Soon - Shiong,
provides certain administrative services (and has loaned money) to the Clinic. Under certain circumstances, we may be required
to report some of these relationships to the FDA. Relying on a related- party clinical site to develop data that is used as the basis
to support regulatory approval can expose us to significant regulatory risks. The FDA may conclude that a financial relationship
between us, the Clinic and / or a principal investigator has created a conflict of interest or otherwise affected interpretation of the
study. The FDA or comparable regulatory authorities may therefore question the integrity of the data generated at the applicable
clinical trial site and the utility of the clinical trial itself may be jeopardized. If any data integrity, or regulatory non- compliance
issues occur during the study, we may not be able to use the data for our regulatory approval. This could result in a delay in



approval, or rejection, of our marketing applications by the FDA and may ultimately lead to the denial of regulatory approval of
one or more of our product candidates. We have formed, and may in the future form or seek, strategic alliances ;-or enter into
collaborations with third parties or additional licensing arrangements , and we may not realize the benefits of such alliances
or licensing arrangements. Conflicts may arise between us and our collaborators or strategic partners, and such
strategic alliances, collaborations or licensing arrangements may not be successful. We have formed, and may in the
future form or seek, strategic alliances, or enter into collaborations with third parties or additional licensing
arrangements that we believe will complement or augment our development and commercialization efforts with respect to our
approved product, other product candidates and any future product candidates that we may develop. We plan to collaborate
with governmental, academic , and corporate partners, including affiliates, to improve and develop ANKTIVA and N—863;
hAd5 ;saRNA-and=reast-constructs, and other cell therapies for new indications for use in combination with other therapies and
to improve and develop other product candidates, which may expose us to additional risks, or we may not realize the benefits of
such collaborations. Because some of our collaborations are conducted at outside laboratories, and we do not have complete
control over how the studies are conducted or reported, the results of such studies, which we may use as the basis for our
conclusions, projections , or decisions with respect to our current or future product candidates, may be incorrect or unreliable, or
may have a negative impact on us if the results of such studies are imputed to our product candidates or proposed indications,
even if such imputation is improper. Additionally, we may use third - party data to analyze, reach conclusions or make
predictions or decisions with respect to our product candidates that may be incomplete, inaccurate or otherwise unreliable. We
also plan to collaborate with governmental, academic and corporate partners, including affiliates, to improve and develop
ANKTIVA and N--863;-hAd5 ;saRNA-and-yeast-constructs, cell therapies and other therapies for new indications for use in
combination with other therapies and to improve and develop other product candidates, which may expose us to additional risks,
or we may not realize the benefits of such collaborations. Furthermore, conflicts may arise between us and our collaborators or
strategic partners, and such strategic alliances, collaborations , or licensing arrangements may result in litigation , which is
expensive and time consuming . For example, in 2019 Sorrento, with which we jointly established a new entity called
NANTibody as a stand- alone biotechnology company, commenced litigation against us and certain of our officers and directors,
alleging that we improperly caused NANTibody to acquire IgDraSol. Additionally, in 2020 we received a Request for
Arbitration before the International Chamber of Commerce, International Court of Arbitration, served by Beike asserting a
claim for breach of contract under our subsidiary Altor’ s license agreement with them. See Item 3. *“ Legal Proceedings ” for
more information regarding these disputes. Any such developments could harm our product development efforts , and
additional disputes with our licensors or strategic collaborators may be expensive and time consuming . In addition,
collaborations involving our product candidates will be subject to numerous risks, which may include the following: ¢
collaborators, including their related or affiliated companies, may be entitled to receive exclusive rights for or involving our
products; * collaborators have significant discretion in determining the efforts and resources that they will apply to a
collaboration; * collaborators may not pursue development and commercialization of our product candidates or may elect not to
continue or renew development or commercialization of our product candidates based on clinical trial results, changes in their
strategic focus due to the acquisition of competitive products, availability of funding or other external factors, such as a business
combination that diverts resources or creates competing priorities;  collaborators may delay clinical trials, provide insufficient
funding for a clinical trial, stop a clinical trial, abandon a product candidate, repeat or conduct new clinical trials or require a
new formulation of a product candidate for clinical testing; * collaborators could independently develop, or develop with third
parties, products that compete directly or indirectly with our product candidates; ¢ a collaborator with marketing and distribution
rights to one or more products may not commit sufficient resources to their marketing and distribution; ¢ collaborators may not
properly maintain, defend , or enforce our intellectual property rights or may use our intellectual property or proprietary
information in a way that gives rise to actual or threatened litigation that could jeopardize or invalidate our intellectual property
or proprietary information or expose us to potential liability; * disputes may arise between us and a collaborator that cause the
delay or termination of the research, development , or commercialization of our product candidates, or that result in costly
litigation or arbitration that diverts management attention and resources; ¢ collaborations may be terminated and, if terminated,
may result in a need for additional capital to pursue further development or commercialization of the applicable product
candidates; ¢ if an agreement with any collaborator terminates, our access to technology and intellectual property licensed to us
by that collaborator may be restricted or terminate entirely, which may delay our continued development of our product
candidates using the collaborator’ s technology or intellectual property or require us to stop development of those product
candidates completely; and ¢ collaborators may own or co- own intellectual property covering our product candidates or
technology that results from our collaborating with them, and in such cases, we may not have the exclusive right to
commercialize such intellectual property. As a result, if we enter into collaboration agreements and strategic partnerships or
license our product candidates, we may not be able to realize the benefit of such transactions if we are unable to successfully
integrate them with our existing operations and company culture, which could delay our timelines or otherwise adversely affect
our business. Additionally, exclusive rights that we may grant in connection with collaboration agreements may limit our ability
to enter into new or additional collaboration agreements or strategic partnerships if we experience issues with existing
collaborations. We also cannot be certain that, following a strategic transaction or license, we will achieve the revenues or
specific net income that justifies such transaction. Any delays in entering into new collaborations or strategic partnership
agreements related to our product candidates could delay the development and commercialization of our product candidates in
certain geographies for certain indications, which would harm our business prospects, financial condition , and results of
operations. Any of these relationships may require us to incur non- recurring and other charges, increase our near and long- term
expenditures, issue securities that dilute our existing stockholders , or disrupt our management and business. In addition, we face
significant competition in seeking appropriate strategic partners and the negotiation process is time- consuming and complex.



Moreover, we may not be successful in our efforts to establish a strategic partnership or other alternative arrangements for our
product candidates because they may be deemed to be at too early of a stage of development for collaborative effort and third
parties may not view our product candidates as having the requisite potential to demonstrate safety and efficacy. If conflicts
arise between us and our collaborators or strategic partners, these parties may act in a manner adverse to us and could limit our
ability to implement our strategies. If conflicts arise between our corporate or academic collaborators or strategic partners and us,
the other party may act in a manner adverse to us and could limit our ability to implement our strategies. Some of our existing
academic collaborators and strategic partners are conducting multiple product development efforts. Such current or future
collaborators or strategic partners could become our competitors in the future and could develop competing products, preclude
us from entering into collaborations with their competitors, fail to obtain timely regulatory approvals, terminate their agreements
with us prematurely or fail to devote sufficient resources to the commerecialization of our approved product and the
development and commercialization of our other product candidates. Competing product candidates, either developed by the
collaborators or strategic partners or to which the collaborators or strategic partners have rights, may result in the withdrawal of
our collaborator’ s or partner’ s support for our product er preduct candidates. Our use of joint ventures, strategic partnerships ,
supply agreements, collaborations, and / or alliances may expose us to risks associated with jointly owned investments. We
may operate parts of our business through joint ventures, strategic partnerships , supply agreements, collaborations, and / or
alliances with other companies. While such arrangements may, in some cases, give us access to technologies that we may not
otherwise have or may give us access to capital, they involve risks not otherwise present in our own investments, including: (i)
we may not control the venture, and it may divert management time and resources; (ii) the partner (s) may not agree to
distributions that we believe are appropriate; (iii) we may experience impasses or disputes with such partner (s) on certain
decisions, which could require us to expend additional resources to resolve such impasses or disputes, including litigation or
arbitration; (iv) our partner (s) may become insolvent or bankrupt, fail to fund their share of required capital contributions or fail
to fulfil their obligations as a venture partner; (v) the arrangements governing these relationships may contain certain conditions
or milestone events that may never be satisfied or achieved; (vi) our partner (s) may have business or economic interests that are
inconsistent with our interests and may take actions contrary to our interests; (vii) we may suffer losses as a result of actions
taken by the partner (s); ane~(viii ) conflicts may arise leading to disputes and efforts to terminate these arrangements and
seek other remedies; and (ix ) it may be difficult for us to exit if an impasse arises or if we desire to sell our interest for any
reason. For example, in December 2021 we established a joint venture with Amyris. However, in August 2023, Amyris
announced that it had filed for Chapter 11 bankruptcy protection. As of December 31, 2623-2024 , the carrying amount of our
equity investment in the joint venture was zero. There can be no guarantee that the strategic partnerships that we currently have
or may enter into will be successful. Furthermore, we may, in certain circumstances, be liable for the actions of our partners.
Any of the foregoing risks could have a material adverse effect on our business, financial condition and results of operations.
We are heavily dependent on our senior management, particularly Dr. Soon- Shiong, our Founder, Executive Chairman and
Global Chief Scientific and Medical Officer, and a loss of a member of our senior management team in the future, even if only
temporary, could harm our business. Our operations will be dependent upon the services of our executives and our employees
who are engaged in research and development. If we lose the services of members of our senior management, particularly Dr.
Soon- Shiong, our Founder, Executive Chairman and Global Chief Scientific and Medical Officer, for a short or an extended
time, for any reason, we may not be able to find appropriate replacements on a timely basis, and our business, financial
condition and results of operations could be materially adversely affected. Our existing operations and our future development
depend to a significant extent upon the performance and active participation of certain key individuals, particularly Dr. Soon-
Shiong. Although Dr. Soon- Shiong focuses heavily on our matters and is highly active in our management, he dees-devote
devotes a significant amount of his time to a number of different endeavors and companies, including NantHealth, Inc.,
NantMedia Holdings, LLC (which operates the Los Angeles Times) and NantWorks, which is a collection of multiple
companies in the healthcare and technology space. The risks related to our dependence upon Dr. Soon- Shiong are particularly
acute given his ownership percentage, the commercial and other relationships that we have with entities affiliated with him, his
role in our company and his public reputation. We may also be dependent on additional funding from Dr. Soon- Shiong and his
affiliates, which may not be available when needed and which he is under no obligation to provide. To induce valuable
employees to remain at our company, in addition to salary and cash incentives, we have provided, and plan to continue
providing, equity incentive awards that vest over time. The value to employees of equity incentive awards that vest over time
may be significantly affected by movements in our stock price that are beyond our control and may at any time be insufficient to
counteract more lucrative offers from other companies. Despite our efforts to retain valuable employees, members of our
management, scientific and development teams may terminate their employment with us on short notice. We do not have
employment agreements with our NEOs and do not maintain “ key man ” insurance policies on the lives of most of the members
of our management. We will need to grow the size and capabilities of our organization, and we may experience difficulties in
achieving and managing this growth. Our future financial performance and our ability to commercialize our approved product
and other product candidates will depend, in part, on our ability to effectively manage any future growth, and our management
may also have to divert a disproportionate amount of their attention away from day- to- day activities in order to devote a
substantial amount of time to managing these growth activities. In order to develop our business in accordance with our business
plan, we will have to hire additional qualified personnel, including in the areas of research, manufacturing, clinical trials
management, regulatory affairs, and sales and marketing. We are continuing our efforts to recruit and hire the necessary
employees to support our planned operations in the near term. However, competition for qualified personnel in the
biotechnology and pharmaceuticals industry is intense due to the limited number of individuals who possess the skills and
experience required, and no assurance can be given that we will be able attract, hire, retain and motivate the highly skilled
employees that we need, on acceptable terms or at all. Future growth will impose significant added responsibilities on members



of management, including: « identifying, recruiting, integrating, maintaining, and motivating additional employees; * managing
our internal development efforts effectively, including the clinical and FDA review process for our product candidates, while
complying with our contractual obligations to contractors and other third parties; and ¢ improving our operational, financial and
management controls, reporting systems, and procedures. We currently rely, and for the foreseeable future we expect to rely, in
substantial part, on certain independent organizations, advisors , and consultants to provide certain services. There can be no
assurance that the services of these independent organizations, advisors , and consultants will continue to be available to us on a
timely basis when needed, or that we can find qualified replacements on economically reasonable terms, or at all. In addition, if
we are unable to effectively manage our outsourced activities or if the quality, compliance , or accuracy of the services provided
by consultants is compromised for any reason, our clinical trials may be extended, delayed, or terminated, and we may not be
able to obtain regulatory approval of our product candidates or otherwise advance our business. If we are not able to effectively
expand our organization by hiring new employees and expanding our groups of consultants and contractors, we may not be able
to successfully implement the tasks necessary to further commercialize our approved product or develop and commercialize
our other product candidates and, accordingly, may not achieve our research, development, and commercialization goals on a
timely basis, or at all. If we engage in future acquisitions or strategic partnerships, this may increase our capital requirements,
dilute our stockholders, cause us to incur debt or assume contingent liabilities, and subject us to other risks. We may evaluate
various acquisitions and strategic partnerships, including licensing or acquiring complementary products, intellectual property
rights, technologies, or businesses. Any potential acquisition or strategic partnership may entail numerous risks, including: ¢
assimilation of operations, intellectual property, and products of an acquired company or product, including difficulties
associated with integrating new personnel; « the diversion of our managements— management ’ s attention from our existing
product programs and initiatives in pursuing such a strategic merger or acquisition; ¢ retention of key employees, the loss of key
personnel, and uncertainties in our ability to maintain key business relationships; ¢ significant upfront milestone and / or royalty
payments from which we may not realize the anticipated benefits; ¢ risks and uncertainties associated with the other party to
such a transaction, including the prospects of that party and their existing products or product candidates and regulatory
approvals; and ¢ our inability to generate revenues from acquired technology and / or products sufficient to meet our objectives
in undertaking the acquisition or even to offset the associated acquisition and maintenance costs. Depending on the size and
nature of future strategic acquisitions, we may acquire assets or businesses that require us to raise additional capital or to operate
or manage businesses in which we have limited experience. Making larger acquisitions that require us to raise additional capital
to fund the acquisition will expose us to the risks associated with capital raising activities. Acquiring and thereafter operating
larger new businesses will also increase our management, operating and reporting costs and burdens (including increased cash
requirements). In addition, if we undertake acquisitions, we may issue dilutive equity securities, assume or incur additional debt
obligations or contingent liabilities, incur large one- time expenses and acquire intangible assets that could result in significant
future amortization expense. Moreover, we may not be able to locate suitable acquisition opportunities , and this inability could
impair our ability to grow or obtain access to technology or products that may be important to the development of our business.
A variety of risks associated with marketing our approved product and other product candidates internationally could
materially adversely affect our business. We plan to seek regulatory approval of our approved product and other product
candidates outside of the U. S. and, accordingly, we expect that we will be subject to additional risks related to operating in
foreign countries if we obtain the necessary approvals, including: « differing regulatory requirements in foreign countries;
unexpected changes in tariffs, trade barriers, price and exchange controls and other regulatory requirements; ® economic
weakness, including inflation, or political instability in particular foreign economies and markets; * compliance with tax,
employment, immigration , and labor laws for employees living or traveling abroad; ¢ foreign taxes, including withholding of
payroll taxes; ¢ foreign currency fluctuations, which could result in increased operating expenses and reduced revenues, and
other obligations incident to doing business in another country; ¢ difficulties staffing and managing foreign operations; ¢
workforce uncertainty in countries where labor unrest is more common than in the U. S.; ¢ differing payor reimbursement
regimes, governmental payors or patient self- pay systems, and price controls; ¢ potential liability under the FCPA or
comparable foreign regulations; ¢ challenges enforcing our contractual and intellectual property rights, especially in those
foreign countries that do not respect and protect intellectual property rights to the same extent as the U. S.; * production
shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; ¢ the impact of public
health epidemics on the global economy, such as the coronavirus pandemic; and ¢ business interruptions resulting from
geopolitical actions, including war and terrorism. These and other risks associated with international operations may materially
adversely affect our ability to attain or maintain profitable operations. In particular, there is currently significant uncertainty
about the future relationship between the U. S. and various other countries, most significantly China, as well as Mexico
and Canada, with respect to trade policies, treaties, tariffs, taxes, and other limitations on cross- border operations. The
U. S. government has made and continues to make significant additional changes in U. S. trade policy and may continue
to take future actions that could negatively impact U. S. trade. For example, legislation has been introduced in Congress
to limit certain U. S. biotechnology companies from using equipment or services produced or provided by select Chinese
biotechnology companies, and others in Congress have advocated for the use of existing executive branch authorities to
limit those Chinese service providers’ ability to engage in business in the U. S. We cannot predict what actions may
ultimately be taken with respect to trade relations between the U. S. and China or other countries, what products and
services may be subject to such actions or what actions may be taken by the other countries in retaliation. If we are
unable to obtain or use services from existing service providers or become unable to export or sell our products to any of
our customers or service providers, our business, liquidity, financial condition, and / or results of operations would be
materially and adversely affected. We are party to a public- private partnership regarding our manufacturing facility in
Dunkirk, New York, and #f+e-or-our failure eureounterparties-fat-to meet the obligations of those agreements ytt-could



materially impact our development, operations and prospects. On February 14, 2022, we acquired a leasehold interest in the
Dunkirk Facility from Athenex with a lease term that commenced on October 1, 2021 (the Commencement Date) . To the
extent we are able to address the construction needs and resolve the employment covenant- related matter with the lessor
as described below , wwhieh-we believe this will provide us with a state- of- the- art biotech production center that will
substantially expand and diversify our manufacturing capacity in the U. S. and the ability to scale production associated with
certain of our product candidates. We paid approximately $ 40. 0 million to Athenex, and the leasehold interest in the Dunkirk
Facility was transferred to us. Our annual lease payment will be $ 2. 00 per year for an initial 10- year term, with an option to
renew the lease under substantially the same terms and conditions for an additional 10- year term. As part of the transaction, we
assumed obligations under various third- party agreements, and committed to spend $ 1. 52 billion on operational expenses
during the initial term, and an additional $ 1. 50 billion on operational expenses if we elect to renew the lease for the additional
10- year term. We also committed to hiring 450 employees at the Dunkirk Facility within the first five years following the
Commencement Date, with 300 such employees to be hired within the first 2. 5 years following the Commencement Date. We
are eligible for certain sales- tax exemption savings during the development of the Dunkirk Facility, and certain property tax
savings over the next 20 years, subject to certain terms and conditions, including performance of certain of the obligations
described above. In addition, we believe that the Dunkirk Facility has construction needs that may require approximately 12 to
18 months to complete in order for it to be used as intended, and which needs remain as a result of an ongoing dispute with the
Dunkirk Facility’ s general contractor and stay related to Athenex’ s ongoing bankruptcy proceedings, as described below.
Consequently, during the third quarter of 2022, we determined to conduct a reduction- in- force of a significant portion of the
then- current employees at the Dunkirk Facility, which became effective in late December 2022. The construction period and
reduction- in- force may-have adversely affeet-affected our ability to satisfy certain operational obligations described above —#
, including the initial employee count requirement, which was not timely satisfied and remains unsatisfied, and in
addition, while we believe we have are-in-eemphianee—-- complied with all applicable federal and state laws and-agreements
implicated by the reduction- in- force, we could become subject to litigation in connection with these measures. Failure to
satisfy the obligations over the lease term, including the milestones we have committed to achieve, may give rise to certain
rights and remedies of the lessor and other governmental authorities including, for example, termination of the lease agreement
and other related agreements and potential recoupment of a percentage of the grant funding received by Athenex for
construction of the Dunkirk Facility and other benefits received, subject to the terms and conditions of the applicable
agreements. In November 2024, we received written notice from our landlord alleging non- compliance with the initial
employee headcount requirement of our lease for the Dunkirk Facility. The landlord has agreed on a limited period of
time to continue discussions regarding a potential resolution as well as a path forward to address the construction needs
at the facility. If we are unable to remedy this alleged default or otherwise reach an acceptable resolution, the landlord
may take action to terminate the lease and compel us to surrender the facility, among other remedies. While we are
seeking to resolve this matter expeditiously, there can be no assurance that we will succeed in doing so. [f we lose access
to the Dunkirk Facility and related leased equipment, it could disrupt our operations and planned manufacturing activities,
eause-causing us to divert resources to finding-find alternative facilities, which would not have any subsidies, and could have a
significant impact on our operations and financial performance. We may also be subject to lawsuits or claims for damages
against us if we are unable to comply with our obligations under these arrangements or in connection with other aspects of the
Dunkirk Facility, which could materially and adversely affect our business, results of operations , and financial condition. Fer
exampte-In addition , we were named as a defendant in a lawsuit filed during the fourth quarter of 2022 by Exyte, the general
contractor for the Dunkirk Facility, in New York state court arising from a construction agreement Exyte entered with Athenex
pertaining to construction of the Dunkirk Facility. We believe we are entitled to defense costs and indemnification and,
accordingly, we have provided notice to Athenex. On May 14, 2023, Athenex, together with certain of its subsidiaries, filed
voluntary petitions for relief under Chapter 11 of the United States Bankruptcy Court for the Southern District of Texas. The
lawsuit with Exyte has remained stayed as a result of Athenex’ s bankruptcy proceedings and the construction needs of the
Dunkirk Facility remain. The extent of the impact of the Athenex Proceedings and its automatic stay will have on any
continuing obligations Athenex may have under the purchase agreement remain unclear. We further believe Exyte’ s claims
against us are without merit, and we intend to defend the claims vigorously. Farthermere----- Further , the aforementioned
litigation and bankruptcy have impacted our ability to address the construction needs at the Dunkirk Facility and may
continue to have a negative impact on our efforts to operate the Dunkirk Facility. Our counterparties in the public-
private partnership for the Dunkirk Facility may fail to meet there— their obligations, which could materially impact our
development, operations and prospects for the facility. There is no guarantee that the counterparties to our public- private
partnerships will comply with the terms of the-their agreements, including that their ability to fund their capital commitments
under the agreements may be subject to their ability to raise additional capital and that further construction or operational
timetables may not be met . Furthermore, while we believe that government funding will assist in funding a portion of the
further buildout of the Dunkirk Facility, there can be no assurance as to the final acceptance and timing of the requests
for government funding that we submit, and there may be disagreements in terms of the eligibility of reimbursement
requests and related matters . Public- private partnerships are also subject to risks associated with government and
government agency counterparties, including risks related to government relations compliance, sovereign immunity, shifts in the
political environment, changing economic and legal conditions , and social dynamics. Our contractors and subcontractors may
place liens on our projects, and if they then successfully foreclose on such projects, we may not be able to use such assets for
our business. Under general property law, any contractor or subcontractor doing work on a project may attach a lien on the
property with respect to which it does work to secure the dollar value of all labor and material furnished to the project. A valid
lien holder could, after the lien is perfected, institute a collection suit, according to the lien, and if it were successful in obtaining



a judgment, the real property and the equipment thereon could be foreclosed upon. If a contractor were to successfully foreclose
on such liens, we may then not then be able to use such assets to manufacture our products, and our business Could be materially
harmed : q A ¢ : A al-4 F5-4 :

Our approved product and other product Candrdates are qubject to extensive governmental regulatrom relating to, among other
things, the research, development, testing, manufacture, quality control, import, export, safety, effectiveness, labeling,
packaging, storage, distribution, record keeping, approval, advertising, promotion, marketing, post- approval monitoring and
post- approval reporting of drugs and therapeutic biologics. Rigorous preclinical testing and clinical trials and an extensive
regulatory review process are required to be successfully completed in the U. S. and in many foreign jurisdictions before a new
drug or therapeutic biologic can be marketed. Satisfaction of these and other regulatory requirements is costly, lengthy, time-
consuming, uncertain and subject to unanticipated delays and can vary substantially based upon the type, complexity and
novelty of the products involved. InMay2622;we-announeed-the-We had previously received a CRL in response to our
initial BLA submission efa-, requiring us to resubmit the BLA to the FDA addressing the issues for-ourproduct-eandidate;
Amnktiva-in eombination-the CRL. On April 22, 2024, the FDA approved ANKTIVA with BCG for the treatment of adult
patients with BCG- unresponsive NMIBC with CIS with or without Fa-papillary tumors. We are required to comply with
certain post- marketing commitments, including completion of er-our TH-disease—OaMay9-QUILT 3032 clinical trial and
annual reporting for up to four years , 2623;-with a final report submission to the FDA by dehivered-a-CREtousregarding
the end of -Bhﬁ—ﬁ-}ed—m—May—Z-GQ—Z—Zﬂm Durmg —md-reatrﬂg—t-h&t—the fourth quarter of 2024, we submitted MAAs FBA-had

; ; - for —&ﬂd—ANKTIVA w1th BCG for the

treatment of patients w1th BCG
te—t-he—F—BA—s—pre» Unresponswe NMIBC CIS to i

ERE-On-Oectober26-, whlch agencles %%—w&&nﬂeuﬁeed—fhat—ﬂae—F-BA—had-accepted such MAAs eurBEA-resubmisston-for
review in and-eonsidered-itas-a-eompleteresponse-to-the first quarter CRE-The FDA-hasset-a-new-userfee-goal-date
PDUFEA-date)-of Aprit23;2024-2025 . There-These are the first such submissions for us, the regulatory review process is
uncertam, and there can be no assurance that the F—BA—agencles will approve u-l-t-rmatelry—ag-ree—t-h&t—the MAAS on ﬁsues—raised

marketing or drug approval applications to the FDA or Comparable forergn authorities —ror any other product candidate, and we
may never receive such regulatory approval for any of our other product candidates or regulatory approval that will allow us to
successfully commercialize etr-such other product candidates. In addition, regulatory agencies may lack experience with our
technologies and products, which may lengthen the regulatory review process, increase our development costs and delay or
prevent their commercialization. Regulatory authorities have substantial discretion in the approval process and may refuse to
accept any application or may decide that our data are insufficient for approval and require additional preclinical studies, clinical
trials or other research. The number and types of preclinical studies and clinical trials that will be required for regulatory
approval also vary depending on the product candidate, the disease or condition that the product candidate is designed to address
and the regulations applicable to any particular product candidate. Approval policies, regulations or the type and amount of
clinical data necessary to gain approval may change during the course of a product candidate’ s clinical development and may
vary among jurisdictions and additional government regulations may be enacted that could prevent, limit or delay regulatory
approval of our ether product candidates. Any delay in completing development or obtaining, or failing to obtain, required
approvals would have a material and adverse effect on our ability to generate revenue from the particular product candidate for
which we are developing and seeking approval. If we are slow or unable to adapt to changes in existing requirements or the
adoption of new requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing
approval that we may have obtained, be subject to other regulatory enforcement action, and we may not achieve or sustain
profitability. Obtaining and maintaining regulatory approval of our approved product or other product candidates in one
jurisdiction does not mean that we will be successful in obtaining regulatery-approval-ofotr—- or product-eandidates-inother
jarisdietions—Obtainingand-maintaining regulatory approval in other jurisdictions. Obtaining and maintaining regulatory
approval of our approved product eut—- or other product candidates in one jurisdiction does not guarantee-mean that we will
be able-to-successful in obtain-obtaining or maintatn-maintaining regulatory approval in amy-other jarisdtetion-jurisdictions ,
however a failure or delay in obtaining regulatory approval in one jurisdiction may have a negative effect on the regulatory
review process in others. Approval policies, procedures and requirements may vary among jurisdictions and can involve
requirements and administrative review periods different from, and greater than, those in the U. S., including additional



preclinical studies or clinical trials as clinical trials conducted in one jurisdiction may not be accepted by regulatory authorities
in other jurisdictions. For example, even if the FDA grants marketing approval of a product candidate, comparable regulatory
authorities in foreign jurisdictions must also approve the manufacturing, marketing and promotion of the product candidate in
those countries. In many jurisdictions outside the U. S., a product candidate must be approved for reimbursement before it can
be approved for sale in that jurisdiction. In some cases, the price that we intend to charge for our product candidates is also
subject to approval. Obtaining foreign regulatory approvals and establishing and maintaining compliance with foreign regulatory
requirements could result in significant delays, difficulties and costs for us and could delay or prevent the introduction of our
approved product or other product candidates in certain countries. If we fail to comply with the regulatory requirements in
international markets and / or fail to receive applicable marketing approvals, our target market will be reduced and our ability to
realize the full market potential of our approved product or other product candidates will be harmed . Failure to obtain
regulatory approval in any targeted jurisdiction would prevent us from marketing our products to a larger patient
population and reduce our commercial opportunities. In order to market our products in the EU, UK, U. S. and other
jurisdictions, we and any collaboration partners must obtain separate regulatory approvals and comply with numerous
and varying regulatory requirements. The time required to obtain approval in other countries may differ from that
required to obtain FDA approval. The foreign regulatory approval process may include all of the risks associated with
obtaining FDA approval as well as additional or different risks, and we may not obtain foreign regulatory approvals on
a timely basis, if at all. Approval by the European Commission, MHRA or the FDA does not ensure approval by
regulatory authorities in other countries, and approval by one foreign regulatory authority does not ensure approval by
regulatory authorities in other foreign countries or by the FDA. We or any collaboration partners may not be able to file
for regulatory approvals and may not receive necessary approvals to commercialize our products in the EU, UK and
other foreign jurisdictions or for new product candidates and / or new indications in the U. S. Failure to obtain these
approvals would harm our business, financial condition and results of operations. Even though we have received
regulatory approval for our approved product, we will continue to be subject to ongoing regulatory requirements
concerning it and our other product candidates, which may result in significant additional expenses. Additionally, our
other product candidates, if approved, could be subject to labeling and other restrictions, and we may be subject to
penalties if we fail to comply with regulatory requirements or experience unanticipated problems with our approved
product or other product candidates . Any regulatory approvals that we receive for our product candidates may also be
subject to limitations on the approved indicated uses for which the product may be marketed, or to conditions of approval, or
contain requirements for potentially costly post- marketing testing, including Phase 4 clinical trials, and surveillance to monitor
safety and efficacy. In addition, the manufacturing processes, labeling, packaging, distribution, adverse event reporting, storage,
advertising, promotion and recordkeeping for any approved product , including our current product, will be subject to
extensive and ongoing regulatory requirements. These requirements include submissions of safety and other post- marketing
information and reports, including reporting of certain adverse events as well as continued compliance with cGMP for the drug
products, and GCP guidelines for any clinical trials that we conduct post- approval. Later discovery of previously unknown
problems with an approved product, including adverse events of unanticipated severity or frequency, or with manufacturing
operations or processes, or failure to comply with regulatory requirements, may result in, among other things: ¢ holds on clinical
trials; ¢ restrictions on the marketing or manufacturing of the product, withdrawal of the product from the market, or voluntary
or mandatory product recalls; ¢ imposition of a REMS, which may include distribution or use restrictions; ¢ requirements to
conduct additional post- market clinical trials to assess the safety of the product; ¢ revisions to the labeling, including limitation
on approved uses or the addition of additional warnings, contraindications or other safety information, including boxed
warnings; * manufacturing delays and supply disruptions where regulatory inspections identify observations of non-
neneompliattee---- compliance requiring remediation; © fines, warning or untitled letters; * refusal by the FDA to approve
pending applications or supplements to approved applications submitted by us, or withdrawal of product approvals; ¢ product
seizure or detention, or refusal to permit the import or export of product candidates; and ¢ injunctions or the imposition of civil
or criminal penalties. The FDA’ s policies may change, and additional government regulations may be enacted that could
prevent, limit or delay regulatory approval of our product candidates. We cannot predict the likelihood, nature or extent of
government regulation that may arise from future legislation or administrative action, either in the U. S. or abroad. If we are
slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or are not able to
maintain regulatory compliance, we may lose any marketing approval that may have been obtained and we may not achieve or
sustain profitability, which would adversely affect our business. If we are unable to establish sales, marketing and distribution
capabilities, we may not be successful in commercializing our approved product or our other product candidates if and when
they are approved. We are in the process of implementing our sales and marketing personnel hiring plan and building out key
commercialization infrastructure for the commercialization of our approved product . To achieve commercial success for any
other product for which we have-ebtained—- obtain marketing approval, we sw-may need to establish-a-hire additional sales
and marketing teamr-personnel . We expeet-have bullt and are contmumg to burld a focused qales and marketmg
infrastructure to market our approved product eandid v 6

and when they are approved 1nclud1ng by partnerrng with experienced third party contractors. There are risks 1nvolved Wrth
establishing our own sales, marketing and distribution capabilities and entering into arrangements with third parties to perform
these services. For example, recruiting and training a sales force is expensive and time = consuming and could delay any product
launch. If the commercial launch of a product candidate for which we recruit a sales force and establish marketing capabilities is
delayed or does not occur for any reason, including failure to receive marketing approval from the FDA, we would have
prematurely or unnecessarily incurred these commercialization expenses. For example, we had previously hired sales and



marketing personnel for a launch of our fead-now- approved product eandidate-, but we received a CRL from the FDA in May
2023. We may also inaccurately estimate the number of representatives needed to build our sales force, which may result in
unnecessary expense or the inability to scale as quickly as needed. This may be costly, and our investment would be lost if we
cannot retain or reposition our sales and marketing personnel. Factors that may inhibit our efforts to commercialize our
approved product and other product candidates, if approved, on our own include: * our inability to recruit, train and retain
adequate numbers of effective sales, marketing, reimbursement, customer service, medical affairs, and other support personnel;
« the inability of sales personnel to obtain access to physicians or increase market aeeeptable-acceptance of our approved
product or any other product candidate, if approved : « the inability of reimbursement professionals to negotiate
arrangements for coverage or adequate reimbursement by payors for our approved predtets— product or any other product
candidate, if approved ; ° the inability to price our approved product or any other product candidates , if approved, at a
sufficient price point to ensure an adequate and attractive level of profitability; ¢ restricted or closed distribution channels that
make it difficult to distribute our approved product or any other product candidates , if approved, to segments of the patient
population; and * unforeseen costs and expenses associated with creating an 1ndependent commercialization organization. If we
do not establish sales, marketing and distribution capabilities successfully, eitheron-eurowinorireoHaboration-with-third
pa-rt-res—we W111 not be successful in commermahzlng our approved product or any other product candidates —Preblemsrelated
g y d , if approved a-n—l-nefease—l-n-pfeduet—fee}ass—ef
eests—pfeduet—reea-l—ls—e%pfeéuet—sheﬁages— Manufacturlng finished drug products especially in large quantities, is complex. ¥

Our product, and if our other product candidates receive regulatory approval, they-will require several manufacturing steps
and may involve complex techniques to ensure quality and sufficient quantity, especially as the manufacturing scale increases.
Our approved product and other product candidates will need to be made consistently and in compliance with a clearly
defined manufacturing process pursuant to FDA regulations. Accordingly, it will be essential to be able to validate and control
the manufacturing process to assure-ensure that it is reproducible. Slight deviations anywhere in the manufacturing process,
including obtaining materials, filling, labeling, packaging, storage, shipping, quality control and testing, may result in lot
failures, delay in the release of lots, product recalls or spoilage. Success rates can vary dramatically at different stages of the
manufacturing process, which can lower yields and increase costs. We may experience deviations in the manufacturing process
that may take significant time and resources to resolve and, if unresolved, may affect manufacturing output and cause us to fail
to satisfy contractual commitments, cause recalls, lead to delays in our clinical trials or result in litigation or regulatory action.
Such actions would hinder our ability to meet contractual obligations and could cause material adverse consequences for our
business. If we fail to comply with U. S. and foreign regulatory requirements, regulatory authorities could limit or withdraw any
marketing or commercialization approvals we have or may receive and subject us to other penalties that could materially harm
our business. For example, our GMP- in- a- Box may be regulated by the FDA as a medical device, and regulatory compliance
for medical devices is expensive, complex and uncertain, and a failure to comply could lead to enforcement actions against us
and other negative consequences for our business. The FDA and similar agencies regulate medical devices. All of our potential
medical device products and material modifications will be subject to extensive regulation and clearance or approval from the
FDA and non- U. S. regulatory agencies prior to commercial sale and distribution as well as after clearance or approval.
Complying with these regulations is costly, time - consuming, complex and uncertain. For instance, before a new medical
device, or a new intended use for an existing device, can be marketed in the U. S., a company must first submit a premarket
submission, such as a premarket notification (510 (k)), De Novo request, or PMA, and receive clearance, De Novo grant, or
approval from the FDA, unless an exemption applies. Any regulatory approvals that we receive for our drag-approved product
and other product candidates will require surveillance to monitor the safety and efficacy of the product eandidate-. The FDA
and similar agencies have significant pre- and post- market authority, including requirements related to product design,
development, testing, laboratory and preclinical studies, clinical trials approval, manufacturing processes and quality (including
suppliers), labeling, packaging, distribution, adverse event and deviation reporting, storage, shipping, premarket clearance or
approval, advertising, marketing, promotion, sale, import, export, product change, recalls, submissions of safety and
effectiveness, post- market surveillance and reporting of deaths or serious injuries and certain malfunctions, and other post-
marketing information and reports such as deviation reports, registration, product listing, annual user fees, and recordkeeping
for our product candidates. The FDA may also require a REMS to approve our product candidates, which may impose further
requirements or restrictions on the distribution or use of an approved drug or therapeutic biologic. The FDA may also require
post- approval Phase 4 trials. Moreover, the FDA and comparable foreign regulatory authorities will continue to closely monitor
the safety profile of any product even after approval. Medical devices regulated by the FDA are subject to general controls
which include: registration with the FDA; listing commercially distributed products with the FDA; complying with cGMP under
QSR; filing reports with the FDA of and keeping records relative to certain types of adverse events associated with devices
under the medical device reporting regulation; assuring that device labeling complies with device labeling requirements; and
reporting certain device field removals and corrections to the FDA. In addition to the general controls, some Class 2 medical
devices are also subject to special controls. Most medical devices that require premarket review by the FDA, including most
Class 2 medical devices, require the submission of a 510 (k) or a De Novo request and obtaining 510 (k) clearance or De Novo
grant prior to marketing the device. Some devices known as 510 (k)- exempt devices can be marketed without prior clearance or
approval from the FDA. Most Class 3 devices are subject to the FDA’ s PMA requirement. Further, in February 2024, the FDA
issued a final rule replacing the QSR with the QMSR, which incorporates by reference the quality management system
requirements of ISO 13485: 2016. The FDA has stated that the standards contained in ISO 13485: 246-2016 are substantially
similar to those set forth in the existing QSR. This final rule does not go into effect until February 2026. The FDA can also
refuse to clear or approve premarket submissions for any medical device we develop. We may not be able to obtain the
necessary clearances or approvals or may be unduly delayed in doing so, for any medical device products we develop, which




could harm our business. Furthermore, even if we are granted regulatory clearances or approvals for any medical device
products, they may include significant limitations on the indicated uses for the product, which may limit the market for the
product. In addition, we, our contractors, and our collaborators are and will remain responsible for FDA compliance. We and
any of our collaborators, including our CMOs eentraetmanufaeturers-, could be subject to periodic unannounced inspections by
the FDA to monitor and ensure compliance with regulatory requirements. Application holders must further notify the FDA, and
depending on the nature of the change, obtain FDA pre- approval for product and manufacturing changes. The cost of
compliance with post- approval regulations may have a negative effect on our operating results and financial condition. If the
FDA or comparable foreign regulatory authorities become aware of new safety information or previously unknown problems
after approval of our approved product or any of our other product candidates, including: (i) adverse events of unanticipated
severity or frequency, (ii) that the product is less effective than previously thought, (iii) problems with our third- party
manufacturers or manufacturing processes or (iv) failure to comply with regulatory requirements, or if we violate regulatory
requirements at any stage, whether before or after marketing approval is obtained, we may face a number of regulatory
consequences, including fines, warnings or untitled letters, holds on clinical trials, delay of approval or refusal by the FDA to
approve pending applications or supplements to approved applications, suspension or withdrawal of regulatory approval,
product recalls and seizures, administrative detention of products, refusal to permit the import or export of products, operating
restrictions or partial suspension or total shutdown of production, injunctions, consent decrees, civil penalties and criminal
prosecution, among other consequences. Additionally, we may face unanticipated expenditures to address or defend such
actions and customer notifications for repair, replacement or refunds. Any such restrictions could limit sales of the product. Any
of these events could further have other material and adverse effects on our operations and business and could adversely impact
our stock price and could significantly harm our business, financial condition, results of operations, and prospects. The FDA
also regulates the advertising and promotion of medical devices to ensure that the claims are consistent with their regulatory
clearances or approvals, that there are adequate and reasonable data to substantiate the claims and that the promotional labeling
and advertising is neither false nor misleading in any respect. If the FDA determines that any of our advertising or promotional
claims are misleading, not substantiated or not permissible, we may be subject to enforcement actions, including warning letters,
and we may be required to revise our promotional claims and make other corrections or restitutions. Failure to comply with
applicable U. S. requirements regarding, for example, promoting, manufacturing, or labeling our medical device products, may
subject us to a variety of administrative or judicial actions and sanctions, such as Form 483 observations, warning letters,
untitled letters, product recalls, product seizures, total or partial suspension of production or distribution, injunctions, fines, civil
penalties and criminal prosecution. If any of our medical device products cause or contribute to a death or a serious injury or
malfunction in certain ways, we will be required to report under applicable medical device reporting regulations, which can
result in voluntary corrective actions or agency enforcement actions. If any of these events were to occur, it would have a
material and adverse effect on our business, financial condition and results of operations. The FDA and other regulatory
agencies actively enforce the laws and regulations prohibiting pre- approval promotion and the promotion of off- label uses. If
we or our sales and marketing partners violate these laws and regulations, we could face civil liability or encounter
regulatory investigations and significant regulatory penalties and sanctions. The FDA prohibits the pre- approval
promotion of drugs as safe and effective for the purposes for which they are under investigation. Similarly, the FDA prohibits
the promotion of approved drugs for new or unapproved indications. If the FDA finds that we have engaged in pre- approval
promotion of our future product candidates, or if our approved product or any of our future-other product candidates are
approved and we are found to have improperly promoted off- label uses of those products, we may become subject to significant
liability. The FDA and other regulatory agencies strictly regulate the promotional claims that may be made about prescription
products, such as our futare-approved product and other product candidates, if approved. In particular an approved product
may not be promoted for uses that are not approved by the FDA or such other regulatory agencies as reflected in the product’ s
approved labeling. However H-we e : p ate-, physicians may nevertheless prescribe
t#-our product, or any future approved product to their patrents in a manner that is inconsistent with the approved label,
which is within their purview as part of their practice of medicine. If we are found to have promoted such off- label uses,
however, we may become subject to significant liability. The U. S. federal government has levied large civil and criminal fines
against companies for alleged improper promotion of off- label use and has enjoined several companies from engaging in off-
label promotion. The FDA has also requested that companies enter into consent decrees or permanent injunctions under which
specified promotional conduct is changed or curtailed. The FDA may also issue a public warning letter or untitled letter to the
company. If we cannot successfully manage the promotion of our product or any future approved products, we could become
subject to significant liability, which would materially adversely affect our business and financial condition. Inappropriate
assumptions may be drawn based on Results-results for patients who receive access to any patient-who-reeetves-of our non-
approved product candidates through compassionate use , EAPs, or right to try access , which te-eurprodueteandidates
should not be Vlewed as representatrve of how the product candldate will perform in a well- controlled clinical trial and-eannot
be-used-toestablishsa eae egtle approval-. We often receive requests for compassionate use access to our
1nvest1gat10nal drugs by patrents that do not meet the entry criteria for enrollment into our clinical trials. Generally, patients
requesting compassionate use have no other treatment alternatives for life- threatening conditions. We evaluate each
compassionate use request on an individual basis, and in some cases grant access to our investigational product candidates
outside of our sponsored clinical trials if a physician certifies that the patient receiving treatment is critically ill and does not
meet the entry criteria for one of our open clinical trials. Individual patient results from compassionate use access may not be
used to support submission of a regulatory application, may not support approval of a product candidate, and should not be
considered to be indicative of results from any ongoing or future well- controlled clinical trial. Before we can seek regulatory
approval for any of our product candidates, we must demonstrate in well- controlled clinical trials statistically significant




evidence that the product candidate is both safe and effective for the indication for which we are seeking approval. The results
of our compassionate use program may not be used to establish safety or efficacy or regulatory approval. In addition, some
patients who receive access to product candidates prior to their commercial approval through compassionate use, EAPs,
or right to try access have life- threatening illnesses and have exhausted all other available therapies. The risk for SAEs
in this patient population is high, which could have a negative impact on the safety profile of ANKTIVA or future
product candidates, which could cause significant delays or an inability to successfully commercialize ANKTIVA or
future product candidates, which could materially harm our business. We may in the future need to restructure or pause
any future compassionate use and / or EAP we initiate in order to perform the controlled clinical trials required for
regulatory approval and successful commercialization of ANKTIVA or future product candidates, which could prompt
adverse publicity or other disruptions related to current or potential participants in such programs. We are and will be
subject to U. S. and certain foreign export and import controls, sanctions, embargoes, anti- corruption laws and anti- money
laundering laws and regulations. Compliance with these legal standards could impair our ability to compete in domestic and
international markets. We can face criminal and / or civil liability and other serious consequences for violations, which can harm
our business. Our approved product and our other product candidates will be subject to export control and import laws and
regulations, including the U. S. Export Administration Regulations, U. S. Customs regulations and various economic and trade
sanctions regulations administered by the OFAC, the FCPA, the U. S. domestic bribery statute contained in 18 U. S. C. § 201,
the U. S. Travel Act, the USA PATRIOT Act and possibly other state and national anti- bribery and anti- money laundering
laws in countries in which we conduct activities. Anti- corruption laws are interpreted broadly and prohibit companies and their
employees, agents, third- party intermediaries, joint venture partners and collaborators from authorizing, promising, offering or
providing, directly or indirectly, improper payments or benefits to recipients in the public or private sector. We use CROs abroad
for clinical trials. In addition, we may engage third- party intermediaries to sell our approved product or other product
candidates and solutions abroad once we enter a commercialization phase for our approved product or such other product
candidates and / or to obtain necessary permits, licenses, and other regulatory approvals. We or our third- party intermediaries
may have direct or indirect interactions with officials and employees of government agencies or state- owned or affiliated
entities. We can be held liable for the corrupt or other illegal activities of these third- party intermediaries, our employees,
representatives, contractors, partners and agents, even if we do not explicitly authorize or have actual knowledge of such
activities. If we fail to comply with these laws and regulations, we and certain of our employees could be subject to substantial
civil or criminal fines and penalties, imprisonment, the loss of export or import privileges, debarment, tax reassessments, breach
of contract and fraud litigation, reputational harm and other consequences. We have adopted an anti- corruption policy, which
mandates compliance with the FCPA and other anti- corruption laws applicable to our business throughout the world. However,
there can be no assurance that our employees and third- party intermediaries will comply with this policy or such anti-
corruption laws. Non- compliance with anti- corruption and anti- money laundering laws could subject us to whistleblower
complaints, investigations, sanctions, settlements, prosecution, other investigations, or other enforcement actions. If such actions
are launched, or governmental or other sanctions are imposed, or if we do not prevail in any possible civil or criminal litigation,
our business, results of operations and financial condition could be materially harmed. In addition, responding to any action will
likely result in a materially significant diversion of management’ s attention and resources and significant defense and
compliance costs and other professional fees. In certain cases, enforcement authorities may even cause us to appoint an
independent compliance monitor, which can result in added costs and administrative burdens. There is currently significant
uncertainty about the future relationship between the U. S. and various other countries, most significantly China, with respect to
trade policies, treaties, tariffs, taxes, and other limitations on cross- border operations. The U. S. government has made and
continues to make significant additional changes in U. S. trade policy and may continue to take future actions that could
negatively impact U. S. trade. For example, legislation has been introduced in Congress to limit certain U. S. biotechnology
companies from using equipment or services produced or provided by select Chinese biotechnology companies, and others in
Congress have advocated for the use of existing executive branch authorities to limit those Chinese service providers’ ability to
engage in business in the U. S. We cannot predict what actions may ultimately be taken with respect to trade relations between
the U. S. and China or other countries, what products and services may be subject to such actions or what actions may be taken
by the other countries in retaliation. If we are unable to obtain or use services from existing service providers or become unable
to export or sell our products to any of our customers, our business, liquidity, financial condition, and / or results of operations
would be materially and adversely affected. Our failure to comply with state, national and / or international privacy and security
laws and regulations could lead to government enforcement actions and significant penalties against us j-and adversely impact
our operating results. There are numerous laws and regulations at the federal and state levels addressing privacy and security
concerns, and some state laws apply more broadly than HIPAA and associated regulations. For example, the CCPA, which went
into effect on January 1, 2020, provides, among other things, new privacy and security obligations for covered companies and
new privacy rights to California consumers, including the right to opt out of certain sales of their personal information. The
CCPA also provides for civil penalties as well as a private right of action with statutory damages for certain data breaches,
thereby potentially increasing risks associated with a data breach. Although the CCPA includes limited exceptions, including for
certain personal information collected as part of certain clinical trials or other biomedical research studies, it may regulate or
impact our processing of personal information depending on the context. Additionally, the CPRA was approved by California
voters in November 2020. The CPRA significantly modifies the CCPA, which may require us to modify our practices and
policies and may further increase our compliance costs and potential liability. Certain states have also enacted or proposed
privacy laws governing health information, including for example, Washington’ s My Health, My Data Act and Nevada’ s
Senate Bill 370, and all 50 states have enacted laws imposing obligations to provide notification of certain security breaches of
personal information. Additionally, several states have enacted or proposed laws similar to the CCPA, such as in New York,



Virginia, Colorado, Utah, Connecticut, lowa, Indiana, Montana, Tennessee, Oregon, Florida, Delaware, and Texas. These laws
could mark the beginning of a further trend toward more stringent privacy laws in the U. S. and have prompted a number of
proposals for new federal and state- level privacy laws. We cannot yet determine the impact these laws or changes may have on
our business and operations ;-but anticipate they could increase our compliance costs and potential liability, impair our ability to
collect, use or otherwise process personal information, expose us to greater liability and require us to modify our practices and
policies in an effort to comply. There are also various laws and regulations in other jurisdictions relating to privacy and security.
For example, EU member states and other foreign jurisdictions, including the UK and Switzerland, have adopted data protection
laws and regulations which impose significant compliance obligations on us. The collection, use, and other processing of
personal data, including patient or health data, in the EU, may be governed by the GDPR. The GDPR, which is wide- ranging in
scope and applies extraterritorially, imposes, among other things, requirements relating to the consent of the individuals to
whom the personal data relates, the notices provided to such individuals, the security and confidentiality of personal data, data
breach notification, the adoption of appropriate privacy governance, including policies, procedures, training and audits, and the
use of third- party processors in connection with the processing of personal data. The GDPR also imposes strict rules on the
transfer of personal data out of the EU, including to the U. S., provides data protection authorities with enforcement authority
and imposes large penalties for non- neneomphanee—-- compliance , including the potential for fines of up to € 20 million or up
to 4 % of the total worldwide annual global revenues of the noncompliant entity, whichever is greater. GDPR requirements
apply not only to third- party personal data transfers, but also to transfers of personal data between us and our subsidiaries,
including employee information. In addition, in January 2021, following its exit from the EU, the UK transposed the GDPR into
its domestic law with its own version of the GDPR (comblnlng the GDPR and the UK GDPR BataProteetionrAetof2648-),
which currently imposes the same obligations as the GDPR in most material respects and provides for fines of up £ 17. 5 million
or up to 4 % of the total worldwide annual global revenues of the noncompliant entity, whichever is greater. Complying with
numerous, complex, and changing laws and regulations is expensive and difficult. Any actual or alleged failure to comply with
any privacy or security law or regulation, or security breach or other incident, including those involving the misappropriation,
loss, or other unauthorized use, disclosure or other processing of sensitive or confidential patient, consumer or other personal
information, whether by us, one of our CROs or business associates or another third party, could adversely affect our business,
financial condition, and results of operations, and could subject us to investigations, litigation, and other proceedings, material
fines and penalties, compensatory, special, punitive and statutory damages, consent orders regarding our privacy and security
practices, requirements that we provide notices, credit monitoring services and / or credit restoration services or other relevant
services to impacted individuals, adverse actions against our licenses to do business, reputational damage, and injunctive relief.
The enactment of, and changes to, privacy and security laws and regulations have increased our responsibility and potential
liability, including in relation to the personal data that we process and our clinical trials, and we may be required to put in place
additional mechanisms in an effort to comply with applicable laws and regulations, which could divert management’ s attention
and increase our cost of doing business. In addition, any new law or regulation relating to privacy and security, or any applicable
industry standard, may increase our costs of doing business. In this regard, we expect that there will continue to be new
proposed laws, regulations and industry standards relating to privacy and security in the U. S., the UK, the EU, and other
jurisdictions, and we cannot determine the impact such future laws, regulations and standards may have on our business. We
cannot assure you that our CROs or other third- party service providers with access to our or our customers’, suppliers’, trial
patients’ and employees’ personal information or other sensitive or confidential information will not breach applicable laws or
regulations or contractual obligations imposed by us, or that they will not experience security breaches or incidents, which could
have a corresponding effect on our business, including putting us in breach of our obligations under privacy and security laws
and regulations and / or which could in turn adversely affect our business, results of operations and financial condition. We
cannot assure you that the measures and safeguards we have taken will protect us from the foregoing risks, any of which could
have a material adverse effect on our business, financial condition, results of operations and prospects. We and our third- party
contractors must comply with environmental, health and safety laws and regulations. A failure to comply with these laws and
regulations could expose us to significant costs or liabilities. We and any of our third- party CMOs eentractmantfaetarers-or
suppliers are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory
procedures and the handling, use, generation, manufacture, storage, treatment and disposal of hazardous materials and wastes.
Hazardous chemicals, including flammable and biological materials, are involved in certain aspects of our business, and we
cannot eliminate the risk of injury or contamination from the use, generation, manufacture, distribution, storage, handling,
treatment or disposal of hazardous materials and wastes. In the event of contamination or injury, or failure to comply with such
environmental, health and safety laws and regulations, we could be held liable for any resulting damages, fines and penalties
associated with such liability, which could exceed our assets and resources. Although we will 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 biological
or hazardous materials or wastes arising out of and in the course of employment, this insurance may not provide adequate
coverage against potential liabilities. We do not maintain comprehensive insurance coverage for liabilities arising from medical
or hazardous materials, environmental liability or toxic tort claims that may be asserted against us in connection with our storage
or disposal of biological or hazardous materials. Environmental, health and safety laws and regulations are becoming
increasingly more stringent. We may incur substantial costs in order to comply with current or future environmental, health and
safety laws and regulations. These current or future laws and regulations may impair our research, development or production
efforts, which could harm our business, prospects, financial condition or results of operations. Our failure to comply with these
laws and regulations also may result in substantial fines, penalties or other sanctions. Coverage and reimbursement may be
limited or unavailable in certain market segments for our approeved product or other product candidates, which could make it
difficult for us to sell our approved product or other product candidates profitably. In both domestic and foreign markets, sales



of our approved product or other product candidates, if approved, depend on the availability of coverage and adequate
reimbursement from third- party payors. Third- party payors, whether domestic or foreign, or governmental or commercial, are
developing increasingly sophisticated methods of controlling healthcare costs. Regulatory authorities and third- party payors
have attempted to control costs by limiting coverage and the amount of reimbursement for particular medications, which could
affect our ability or that of our collaborators to sell our product candidates profitably. In addition, third - party payors are
requiring higher levels of evidence of the benefits and clinical outcomes of new technologies and are challenging the prices
charged. Patients who are provided medical treatment for their conditions generally rely on third- party payors to reimburse all
or part of the costs associated with their treatment. Patients are unlikely to use our approved product or other product
candidates unless coverage is provided, and reimbursement is adequate to cover a significant portion of the cost of our
approved product or other product candidates. Such third- party payors include government health programs such as Medicare
and Medicaid, managed care providers, private health insurers and other organizations. Obtaining coverage and adequate
reimbursement from governmental healthcare programs, such as Medicare and Medicaid, and commercial payors is critical to
new product acceptance. In addition, because our approved product and other product candidates represent new approaches to
the treatment of cancer, we cannot accurately estimate the potential revenues from our approved product or other product
candidates. Government authorities and third- party payors decide which drugs and treatments they will cover and the amount
of reimbursement. Coverage decisions may depend upon clinical and economic standards that disfavor new drug products when
more established or lower cost therapeutic alternatives are already available or subsequently become available. These payors
may not view our approved product or other future products, if any, as cost- effective, and coverage and reimbursement may
not be available to our customers, or those of our collaborators, or may not be sufficient to allow our approved product or
other future approved products, if any, to be marketed on a competitive basis. If reimbursement is not available, or is available
only to limited levels, our product and other product candidates may be competitively disadvantaged, and we, or our
collaborators, may not be able to successfully commercialize our approved product or other product candidates. Alternatively,
securing favorable reimbursement terms may require us to compromise pricing and prevent us from realizing an adequate
margin over cost. Reimbursement by a third- party payor may depend upon a number of factors, including, but not limited to, the
third- party payor’ s determination that use of a product is: * a covered benefit under its health plan;  safe, effective and
medically necessary; * appropriate for the specific patient; ¢ cost- effective; and ¢ neither experimental nor investigational. In the
U. S., no uniform policy of coverage and reimbursement for products exists among third- party payors. Therefore, coverage and
reimbursement for products can differ significantly from payor to payor. As a result, the coverage determination process is often
a time- consuming and costly process that will require us to provide scientific and clinical support for the use of our approved
product and our other product candidates , if approved, to each payor separately, with no assurance that coverage and
adequate reimbursement will be obtained. Moreover, the factors noted above have continued to be the focus of policy and
regulatory debate that has, thus far, shown the potential for movement towards permanent policy changes; this trend is likely to
continue, and may result in more or less favorable impacts on pricing. The recent and ongoing series of congressional hearings
relating to drug pricing has presented heightened attention to the biopharmaceutical industry, creating the potential for political
and public pressure, while the potential for resulting legislative or policy changes presents uncertainty. Congress has considered
and may continue to consider legislation that, if passed, could have significant impact on prices of prescription drugs covered by
Medicare, including limitations on drug price increases. The impact of these regulations and any future healthcare measures and
agency rules implemented-by-the Bidemradministration-on us and the pharmaceutical industry as a whole is currently unknown .
Further, changes in the leadership of the FDA and other federal agencies may lead to new policies, changes in
regulations, or disruptions to the operations of the federal agencies, any of which may impact our clinical development
plans . The implementation of cost containment measures or other healthcare reforms may prevent us from being able to
generate revenue, attain profitability, or commercialize our approved product and other product candidates if approved.
Complying with any new legislation and regulatory changes could be time- intensive and expensive, resulting in a material
adverse effect on our business. Prices paid for a drug also vary depending on the class of trade. Prices charged to government
customers are subject to price controls, including ceilings, and private institutions obtain discounts through group purchasing
organizations. Net prices for drugs may be further reduced by mandatory discounts or rebates required by government
healthcare programs and demanded by private payors. It is also not uncommon for market conditions to warrant multiple
discounts to different customers on the same unit, such as purchase discounts to institutional care providers and rebates to the
health plans that pay them, which reduces the net realization on the original sale. In addition, federal programs impose penalties
on manufacturers of drugs marketed under a BLA or NDA, in the form of mandatory additional rebates and / or discounts if
commercial prices increase at a rate greater than the Consumer Price Index- Urban, and these rebates and / or discounts, which
can be substantial, may impact our ability to raise commercial prices. For example, under the American Rescue Plan Act of 2021
effeetiveJanuary 12624, the statutory cap on Medicaid Drug Rebate Program rebates that manufacturers pay to state
Medicaid programs sw-be-has been eliminated. Elimination of this cap may require pharmaceutical manufacturers to pay more
in rebates than it-they reeeives— receive on the sale of products, which could have a material impact on our business. In August
2022, Congress passed the IRA, which includes prescription drug provisions that have significant implications for the
pharmaceutical industry and Medicare beneficiaries, including allowing the federal government to negotiate a maximum fair
price for certain high- priced single source Medicare drugs, imposing penalties and excise tax for manufacturers that fail to
comply with the drug price negotiation requirements, requiring inflation rebates for all Medicare Part B and Part D drugs, with
limited exceptions, if their drug prices increase faster than inflation, and redesigning Medicare Part D to reduce out- of- pocket
prescription drug costs for beneficiaries, among other changes. Only high- expenditure single- source drugs that have been
approved for at least 7 years (11 years for single- source biologics) can qualify for negotiation, with the negotiated price
taking effect 2 years after the selection year. For 2026, the first year in which negotiated prices become effective, CMS



selected 10 high- cost Medicare Part D drugs in 2023, negotiations began in 2024, and the negotiated maximum fair price
for each drug has been announced. CMS has selected 15 additional Medicare Part D drugs for negotiated maximum fair
pricing in 2027. For 2028, up to an additional 15 drugs, which may be covered under either Medicare Part B or Part D,
will be selected, and for 2029 and subsequent years, up to 20 additional Medicare Part B or Part D drugs will be selected.
Various industry stakeholders, including certain pharmaceutical companies and the Pharmaceutical Research and Manufacturers
of America, have initiated lawsuits against the federal government asserting that the price negotiation provisions of the IRA are
unconstitutional. The impact of these judicial challenges, legislative, executive, and administrative actions and any future
healthcare measures and agency rules implemented-by-the Bidenadmintstration-on us and the pharmaceutical industry as a
whole is unclear. Cost control initiatives could cause us, or our collaborators, to decrease, discount, or rebate a portion of the
price we, or they, might establish for products, which could result in lower than anticipated product revenues. If the prices
realized priees-for our approved product or other product candidates, if any, decrease or if governmental and other third- party
payors do not provide adequate coverage or reimbursement, our prospects for revenues and profitability will suffer. Even if we
obtain coverage for a given product, the resulting approved reimbursement payment rates might not be high enough to allow us
to establish or maintain a market share sufficient to realize a sufficient return on our or their investments or achieve or sustain
profitability or may require co- payments that patients find unacceptably high. If payors subject our approved product or other
product candidates to maximum payment amounts or impose limitations that make it difficult to obtain reimbursement,
providers may choose to use therapies which are less expensive when compared to our approved product or other product
candidates. Additionally, if payors require high co- payments, beneficiaries may decline our therapies and seek alternative
therapies and physicians may be reluctant to recommend our approved product to their patients . We may need to conduct
post- marketing studies in order to demonstrate the cost- effectiveness of any future products to the satisfaction of physicians
and other target customers and third- party payors. Such studies might require us to commit a significant amount of management
time and financial and other resources. Our future products might not ultimately be considered cost- effective. Adequate third-
party coverage and reimbursement might not be available to enable us to maintain price levels sufficient to realize an appropriate
return on investment in product development. We, and our collaborators, cannot be sure that coverage will be available for our
approved product or any other product candidate that we, or they, commercialize and, if available, that the reimbursement
rates will be adequate. Further, the net reimbursement for drug products may be subject to additional reductions if there are
changes to laws that presently restrict imports of drugs from countries where they may be sold at lower prices than in the U. S.
An inability to promptly obtain coverage and adequate payment rates from both government- funded and private payors for any
of our product candidates for which we obtain marketing approval could have a material adverse effect on our operating results,
our ability to raise capital needed to commercialize products, and our overall financial condition. There have been, and likely
will continue to be, legislative and regulatory proposals at the 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 the government, insurance companies, managed care organizations and other payors of healthcare
services to contain or reduce costs of healthcare and / or impose price controls may adversely affect: ¢ the demand for our
approved product or other product candidates 5-if we obtain regulatory approval; « our ability to set a price that we believe is
fair for our approved product and other product candidates; ¢ our ability to generate revenues and achieve or maintain
profitability; ¢ the level of taxes that we are required to pay; and ¢ the availability of capital. Any reduction in reimbursement
from Medicare or other government programs may result in a similar reduction in payments from private payors, which may
adversely affect our future profitability. A possible challenge for our approved product and other product candidates arises
from the fact that they may potentially be used in an inpatient setting. Inpatient reimbursement generally relies on stringent
packaging rules that may mean that there is no separate payment for our approved product or other product candidates.
Additionally, data used to set the payment rates for inpatient admissions is usually several years old and would not take into
account all of the additional therapy costs associated with the administration of our other product candidates. If special rules are
not created for reimbursement for immunotherapy treatments such as our approved product or other product candidates,
hospitals might not receive enough reimbursement to cover their costs of treatment, which will have a negative effect on their
adoption of our approved product or other product candidates . Further, the codes used by providers to bill for our
approved product could also affect reimbursement. J- codes are codes maintained by the CMS, which are a component
of the HCPCS and are typically used to report injectable drugs that ordinarily cannot be self- administered. In October
2024, we were assigned a J- code for ANKTIVA, which will be valid for use beginning on January 1, 2025. To date, we
do not have a specific J- code for any of our other product candidates. We cannot guarantee that a J- code will be
granted for any of our other product candidates, if approved. To the extent separate coverage or reimbursement is
available for our approved candidate or any other product candidates, if approved, and a specific J- code is not
available, physicians would need to use a non- specific miscellaneous J- code to bill third- party payors for these
physician- administered drugs. Because miscellaneous J- codes may be used for a wide variety of products, health plans
may have more difficulty determining the actual product used and billed for the patient. These claims must often be
submitted with additional information and manually processed, which can create delays in claims processing times as
well as increasing the likelihood for claim denials and claim errors. As a result, until our J- code for ANKTIVA can be
used in 2025, we may experience slower than expected commercial sales . We may face difficulties from changes to current
regulations and future legislation. 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 marketing approval of our
approved product or other product candidates, restrict or regulate post- approval activities, and affect our ability, or the ability
of our collaborators, to profitably sell any products for which we obtain marketing approval. We expect that current laws, as
well as other federal and state healthcare reform measures that may be adopted in the future, may result in more rigorous



coverage criteria, increased regulatory burdens and operating costs, decreased revenues from our biopharmaceutical product
candidates, decreased potential returns from our development efforts, and additional downward pressure on the price that we, or
our collaborators, may receive for any approved products. Since enactment of the ACA in 2010, in both the U. S. and certain
foreign jurisdictions, there have been a number of legislative and regulatory changes to the health care system that could impact
our ability to sell our approved product or other product candidates profitably. These changes included aggregate reductions
of Medicare payments to providers of up to 2 % per fiscal year, effective April 1, 2013, which, due to subsequent legislative
amendments, will stay in effect through 2032, with the exception of a temporary suspension implemented under various COVID
- 19 relief legislation. In January 2013, the ATRA was approved which, among other things, reduced Medicare payments to
several providers, and increased the statute of limitations period for the government to recover overpayments to providers from
three to five years. These laws may result in additional reductions in Medicare and other healthcare funding, which could have a
material adverse effect on customers for our approved product or other product candidates, if approved, and accordingly, our
financial operations. Since its enactment, various portions of the ACA have been subject to judicial and constitutional
challenges. In June 2021, the United States B—S—Supreme Court held that Texas and other challengers had no legal standing to
challenge the ACA, dismissing the case without specifically ruling on the constitutionality of the ACA. Accordingly, the ACA
remains in effect in its current form. It is unclear how this-Supreme-Cenrt-deeiston-future litigation ;-or healthcare measures
promulgated-by-the Biden-administrationrwill impact our business, financial condition and results of operatlons Complying with
any new legislation or reversing changes implemented under the ACA could be time- intensive and expensive, resulting in a
material adverse effect on our business. Any reduction in reimbursement from Medicare or other government healthcare
programs may result in a similar reduction in payments from private payors. The implementation of cost containment measures
or other healthcare reforms may prevent us from being able to generate revenues, attain profitability or commercialize our
approved product or other product candidates. Legislative and regulatory proposals may also be made to expand post-
approval requirements and restrict sales and promotional activities for drugs. We cannot be sure whether additional legislative
changes will be enacted, or whether the FDA regulations, guidance, or interpretations will be changed, or what the impact of
such changes on the marketing approvals of our approved product or other product candidates, if any, may be. In addition,
increased scrutiny by Congress of the FDA’ s approval process may significantly delay or prevent marketing approval, as well
as subject us to more stringent product labeling and post- marketing testing and other requirements. Farther-Recently , ifthe
Supreme Court overruled reverses-ereurtaits-the Chevron doctrine, which gives deference to regulatory agencies ’ statutory
interpretations in litigation against federal government agencies, such as the FDA and-, where other—- the agenetes;-law is
ambiguous. This landmark Supreme Court decision may invite more companies may-and other stakeholders to bring
lawsuits against the FDA to challenge longstanding decisions and policies of the FDA , including the FDA’ s statutory
interpretations of market exclusivities and the “ substantial evidence ” requirements for drug approvals , which could
undermine the FDA’ s authority, lead to uncertainties in the industry, and disrupt the FDA’ s normal operations, any of which
could delay the FDA’ s review of our marketing-apphieationsregulatory submissions. We cannot predict the full impact of
this decision, future judicial challenges brought against the FDA, or the nature or extent of government regulation that
may arise from future legislation or administrative action . [n addition, there have been increasing legislative efforts and
enforcement interest in the U. S. with respect to drug pricing practices, including Congressional inquiries and proposed federal
and state legislation designed to, among other things, bring more transparency to drug pricing, reduce the cost of prescription
drugs under Medicare, review the relationship between pricing and manufacturer patient programs, and reform government
program reimbursement methodologies for drugs. As discussed above, in August 2022, Congress passed the IRA, which
includes prescription drug provisions that have significant implications for the pharmaceutical industry and Medicare
beneficiaries, including allowing the federal government to negotiate a maximum fair price for certain high- priced single source
Medicare drugs, imposing penalties and excise tax for manufacturers that fail to comply with the drug price negotiation
requirements, requiring inflation rebates for all Medicare Part B and Part D drugs, with limited exceptions, if their drug prices
increase faster than inflation, and redesigning Medicare Part D to reduce out- of- pocket prescription drug costs for
beneficiaries, among other changes. Various stakeholders have initiated lawsuits against the federal government asserting that
the price negotiation provisions of the IRA are unconstitutional. The impact of these judicial challenges, future litigation in
view of the Supreme Court’ s overturn of the Chevron decision, lcgislative, executive, and administrative actions and any
future healthcare measures and agency rules implemented by the government Biden-administrationron us and the
pharmaceutical industry as a whole is unclear. At the state level, legislatures have increasingly passed legislation and
implemented regulations designed to control pharmaceutical and biological product pricing, including price or patient
reimbursement constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency
measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing. For example, the
FDA recently authorized the state of Florida to import certain prescription drugs from Canada for a period of two years to help
reduce drug costs, provided that Florida’ s Agency for Health Care Administration meets the requirements set forth by the FDA.
Other states may follow Florida. We are unable to predict the future course of federal or state healthcare legislation in the U. S.
directed at broadening the availability of healthcare and containing or lowering the cost of healthcare. The ACA and any further
changes in the law or regulatory framework that reduce our revenues or increase our costs could also have a material and
adverse effect on our business, financial condition and results of operations. We expect that additional state and federal
healthcare reform measures will be adopted in the future, any of which could limit the amounts that federal and state
governments will pay for healthcare products and services, which could result in reduced demand for our current product
candidates and any future product candidates or additional pricing pressures. Governments outside the U. S. tend to impose strict
price controls, which may adversely affect our revenues, if any. In international markets, reimbursement and health care
payment systems vary significantly by country, and many countries have instituted price ceilings on specific products and



therapies. In some countries, particularly the countries of the EU, the pricing of prescription pharmaceuticals is subject to
governmental control. In these countries, pricing negotiations with governmental authorities can take considerable time after the
receipt of marketing approval for a product. To obtain coverage and reimbursement or pricing approval in some countries, we
may be required to conduct a clinical trial that compares the cost - effectiveness of our product candidate to other available
therapies. There can be no assurance that our product candidates will be considered cost- effective by third- party payors, that an
adequate level of reimbursement will be available, or that the third- party payors’ reimbursement policies will not adversely
affect our ability to sell our product candidates profitably. If reimbursement of our product or other product candidates is
unavailable or limited in scope or amount, or if pricing is set at unsatisfactory levels, our business could be harmed, possibly
materially. Our employees, 1ndependent contractors, consultants, commercial partners, principal investigators, CROs, CMOs,
suppliers and vendors may engage in misconduct or other improper activities, including non- netieemplianee—-- compliance
with regulatory standards and requirements. We are exposed to the risk of employee fraud or other illegal activity by our
employees, independent contractors, consultants, commercial partners, principal investigators, CROs , CMO” s , suppliers and
vendors. Misconduct by these parties could include intentional, reckless and / or negligent conduct that fails to: comply with the
laws of the FDA and other similar foreign regulatory bodies, provide true, complete and accurate information to the FDA and
other similar foreign regulatory bodies, comply with manufacturing standards we have established, comply with healthcare fraud
and abuse laws in the U. S. and similar foreign fraudulent mlsconduct 1aws or report ﬁnancral 1nf0rmat10n or data accurately or
to disclose unauthorized activities to us. H-As we obtainrFDA-app ates-and-begin
commercrahzmg our approved product and may in these—- the future commercnallze our 0ther product candidates , if any,
in the U. S., our potential exposure under such laws will increase significantly, and our costs associated with compliance with
such laws are also likely to increase. In particular, the promotion, sales and marketing of healthcare items and services, as well
as certain business arrangements in the healthcare industry, are subject to extensive laws and regulations designed to prevent
fraud, kickbacks, self - dealing and other abusive practices. These laws and regulations may restrict or prohibit a wide range of
pricing, discounting, marketing and promotion, structuring and commission (s), certain customer incentive programs and other
business arrangements. Activities subject to these laws also involve the improper use of information obtained in the course of
patient recruitment for clinical trials, which could result in regulatory sanctions and serious harm to our reputation. It is not
always possible to identify and deter misconduct or other improper activities by our employees or third parties that we engage
for our business operations and the precautions we take to detect and prevent inappropriate conduct may not be effective in
controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or
lawsuits stemming from a failure to comply with 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 material adverse effect on our
business, financial condition, results of operations and prospects, including the imposition of significant fines or other sanctions,
including exclusion from government healthcare programs, and serious harm to our reputation. In addition, the approval and
commercialization of any of our product candidates outside the U. S. will also likely subject us to foreign equivalents of the
healthcare laws mentioned above, among other foreign laws. Efforts to ensure that our business arrangements will comply with
applicable healthcare laws may involve substantial costs. Our relationships with health care professionals, institutional
providers, principal investigators, consultants, potential customers and third- party payors are, and will continue to be, subject,
directly and indirectly, to federal and state health care fraud and abuse, false claims, marketing expenditure tracking and
disclosure, government price reporting, and privacy and security laws. If we are unable to comply, or have not fully complied,
with such laws, we could face significant penalties and liabilities. Our business operations and activities may be directly or
indirectly subject to various federal and state fraud and abuse 1aws 1nclud1ng, w1th0ut hrnrtatron the federal Anti- Kickback
Statute and the federal FCA. H-As we ebtain s-atrd-begin commermahzrng our
approved product and may in these—- the future commerclallze our other product candidates , if any, in the U. S., our
potential exposure under such laws will increase significantly, and our costs associated with compliance with such 1aws are also
likely to increase. Our current and future arrangements with healthcare professionals, clinical investigators, CROs, third- party
payors and customers may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations that may
constrain the business or financial arrangements and relationships through which we market, sell and distribute our products for
which we obtain marketing approval. In addition, we may be subject to laws of the federal government and state governments in
which we conduct our business relating to privacy and security with respect to patient or health data. The laws that may affect
our ability to operate include, but are not limited to: * the U. S. federal Anti- Kickback Statute, which prohibits, among other
things, persons and entities from soliciting, receiving or providing remuneration, directly or indirectly, to induce either the
referral of an individual for a healthcare item or service, or the purchasing or ordering of an item or service, for which payment
may be made under a federal healthcare program such as Medicare or Medicaid; « the U. S. federal false claims and civil
monetary penalties laws, including the federal civil FCA, which prohibit, among other things, individuals or entities from
knowingly presenting or causing to be presented, claims for payment by government funded programs such as Medicare or
Medicaid that are false or fraudulent, and which may apply to us by virtue of statements and representations made to customers
or third parties; * HIPAA, which created additional federal criminal statutes that prohibit, among other things, knowingly and
willfully executing or attempting to execute a scheme to defraud healthcare programs, as well as; « HIPAA, as amended by
HITECH, which imposes requirements on certain types of people and entities relating to the privacy, security, and transmission
of PHI, and requires notification to affected individuals and regulatory authorities of certain breaches of the privacy or security
of PHI, and other U. S. laws and foreign laws that govern the privacy or security of health or patient data; * the federal Physician
Payment Sunshine Act, which requires certain manufacturers of drugs, devices, biologics and medical supplies for which
payment is available under Medicare, Medicaid, or the Children’ s Health Insurance Program, to report annually to the CMS
information related to payments and other transfers of value to covered recipients, including physicians (defined to include




doctors, dentists, optometrists, podiatrists and chiropractors), other healthcare providers (such as physician assistants and nurse
practitioners) and teaching hospitals, and ownership and investment interests held by physicians and their immediate family
members, which is published in a searchable form on an annual basis; ¢ federal criminal laws that prohibit executing a scheme to
defraud any healthcare benefit program or making, or causing to be made, false statements relating to healthcare matters; * the
federal Civil Monetary Penalties Law, which prohibits, among other things, offering or transferring remuneration to a federal
healthcare beneficiary that a person knows or should know is likely to influence the beneficiary’ s decision to order or receive
items or services reimbursable by the government from a particular provider or supplier; * the FCPA, the U. K. Bribery Act of
2010, and other local anti- corruption laws that apply to our international activities; and ¢ state laws comparable to each of the
above federal laws, such as, for example, anti- kickback and false claims laws that may be broader in scope and also apply to
commercial insurers and other non- federal payors, requirements for mandatory corporate regulatory compliance programs, and
laws relating to patient or health data, privacy or security. Other state laws require pharmaceutical companies to comply with the
pharmaceutical industry’ s voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal
government, and require drug manufacturers to report information related to payments and other transfers of value to physicians
and other healthcare providers or marketing expenditures. We expect to incur increased costs of compliance with such laws and
regulations as they continue to evolve. If we or our contractors are unable to comply, or have not fully complied, with such laws,
we could face penalties, including, without limitation, civil, criminal, and administrative penalties, damages, monetary fines,
disgorgement, possible exclusion from participation in Medicare, Medicaid and other federal and state health care programs,
contractual damages, reputational harm, diminished profits and future earnings, and curtailment or restructuring of our
operations. Any of these could adversely affect our business, financial condition, and results of operations. #-As we were-to
grow our business and expand our sales organization or rely on distributors outside of the U. S., we would be at increased risk of
violating these laws or our internal policies and procedures. The risk of us being found in violation of these or other laws and
regulations is further increased by the fact that many have not been fully interpreted by the regulatory authorities or the courts,
and their provisions are open to a variety of interpretations. Any action brought against us for violation of these or other laws or
regulations, even if we successfully defend against it, could cause us to incur significant legal expenses and divert our
management’ s attention from the operation of our business. Disruptions at the FDA, the SEC and other government agencies
caused by funding shortages could hinder their ability to hire and retain key leadership and other personnel, prevent new
products from being developed or commercialized in a timely manner, or otherwise prevent those agencies from performing
normal business functions, which could negatively impact our business and the approval of our future BLA submission
submissions , as well as adversely affect the U. S. and global economy and our liquidity, financial condition and earnings. The
ability of the FDA to review and approve new products can be affected by a variety of factors, including government budget and
funding levels and related government shutdowns, the ability to hire and retain key personnel and accept the payment of user
fees, and statutory, regulatory, and policy changes. Average review times at the agency have fluctuated in recent years as a
result. In addition, government funding of the SEC and other government agencies on which our operations may rely is subject
to the impacts of political events, which are inherently fluid and unpredictable. Changes in the leadership of the FDA and
other federal agencies may also lead to new policies and changes in the regulations and operations of the FDA, including
measures implemented by the Department of Government Efficiency, any of which may impact our clinical development
plans. Disruptions at the FDA and other agencies, including disruptions due to public health concerns, resurgence of COVID-
19 cases, travel restrictions, or staffing shortages, may slow the time necessary for new drugs to be reviewed and / or approved
by necessary government agencies, which could adversely affect our business. For example, over the last several years, the U. S.
government has shut down several times and certain regulatory agencies, such as the FDA and the SEC, have had to furlough
critical FDA, SEC and other government employees and stop critical activities. If a prolonged government shutdown occurs in
the future, including as a result of any failure by the U. S. federal government to increase the debt ceiling, it could significantly
impact the ability of the FDA and the SEC to timely review and process our submissions, as well as cause interest rates and
borrowing costs to further increase, which may negatively impact our ability to access the debt markets, including the corporate
bond markets, on favorable terms, which could have a material adverse effect on our business, financial condition and results of
operations and / or our BLA submissten-submissions . If we are unable to obtain, maintain, protect and enforce patent
protection and other proprietary rights for our approved product and other product candidates and technologies, we
may not be able to compete effectively or operate profitably and may lose our ability to prevent our competitors from
commercializing similar or identical technology and our approved product and other product candidates would be
adversely affected . Our success is dependent in large part on our obtaining, maintaining, protecting and enforcing patents and
other proprietary rights in the U. S. and other countries with respect to our approved product and other product candidates and
technology and on our ability to avoid infringing the intellectual property and other proprietary rights of others. Certain of our
intellectual property rights are licensed from other entities, and as such the preparation and prosecution of any such patents and
patent applications was not performed by us or under our control. Furthermore, patent law relating to the scope of claims in the
biotechnology field in which we operate is still evolving and, consequently, patent positions in our industry may not be as strong
as in other more well- established fields. The patent positions of biotechnology and pharmaceutical companies can be highly
uncertain and involve complex legal and factual questions for which important legal principles remain unresolved and kas-have
been the subject of much litigation in recent years. No consistent policy regarding the breadth of claims allowed in
biotechnology patents has emerged to date. As a result, the issuance, scope, validity, enforceability, or commercial value of our
patent rights remain highly uncertain. Any future patents we obtain may not be sufficiently broad to prevent others from using
our technology or from developing competing therapeutics and technology. There is no guarantee that any of our pending patent
applications will result in issued or granted patents, any of our issued or granted patents will not later be found to be invalid or
unenforceable, or any issued or granted patents will include claims sufficiently broad to cover our product candidates and



technology, or to provide meaningful protection from our competitors. Our owned or in- licensed pending and future patent
applications may not result in patents being issued that protect our ANKTIVA and N—803;-hAd5S ssaRNA-and-yeast
teehnologtes-and-constructs, cell- based therapies yaldexerabtetn-or other product candidates and technologies erthat effectively
prevent others from commercializing competitive technologies and product candidates. Moreover, the coverage claimed in a
patent application can be significantly reduced before the patent is issued, and its scope can be reinterpreted after issuance. Even
if patent applications we license or own currently or in the future issue as patents, they may not issue in a form that will provide
us with any meaningful protection, prevent competitors or other third parties from competing with us, or otherwise provide us
with any competitive advantage. Any patents that we own or in- license may be challenged, narrowed, circumvented, or
invalidated by third parties. Consequently, we do not know whether our ANKTIVA and N—863;-hAdS —sa-RNA—&ﬂd—yeast
teehnologtes-and-constructs, cell- based therapies or other product candidates and technologies will be protectable or remain
protected by valid and enforceable patents. Our competitors or other third parties may be able to circumvent our patents by
developing similar or alternative technologies or products in a non- infringing manner which could materially adversely affect
our business, financial condition, results of operations and growth prospects. The issuance of a patent is not conclusive as to its
inventorship, scope, validity or enforceability and it is uncertain how much protection, if any, will be provided by our patents,
including if they are challenged in the courts or patent offices or in other proceedings, such as re- examinations or oppositions,
which may be brought in the U. S. or foreign jurisdictions to challenge the validity of a patent. A third party may challenge the
validity or enforceability of a patent after its issuance. It is possible that a competitor may successfully challenge our patents or
that a challenge will result in limiting their coverage. Moreover, it is possible that competitors may infringe our patents or
successfully avoid the patented technology through design innovation. To counter infringement or other unauthorized use, we
may be required to file infringement claims, which can be expensive and time —consuming, even if we were successful in
stopping the violation of our patent rights. We or our licensors may be subject to a third- party preissuance submission of prior
art to the USPTO, or become involved in opposition, derivation, revocation, reexamination, post- grant and inter partes review,
or interference proceedings or other similar proceedings challenging our owned or licensed patent rights. Should third parties file
patent applications, or be issued patents claiming technology also used or claimed by our licensor (s) or by us in any future
patent application, we, or one of our licensors, may be required to participate in interference proceedings in the USPTO to
determine priority of invention for those patents or patent applications that are subject to the first- to- invent law in the U. S., or
may be required to participate in derivation proceedings in the USPTO for those patents or patent applications that are subject to
the first- inventor- to- file law in the U. S. We may be required to participate in such interference or derivation proceedings
involving our issued patents and pending applications. We may also be required to participate in post- grant challenge
proceedings, such as oppositions in a foreign patent office, which challenge our or our licensor’ s priority of invention or other
features of patentability with respect to our owned or in - licensed patents and patent applications. Such challenges may result in
loss of patent rights, loss of exclusivity, or in patent claims being narrowed, invalidated, or held unenforceable, which could
limit our ability to stop others from using or commercializing similar or identical technology and products, or limit the duration
of the-patent protection of our ANKTIVA and N——SG%—hAdS —sa%&ﬂd—yeast—teehﬂo-logies—aﬂd—constructs cell based

therap1es or other product cand1dates and technolog1es

any of the type of submissions descrlbed above proceedlng or l1t1gat1on could reduce the scope of, or invalidate or render
unenforceable, our owned or in - licensed patent rights, allow third parties to commercialize our ANKTIVA and N—883;-hAdS 5
saRNA-and-yeastteehnologtes-and-constructs, cell- based therapies or other product candidates or technologies and compete
directly with us, without payment to us, or result in our inability to manufacture or commercialize products without infringing
third- party patent rights. If we or our collaborators are unsuccessful in any such proceeding or other priority or inventorship
dispute, we may be required to cease using the technology or to obtain and maintain license rights from prevailing third parties,
including parties involved in any such interference proceedings or other priority or inventorship disputes. A prevailing party in
that case may not offer us a license on commercially acceptable terms or at all. Even if we were able to obtain a license, it could
be non- exclusive, thereby giving our competitors and other third parties access to the same technologies licensed to us, and it
could require us to make substantial licensing and royalty payments. If we are unable to obtain and maintain such licenses, we
may need to cease the development, manufacture, and commercialization of one or more of the product candidates we may
develop. The loss of exclusivity or the narrowing of our owned and licensed patent claims could limit our ability to stop others
from using or commercializing similar or identical technology and products. Any of the foregoing could have a material adverse
effect on our business, financial condition, results of operations and prospects. In addition, given the amount of time required for
the development, testing, and regulatory review of new product candidates, patents protecting such product candidates might
expire before or shortly after such product candidates are commercialized. As a result, our intellectual property may not provide
us with sufficient rights to exclude others from commercializing products similar or identical to ours. Some of our owned and in-
licensed patents and patent applications are, and may in the future be, co- owned with third parties. In addition, certain of our
licensors co- own the patents and patent applications we in- license with other third parties with whom we do not have a direct
relationship. Our exclusive rights to certain of these patents and patent applications are dependent, in part, on inter- institutional
or other operating agreements between the joint owners of such patents and patent applications, who are not parties to our
license agreements. If our licensors do not have exclusive control of the grant of licenses under any such third- party co- owners’
interest in such patents or patent applications or we are otherwise unable to secure such exclusive rights, such co- owners may be
able to license their rights to other third parties, including our competitors, and our competitors could market competing products
and technology. In addition, we may need the cooperation of any such co- owners of our patents in order to enforce such patents



against third parties, and such cooperation may not be provided to us. Any of the foregoing could have a material adverse effect
on our competitive position, business, financial conditions, results of operations and growth prospects. Changes in either the
patent laws or their interpretation in the U. S. and other countries may diminish our ability to protect our inventions, obtain,
maintain, and enforce our intellectual property rights and, more generally, could affect the value of our intellectual property or
narrow the scope of our owned and licensed patents. With respect to both in- licensed and owned intellectual property, we
cannot predict whether the patent applications we and our licensors are currently pursuing will be tsste-issued as patents in any
particular jurisdiction or whether the claims of any issued patents will provide sufficient protection from competitors or other
third parties. The patent prosecution process is expensive, time- consuming, and complex, and we may not be able to file,
prosecute, maintain, enforce, or license all necessary or desirable patent applications at a reasonable cost or in a timely manner.
It is also possible that we will fail to identify patentable aspects of our research and development output in time to obtain patent
protection. Although we enter into nondisclosure and confidentiality agreements with parties who have access to confidential or
patentable aspects of our research and development output, such as our employees, corporate collaborators, outside scientific
collaborators, CROs, CMOs, consultants, advisors, and other third parties, any of these parties may breach the agreements and
disclose such output before a patent application is filed, thereby jeopardizing our ability to seek patent protection. In addition,
our ability to obtain and maintain valid and enforceable patents depends on whether the differences between our inventions and
the prior art allow our inventions to be patentable over the prior art. Furthermore, publications of discoveries in the scientific
literature often lag behind the actual discoveries, and patent applications in the U. S. and other jurisdictions are typically not
published until 18 months after filing, or in some cases not at all. Therefore, we cannot be certain that-whether we or our
licensors were the first to make the inventions claimed in any of our owned or licensed patents or pending patent applications, or
that we or our licensors were the first to file for patent protection of such inventions . We or our licensors, collaborators, or
any future strategic partners may become subject to third- party claims or litigation alleging infringement of patents or
other proprietary rights or seeking to invalidate patents or other proprietary rights, and we may need to resort to
litigation to protect or enforce our patents or other intellectual property or the patents or other intellectual property of
our licensors, all of which could be expensive, time- consuming and unsuccessful, may delay or prevent the development
and commercialization of our product candidates, or may put our patents and other proprietary rights at risk . [f we or
one of our licensors initiate legal proceedings against a third party to enforce a patent covering one of our product candidates or
other technologies, the defendant could counterclaim that the patent is invalid and / or unenforceable or that we infringe their
patents. In patent litigation in the U. S., defendant counterclaims alleging invalidity and / or unenforceability are commonplace,
and there are numerous grounds upon which a third party can assert invalidity or unenforceability of a patent. Grounds for a
validity challenge could be an alleged failure to meet any of several statutory requirements, including lack of novelty,
obviousness, or non- enablement. Grounds for an unenforceability assertion could be an allegation that someone connected with
prosecution of the patent withheld relevant information from the USPTO or other applicable body, or made a misleading
statement, during prosecution. Third parties may also raise similar claims before administrative bodies in the U. S. or abroad,
even outside the context of litigation. Such mechanisms include re- examination, post grant review, inter partes review,
interference proceedings, derivation proceedings, and equivalent proceedings in foreign jurisdictions (e. g., opposition
proceedings). With respect to the validity question, for example, we cannot be certain that there is no invalidating prior art, of
which we, our licensor, our or our licensor’ s patent counsel and the patent examiner were unaware during prosecution.
Moreover, even if our patents were to survive such a litigation challenge to their validity, the patents might still be held to be
valid but unenforceable if a court were to decide that the patents are being enforced in a manner inconsistent with the antitrust
laws, or that the patents were obtained through deceit during patent office examination or other such failure of sufficient candor
to the patent office. If a third party were to prevail on a legal assertion of invalidity and / or unenforceability, we would lose at
least part, and perhaps all, of the patent protection on our product candidates. Such a loss of patent protection could have a
material adverse impact on our business, ﬁnan01al condition, results of operatlons and prospects The va-hdtﬁ*—e—ﬁeﬂe—e—ﬁet&

ost to us of any htrgatlon or other proceeding relating to
1ntellectua1 property rights, even if resolved in our favor, Could be substantial. Defense of these claims, regardless of their merit,
would involve substantial litigation expense and would be a substantial diversion of employee resources, including our scientists
and management, from our business. An adverse result in any litigation or defense proceeding could put one or more of our
owned or licensed patents at risk of being invalidated, held unenforceable, or interpreted narrowly, and could put our patent
applications at risk of not being issued. Such proceedings could result in revocation or cancellation of, or amendment to, our
patents in such a way that they no longer cover our product candidates or technologies. If the outcome of litigation is adverse to
us, third parties may be able to use our patented invention without payment to us. In addition, in an infringement proceeding,
there is a risk that a court may decide that one or more of our patents is not valid or is unenforceable and that we do not have the
right to stop the other party from using the inventions. There is also the risk that, even if the validity of our patents were upheld,
a court would refuse to stop the other party on the grounds that its activities are not covered by, that is, do not infringe, our
patents. 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,
and if securities analysts or investors perceive these results to be negative, it could have a substantial adverse effect on the price
of our common stock. Such litigation or proceedings could substantially increase our operating losses and reduce the resources
available for development activities or any future sales, marketing, or distribution activities. We may not have sufficient
financial or other resources to conduct such litigation or proceedings adequately. Some of our competitors may be better able to
sustain the costs of such litigation or proceedings more effectively than we can because of their greater financial resources and



more mature and developed intellectual property portfolios. The outcome following legal assertions of invalidity and
unenforceability is unpredictable. Uncertainties resulting from the initiation and continuation of patent litigation or other
proceedings could have a material adverse effect on our ability to compete in the marketplace. The use of our technology and
product or our other product candidates could potentially conflict with the rights of others, and third- party claims of
intellectual property infringement, misappropriation or other violation against us, our licensors or our collaborators may prevent
or delay the development and commercialization of our preduct, product candidates and technologies. Our commercial success
depends in part on our, our licensors’ and our collaborators’ ability to avoid infringing, misappropriating and otherwise violating
the patents and other intellectual property rights of third parties. There is a substantial amount of complex litigation involving
patents and other intellectual property rights in the biopharmaceutical industry. Our potential competitors or other parties may
have, develop or acquire patent or other intellectual property rights that they could assert against us. If they do so, then we may
be required to alter our approved product or other product candidates, pay licensing fees or cease our development and
commercialization activities with respect to the applicable approved product or product candidates or technologies. If our
approved product or other product candidates conflict with patent or other intellectual property rights of others, such parties
could bring legal actions against us or our collaborators, licensees, suppliers or customers, claiming damages and seeking to
enjoin manufacturing, use and marketing of the affected products. Although we have conducted FTO analyses of the patent
landscape with respect to our tead-approved product or other product candidates and continue to undertake FTO analyses of

our manufacturlng processes no FTO analys1s can be consndered exhausted eu%pméuet—ea-nd&é&te—&nkﬁva—m—eem’eﬁm&en

eﬁntemp%ated—ﬁﬁufe—pfeeesses—&ﬂd—pfeé&efs—because patent appllcatlons do not pubhsh for 18 months and beeause—the clalms of
patent applications can change over time yre-FFO-analysis-ean-be-eonsidered-exhaustive-. We may not be aware of patents that

have already been issued and that a competitor or other third party might assert are infringed by our eutrent-approved product
or future-other product candidates or technologies. It is also possible that we could be found to have infringed patents owned by
third parties of which we are aware, but which we do not believe are relevant to our approved product or other product
candidates or technologies. In addition, because patent applications can take many years to issue, there may be currently
pending patent applications that may later result in issued patents that our approved product or other product candidates or
technologies may infringe. Furthermore, patent and other intellectual property rights in biotechnology remains an evolving area
with many risks and uncertainties. As such, we may not be able to ensure that we can market our approved product or other
product candidates without conflict with the rights of others. If intellectual property- related legal actions asserted against us are
successful, in addition to any potential liability for damages (including treble damages and attorneys’ fees for willful
infringement), we could be enjoined from, or required to obtain a license to continue, manufacturing, promoting the use of or
marketing the affected products. We may not prevail in any legal action and a required license under the applicable patent or
other intellectual property may not be available on acceptable terms or at all. Even if we were able to obtain a license, it could
be non- exclusive, thereby giving our competitors and other third parties access to the same technologies licensed to us, and it
could require us to make substantial licensing and royalty payments. We also could be required to redesign our infringing
products, which may be impossible or require substantial time and monetary expenditure. Defense of infringement claims,
regardless of their merit, would involve substantial litigation expense and would be a substantial diversion of management and
other employee resources from our business, and may impact our reputation. Some of our competitors may be able to sustain the
costs of litigation or administrative proceedings more effectively than we can because of greater financial resources. In addition,
there could be public announcements of the results of hearings, motions, or other interim proceedings or developments, and if
securities analysts or investors perceive these results to be negative, it could have a substantial adverse effect on the price of our
common stock. The occurrence of any of the foregoing could have a material adverse effect on our business, financial condition,
results of operations and prospects. Changes in U. S. patent law could diminish the value of patents in general, thereby
impairing our ability to protect our approved product and other product candidates. As is the case with other immunotherapy
and biopharmaceutical companies, our success is dependent on intellectual property, particularly patents. Obtaining and
enforcing patents in the biopharmaceutical industry involves both technological and legal complexity, and is therefore costly,
time- consuming and inherently uncertain. In addition, the U. S. has recently enacted and is currently implementing wide-
ranging patent reform legislation. Assuming that other requirements for patentability are met, prior to March 2013, in the U. S.,
the first to invent the claimed invention was entitled to the patent, while outside the U. S., the first to file a patent application
was entitled to the patent. After March 2013, under the America Invents Act enacted in September 2011, the U. S. transitioned
to a first- to- file system in which, assuming that other requirements for patentability are met, the first inventor to file a patent
application will be entitled to the patent on an invention regardless of whether a third party was the first to invent the claimed
invention. A third party that files a patent application in the USPTO after March 2013, but before us could therefore be awarded
a patent covering an invention of ours even if we had made the invention before such third party made it. This will require us to
be cognizant of the time from invention to filing of a patent application. Since patent applications in the U. S. and most other
countries are confidential for a period of time after filing or until issuance, we cannot be certain that we or our licensors were the
first to either file any patent application related to our product candidates or other technologies or invent any of the inventions
claimed in our or our licensor’ s patents or patent applications. The America Invents Act also includes a number of significant
changes that affect the way patent applications will be prosecuted and also may affect patent litigation. These include allowing
third- party submission of prior art to the USPTO during patent prosecution and additional procedures to attack the validity of a
patent by USPTO- administered post- grant proceedings, including post- grant review, inter partes review, and derivation
proceedings. Therefore, the America Invents Act and its implementation could increase the uncertainties and costs surrounding
the prosecution of our owned or in- licensed patent applications and the enforcement or defense of our owned or in- licensed
issued patents, all of which could have a material adverse effect on our business, financial condition, results of operations, and




prospects. Additionally, United States B—S—Supreme Court rulings have narrowed the scope of patent protection available in
certain circumstances and weakened the rights of patent owners in certain situations. In addition to increasing uncertainty with
regard to our ability to obtain patents in the future, this combination of events has created uncertainty with respect to the value of
patents, once obtained. Depending on decisions by Congress, the federal courts, and the USPTO, the laws and regulations
governing patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our
existing patents and patents that we might obtain in the future . For example, the United States Supreme Court held in
Amgen v. Sanofi (2023) that a functionally claimed genus was invalid for failing to comply with the enablement
requirement of the Patent Act . While we do not believe that any of the patents owned or licensed by us will be found invalid
based on the foregoing, we cannot predict how future decisions by Congress, the federal courts or the USPTO may impact the
value of our patents. Obtaining and maintaining our patent protection depends on compliance with various procedural, document
submission, fee payment, and other requirements imposed by government patent agencies, and our patent protection could be
reduced or eliminated for non- compliance with these requirements. Periodic maintenance fees, renewal fees, annuity fees, and
various other government fees on patents and patent applications are due to be paid to the USPTO and foreign patent agencies in
several stages over the lifetime of a patent. The USPTO and various foreign governmental patent agencies require compliance
with several procedural, documentary, fee payment and other similar provisions during the patent application process. In certain
circumstances, we rely on our licensors to pay these fees and take the necessary actions to comply with these requirements.
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 non- neneemphanee—-- compliance 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. Non-
Noneemphanee--- compliance events that could result in abandonment or lapse of a patent or patent application include, but are
not limited to, failure to respond to official actions within prescribed time limits, non- payment of fees and failure to properly
legalize and submit formal documents. In such an event, our competitors might be able to enter the market with similar or
identical products or technology, which would have a material adverse impact on our business, financial condition, results of
operations and prospects. Our rights to develop and commercialize our product candldates and technologles are subject 1n part
to the terms and condltlons of hcenses granted to us by others. ¥We § eertatnpe oh d y

al-s8 and-yeast-(ineludingFarmogen stes—License agreements may not pr0V1de exclusive
rights to use certaln hcensed intellectual property and technology in all relevant fields of use and in all territories in which we
may wish to develep-er-commercialize our technology and product candidates in the future. As a result, we may not be able to
prevent competitors or other third parties from developing and commercializing competitive products that also utilize
technology that we have in- licensed. In addition, subject to the terms of any such license agreements, we do not have the right
to control the preparation, filing, prosecution and maintenance, and we may not have the right to control the enforcement, and
defense of patents and patent applications covering the technology that we license from third parties. We cannot be certain that
our in- licensed or out- licensed patents and patent applications that are controlled by our licensors or licensees will be prepared,
filed, prosecuted, maintained, enforced, and defended in a manner consistent with the best interests of our business. If our
licensors or licensees fail to prosecute, maintain, enforce, and defend such patents, or lose rights to those patents or patent
applications, the rights we have licensed may be reduced or eliminated, our right to develop and commercialize N—863-our
approved product and any of our product candidates that are subject of such licensed rights could be adversely affected, and we
may not be able to prevent competitors from making, using and selling competing products. In addition, even where we have the
right to control patent prosecution of patents and patent applications we have licensed to and from third parties, we may still be
adversely affected or prejudiced by actions or inactions of our licensees, our licensors and their counsel that took place prior to
the date upon which we assumed control over patent prosecution. Furthermore, our owned and in- licensed patents may be
subject to a reservation of rights by one or more third parties. For example, certain of our in- licensed intellectual property was
funded in part by the U. S. government. As a result, the U. S. government may have certain rights to such intellectual property.
When new technologies are developed with U. S. government funding, the U. S. government generally obtains certain rights in
any resulting patents, including a non- exclusive license authorizing the U. S. government to use the invention or to have others
use the invention on its behalf. The U. S. government” s rights may also permit it to disclose the funded inventions and
technology to third parties and to exercise march- in rights to use or allow third parties to use the technology we have licensed
that was developed using U. S. government funding. The U. S. government may exercise its march- in rights if it determines that
action is necessary because we fail to achieve practical application of the government- funded technology, or 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 such inventions may be subject to certain requirements to manufacture products embodying such
inventions in the U. S. in certain circumstances if this requirement is not waived. Any exercise by the U. S. government of such
rights or by any third party of its reserved rights could have a material adverse effect on our competitive position, business,
financial condition, results of operations and growth prospects. If we fail to comply with our obligations in the agreements under
which we license intellectual property rights from third parties or otherwise experience disruptions to our business relationships
with our licensors, we may be required to pay damages , and we could lose license rights that are important to our business. We
have entered into license agreements with third parties and may need to obtain additional licenses from others to advance our
research or allow commercialization of our product candidates. We may be unable to obtain certain additional licenses at a
reasonable cost or on reasonable terms, if at all. In that event, we may be required to expend significant time and resources to
redesign our technology, product , product candidates, or the methods for manufacturing them or to develop or license
replacement technology, all of which may not be feasible on a technical or commercial basis. If we are unable to do so, we may
be unable to develop or commercialize the affected product or product candidates or continue to utilize our existing technology,



which could harm our business, financial condition, results of operations and growth prospects significantly. We cannot provide
any assurances that third- party patents do not exist which might be enforced against our current technology, manufacturing
methods, product , preduct candidates, or future methods or products resulting in either an injunction prohibiting our
manufacture or future sales, or, with respect to our future sales, an obligation on our part to pay royalties and / or other forms of
compensation to third parties, which could be significant. In addition, each of our license agreements, and we expect our future
agreements, will impose various development, diligence, commercialization, and other obligations on us. Certain of our license
agreements also require us to meet development timelines, or to exercise commercially reasonable efforts to develop and
commercialize licensed products, in order to maintain the licenses. In spite of our efforts, our licensors might conclude that we
have materially breached our obligations under such license agreements and might therefore terminate the license agreements,
thereby removing or limiting our ability to develop and commercialize products and technology covered by these license
agreements. If these in- licenses are terminated, or if the underlying patents fail to provide the intended exclusivity, competitors
or other third parties would have the freedom to seek regulatory approval of, and to market, products identical to ours and we
may be required to cease our commerecialization of our approved product or the development and commercialization of
certain of our ether product candidates er-ofIN—863-. Any of the foregoing could have a material adverse effect on our
competitive position, business, financial conditions, results of operations and growth prospects. Moreover, disputes may arise
regarding intellectual property subject to a licensing agreement, including: * the scope of rights granted under the license
agreement and other interpretation- related issues; ¢ the extent to which our technology and processes infringe on intellectual
property of the licensor that is not subject to the licensing agreement;  the sublicensing of patent and other rights under our
collaborative development relationships; ¢ our diligence obligations under the license agreement and what activities satisfy those
diligence obligations; ¢ the inventorship and ownership of inventions and know- how resulting from the joint creation or use of
intellectual property by our licensors and us and our partners; and * the priority of invention of patented technology. In addition,
the agreements under which we currently license intellectual property or technology from third parties are complex, and certain
provisions in such agreements may be susceptible to multiple interpretations. The resolution of any contract interpretation
disagreement that may arise could narrow what we believe to be the scope of our rights to the relevant intellectual property or
technology, or increase what we believe to be our financial or other obligations under the relevant agreement, either of which
could have a material adverse effect on our business, financial condition, results of operations and growth prospects. Moreover,
if disputes over intellectual property that we have licensed prevent or impair our ability to maintain our current licensing
arrangements on commercially acceptable terms, we may be unable to successfully develop and commercialize the affected
product or product candidates, which could have a material adverse effect on our business, financial conditions, results of
operations and growth prospects. We have limited foreign intellectual property rights and may not be able to protect our
intellectual property rights in various jurisdictions throughout the world. We have limited intellectual property rights outside the
U. S. Filing, prosecuting and defending patents on our approved product and other product candidates in all countries
throughout the world would be prohibitively expensive, and our intellectual property rights in some countries outside the U. S.
can be less extensive than those in the U. S. In addition, the laws of some foreign countries do not protect intellectual property
rights to the same extent as federal and state laws in the U. S. Consequently, we may not be able to prevent third parties from
practicing our inventions in all countries outside the U. S., or from selling or importing 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 to develop their own products and further, may export otherwise infringing products to territories where we
have patent protection, but enforcement is not as strong as that in the U. S. These products may compete with our product or our
other product candidates and our patents or other intellectual property rights may not be effective or sufficient to prevent them
from competing. Many companies have encountered significant problems in protecting and defending intellectual property rights
in foreign jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the
enforcement of patents, trade secrets and other intellectual property protection, particularly those relating to biopharmaceutical
products, which could make it difficult for us to stop the infringement of our patents or marketing of competing products in
violation of our proprietary rights generally. Proceedings to enforce our patent rights in foreign jurisdictions could result in
substantial costs and divert our efforts and attention from other aspects of our business, could put our patents at risk of being
invalidated or interpreted narrowly and our patent applications at risk of not issuing and could provoke third parties to assert
claims against us. We may not prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any, may
not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may be
inadequate to obtain a significant commercial advantage from the intellectual property that we develop or license. Many
countries have compulsory licensing laws under which a patent owner may be compelled to grant licenses to third parties. In
addition, many countries limit the enforceability of patents against government agencies or government contractors. In these
countries, the patent owner may have limited remedies, which could materially diminish the value of such patent. If we or any
of our licensors is forced to grant a license to third parties with respect to any patents relevant to our business , our competitive
position may be impaired, and our business, financial condition, results of operations and prospects may be adversely
affected. Geo- political actions in the U. S. and in foreign countries could increase the uncertainties and costs
surrounding the prosecution or maintenance of our patent applications or those of any current or future licensors and
the maintenance, enforcement or defense of our issued patents or those of any current or future licensors. For example,
the U. S. and foreign government actions related to the Russia- Ukraine war may limit or prevent filing, prosecution and
maintenance of patent applications in Russia. Government actions may also prevent maintenance of issued patents in
Russia. These actions could result in abandonment or lapse of our patents or patent applications, resulting in partial or
complete loss of patent rights in Russia. If such an event were to occur, it could have a material adverse effect on our
business. In addition, a decree was adopted by the Russian government in March 2022 allowing Russian companies and



individuals to exploit inventions owned by patentees that have citizenship or nationality in, are registered in, or have a
predominately primary place of business or profit- making activities in the U. S. and other countries that Russia has
deemed unfriendly without consent or compensation. Consequently, we would not be able to prevent third parties from
practicing our inventions in Russia or from selling or importing products made using our inventions in and into Russia.
Accordingly , our competitive position may be impaired, and our business, financial condition, results of operations and
prospects may be adversely affected. We may be subject to claims that our employees, consultants or independent contractors
have wrongfully used or disclosed trade secrets or other confidential information of third parties or claims asserting ownership
of what we regard as our own intellectual property. We have received confidential and proprietary information from third parties
and their employees and contractors. In addition, we plan to employ and contract with individuals who were previously
employed at other biotechnology or pharmaceutical companies. We may be subject to claims that we or our employees,
consultants or independent contractors have inadvertently or otherwise used or disclosed the trade secrets or other confidential
information of these third parties or our employees’ former employers. Litigation may be necessary to defend against or pursue
these claims. Even if we are successful in resolving these claims, litigation could result in substantial cost and be a distraction to
our management and employees. In addition, while it is our policy to require our employees, consultants and independent
contractors who may be involved in the conception or development of intellectual property to execute agreements assigning
such intellectual property to us, we may be unsuccessful in executing such an agreement with each party who, in fact, conceives
or develops intellectual property that we regard as our own. The assignment of intellectual property rights may not be self-
executing, or the assignment agreements may be breached, and we may be forced to bring claims against third parties, or defend
claims that they may bring against us, to determine the ownership of what we regard as our intellectual property. Any of the
foregoing could have a material adverse effect on our business, financial condition, results of operations, and prospects. We may
not be able to license or acquire new or necessary intellectual property rights or technology from third parties. An element of our
intellectual property strategy is to license intellectual property rights and technologies from third parties and / or our affiliates.
Other parties, including our competitors or our affiliates, may have patents relevant to our business, may have already filed
patent applications relevant to our business, and are likely filing patent applications potentially relevant to our business. In order
to avoid infringing these patents, we may find it necessary or prudent to obtain licenses to such patents from such parties. In
addition, with respect to any patents we co- own with other parties, including our affiliates, we may require licenses to such co-
owners’ interest to such patents. The licensing or acquisition of intellectual property rights is a competitive area, and other more
established companies may pursue strategies to license or acquire third- party intellectual property rights that we may consider
attractive or necessary. These established companies may have a competitive advantage over us due to their size, capital
resources, and greater clinical development and commercialization capabilities. In addition, companies that perceive us to be a
competitor may be unwilling to assign or license rights to us. We also may be unable to license or acquire third- party
intellectual property rights on terms that would allow us to make an appropriate return on our investment or at all. No assurance
can be given that we will be successful in licensing any additional rights or technologies from third parties and / or our affiliates.
Our inability to license the rights and technologies that we have identified, or that we may in the future identify, could have a
material adverse impact on our ability to complete the development of our product candidates or to develop additional product
candidates. Even if we were able to obtain a license, it could be non- exclusive, thereby giving our competitors and other third
parties access to the same technologies licensed to us, and it could require us to make substantial licensing and royalty
payments. Failure to obtain any necessary rights or licenses may detrimentally affect our planned development of our current or
future additional product candidates and could increase the cost, and extend the timelines associated with our development, of
such other products, and we may have to abandon development of the relevant program or product candidate. Any of the
foregoing could have a material adverse effect on our business, financial condition, results of operations and prospects. If we do
not obtain patent term extension and data exclusivity for our approved product or any other product candidates we may
develop, our business may be materially harmed. Depending upon the timing, duration and specifics of any FDA marketing
approval of any product candidates we may develop , including our approved product , one or more of our owned or in-
licensed U. S. patents may be eligible for limited patent term extension under the Hatch- Waxman Act. The Hatch- Waxman
Act permits a patent term extension of up to five years as compensation for patent term lost during the FDA regulatory review
process. A patent term extension cannot extend the remaining term of a patent beyond a total of 14 years from the date of
product approval. Only one patent may be extended per new drug, and only those claims covering the approved drug, a method
for using it, or a method for manufacturing it may be extended. Similar extensions as compensation for patent term lost during
regulatory review processes are also available in certain foreign countries and territories, such as in Europe under a
Supplementary Patent Certificate. However, we may not be granted an extension in the U. S. and / or foreign countries and
territories because of, for example, failing to exercise due diligence during the testing phase or regulatory review process,
failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents sor otherwise failing to satisfy
applicable requirements. Moreover, the applicable time period or the scope of patent protection afforded could be less than we
request. If we are unable to obtain patent term extension or the term of any such extension is shorter than what we request, our
competitors may obtain approval of competing products following our patent expiration, and our business, financial condition,
results of operations and growth prospects could be materially harmed. We may be subject to claims challenging rights in our
patents and other intellectual property. We or our licensors may be subject to claims that former employees, collaborators or
other third parties have an interest in our owned or in- licensed patents, trade secrets, or other intellectual property, including as
an inventor or co- inventor. For example, we or our licensors may have disputes arising from conflicting obligations of
employees, consultants or others who are involved in developing our product candidates. Litigation may be necessary to defend
against these and other claims challenging inventorship, or our or our licensors’ ownership of our owned or in- licensed patents,
trade secrets or other intellectual property. If we or our licensors fail in defending any such claims, in addition to paying



monetary damages, we may lose valuable intellectual property rights, such as exclusive ownership of or right to use valuable
intellectual property. Even if we are successful in defending against such claims, litigation could result in substantial costs and
be a distraction to management and other employees. Any of the foregoing could have a material adverse effect on our business,
financial condition, results of operations and growth prospects. If we are unable to protect the confidentiality of our trade
secrets, our business and competitive position would be harmed. In addition to seeking patents for ANKTIVA N-—863-, hAdS5 5
saRNA-and-yeast-technologies and constructs, cell therapies, and other product candidates and technologies, we also rely on
trade secrets and confidentiality agreements to protect our unpatented know- how, technology, and other proprietary information
and to maintain our competitive position. Trade secrets and know- how can be difficult to protect. We expect our trade secrets
and know- how will over time be disseminated within the industry through independent development, the publication of journal
articles describing the methodology, and the movement of personnel from academic to industry scientific positions. We seek to
protect these trade secrets and other proprietary technology, in part, by entering into nondisclosure and confidentiality
agreements with parties who have access to them, such as our employees, corporate collaborators, outside scientific
collaborators, CROs, CMOs, consultants, advisors, and other third parties. We also enter into confidentiality and invention or
patent assignment agreements with our employees and consultants as well as train our employees not to bring or use proprietary
information or technology from former employers to us or in their work and remind former employees when they leave their
employment of their confidentiality obligations. We cannot guarantee that we have entered into such agreements with each party
that may have or have had access to our trade secrets or proprietary technology and processes. Despite our efforts, any of these
parties may breach the agreements and disclose our proprietary information, including our trade secrets, and we may not be able
to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a trade
secret is difficult, expensive, and time- consuming, and the outcome is unpredictable. In addition, some courts inside and outside
the U. S. are less willing or unwilling to protect trade secrets. If any of our trade secrets were to be lawfully obtained or
independently developed by a competitor or other third party, we would have no right to prevent them from using that
technology or information to compete with us. If any of our trade secrets were to be disclosed to or independently developed by
a competitor or other third party, our competitive position would be materially and adversely harmed. If our trademarks and
trade names are not adequately protected, then we may not be able to build name recognition in our markets of interest and our
business may be adversely affected. Our registered or unregistered trademarks or trade names may be challenged, infringed,
circumvented or declared generic or determined to be infringing on other marks. We may not be able to protect our rights to
these trademarks and trade names, which we need to build name recognition among potential partners or customers in our
markets of interest. At times, competitors or other third parties may adopt trade names or trademarks similar to ours, thereby
impeding our ability to build brand identity and possibly leading to market confusion. In addition, there could be potential trade
name or trademark infringement claims brought by owners of other registered trademarks or trademarks that incorporate
variations of our registered or unregistered trademarks or trade names. Over the long term, if we are unable to establish name
recognition based on our trademarks and trade names, then we may not be able to compete effectively, and our business may be
adversely affected. Our efforts to enforce or protect our proprietary rights related to trademarks, trade secrets, domain names,
copyrights or other intellectual property may be ineffective and could result in substantial costs and diversion of resources and
could adversely affect our business, financial condition, results of operations and growth prospects. Intellectual property rights
do not necessarily address all potential threats. The degree of future protection afforded by our intellectual property rights is
uncertain because intellectual property rights have limitations and may not adequately protect our business or permit us to
maintain our competitive advantage. For example: ¢ others may be able to make products that are similar to our approeved
product or other product candidates or utilize similar technology but that are not covered by the claims of the patents that we
license or may own; * we, er-our current or future licensors or collaborators, might not have been the first to make the inventions
covered by the issued patent or pending patent application that we license or own now or in the future; * we, ef-our current or
future licensors or collaborators, might not have been the first to file patent applications covering certain of our or their
inventions; ¢ others may independently develop similar or alternative technologies or duplicate any of our technologies without
infringing on our owned or licensed intellectual property rights; « it is possible that our current or future pending owned or
licensed patent applications will not lead to issued patents; * issued patents that we hold rights to may be held invalid or
unenforceable, including as a result of legal challenges by our competitors or other third parties; * our competitors or other third
parties might conduct research and development activities in countries where we do not have patent rights and then use the
information learned from such activities to develop competitive products for sale in our major commercial markets; *« we may
not develop additional proprietary technologies that are patentable; ¢ the patents of others may harm our business; and * we may
choose not to file a patent in order to maintain certain trade secrets or know- how, and a third party may subsequently file a
patent covering such intellectual property. Should any of these events occur, they could have a material adverse effect on our
business, financial condition, results of operations and growth prospects. Dr. Soon- Shiong, our Founder, Executive Chairman,
Global Chief Scientific and Medical Officer and principal stockholder, has significant interests in other companies which may
conflict with our interests. Our Founder, Executive Chairman s-and Global Chief Scientific and Medical Officer and-prinetpat
steekholder-, Dr. Soon- Shiong, is alse the founder of NantWorks. The various NantWorks companies are currently exploring
opportunities in the immunotherapy, oncology, infectious disease , and inflammatory disease fields. In particular, we have
agreements with a number of related parties that provide services, technology and equipment for use in their efforts to develop
their product pipelines. Dr. Soon- Shiong holds a controlling interest, either directly or indirectly, in these entities.
Consequently, Dr. Soon- Shiong’ s interests may not be aligned with our other stockholders, and he may from time to time be
incentivized to take certain actions that benefit his other interests and that our other stockholders do not view as being in their
interest as investors in our company. In addition, other companies affiliated with Dr. Soon- Shiong may compete with us for
business opportunities or, in the future, develop products that are competitive with ours (including products in other therapeutic



fields which we may target in the future). Moreover, even if they do not directly relate to us, actions taken by Dr. Soon- Shiong
and the companies with which he is involved could impact us. We are also pursuing supply arrangements for various
investigational agents controlled by affiliates to be used in their clinical trials. If Dr. Soon- Shiong were to cease his affiliation
with us or NantWorks, these entities may be unwilling to continue these relationships with us on commercially reasonable terms,
or at all, and as a result may impede our ability to control the supply chain for our combination therapies. These collaboration
agreements do not typically specify how sales will be apportioned between the parties upon successful commercialization of the
product. As a result, we cannot guarantee that we will receive a percentage of the reventes— revenue that is at least proportional
to the eests— cost that we will incur in commercializing the product candidate. We have entered into shared services agreements
with NantWorks, pursuant to which NantWerks-the respective parties and #s-their affiliates provide corporate, general and
administrative and other support services to #s-each other . If Dr. Soon- Shiong was to cease his affiliation with us or with
NantWorks, we may be unable to establish or maintain this relationship with NantWorks on a commercially reasonable basis, if
at all. As a result, we could experience a lack of business continuity due to loss of historical and institutional knowledge and &
faeloffamihtarity-ofnew employees and / or new service providers lack of familiarity of with business processes, operatmg
requirements, policies and procedures, and we may incur additional costs as new employees and / or service providers gain
necessary experience. In addition, the loss of the services of NantWorks might significantly delay or prevent the
commerecialization of our approved product or the development of our ether product candidates or achievement of other
business objectives by diverting management’ s attention to transition matters and identification of suitable replacements, if any,
and could have a material adverse effect on our business and results of operations. Dr. Soon- Shiong, through his voting control
of the company, has the ability to control actions that require stockholder approval. Dr. Soon- Shiong, through his direct and
indirect ownership of the company’ s common stock, has voting control of the company. As of December 31, 2623-2024 , Dr.
Soon- Shiong and his affiliates ewa-owned approximately 79-76 . 42 % of our the-eempany>—s-common stock outstanding. Dr.
Soon- Shiong and his affiliates also own aH-efour outstanding convertible promissory fetes-- note , certain warrants and stock
options to purchase shares of our common stock, and certain CVRs as described under “ — Conversion of eertairrelated- party
promissory #etes— note , exercise of outstanding warrants and options to purchase our common stock, the achievement of the
milestone under our outstanding CVRs, and potential additional equity issuances may dilute the ownership interest of existing
stockholders or may otherwise depress the price of our common stock ” below. Dr. Soon- Shiong is in a position to control the
outcome of corporate actions that require, or may be accomplished by, stockholder approval, including amending the bylaws of
the company, the election or removal of directors and transactions involving a change of control. Dr. Soon- Shiong’ s controlling
ownership could limit the ability of the remaining stockholders of the company to influence corporate matters, and the interests
of Dr. Soon- Shiong may not coincide with the company’ s interests or the interests of its remaining stockholders. In addition,
pursuant to the Nominating Agreement between us and Cambridge, an entity that Dr. Soon- Shiong controls, Cambridge has the
ability to designate one director to be nominated for election to the Board of Directors for as long as Cambridge continues to
hold at least 20 % of the issued and outstanding shares of our common stock. Dr. Soon- Shiong was selected by Cambridge to
hold this board seat. Dr. Soon- Shiong and his affiliates will therefore have significant influence over management and
significant control over matters requiring stockholder approval, including the annual election of directors and significant
corporate transactions, such as a merger or other sale of our company or its assets, for the foreseeable future. This control will
limit stockholders’ ability to influence corporate matters and, as a result, we may take actions that our stockholders do not view
as beneficial. As a result, the market price of our common stock could be adversely affected. Conversion of our related- party
promissory note, exercise of outstanding warrants and options to purchase our common stock, the achievement of the
milestone under our outstanding CVRs, and potential additional equity issuances may dilute the ownership interest of
existing stockholders or may otherwise depress the prlce of our common stock. As of December 31, 2023-2024 , our
indebtedness was comprised d P 6 Ao eate-of a § 616-505 . 0
million pfmerpal—ameﬁﬂt—convertlble promlssory note held by entities-an entlty afﬁhated with Dr. Soon- Shiong that are-is
convertlble into %hare% of our common %tock under Certaln circumstances rinetuding-the-foltowing—=-a-$386-. The 6-miltion

: pte ory-note bears due-Deeember3+,2625-bearing-interest at 3—meonth
Term SOFR plus +8. 5—0 % per annum, Wthh pr0V1de§ that the noteholder has the sole option to convert all (but not less than
all) of the outstanding principal amount and accrued but unpaid interest into shares of the company’ s common stock at a
conversion price of § 85 . 2698-4270 per share (subject to appropriate adjustment from time to time for any stock dividend,
%tock %pht comblnatlon of qhare% reorgamzatlon recapltahzatlon reclassification or other qlmllar event) ++a$200- In

, stock optlonq and unvested RSU awards covering the saw}e—lssuance of up to: * 9—6 999—399 569171 qhares of our common
stock at an exercise price of $ 6-3 . 68-2946 per share, which are currently exercisable with an expiration date of Peeemberd2
July 24 , 2624-2026 (these warrants were issued to certain institutional investors); ¢ any 28;-64+-94+shares of our common

stock at—aﬁ—that may be issued upon the cxercisc priee-of the § 5 3-2946-persharewhich-areeurrentlyexereisable-withan



piration-date-o i Hrinstitat Hrvesto . 0 million ef-option held
by Oberland for whlch the eempafry—s—eemmen—steele&t—a—pnce per share fe—shall be determmed by the 30- day trallmg
volume weighted- average price of our common stock, calculated from the date of exercise —Fhe-, and which option is
exercisable by Oberland any-time-after-the-elosing-ofthe-SPOA;-until the earliest of (i) December 29, 2028, (ii) a change of
control of the company, or (iii) a sale of substantially all of the company’ s assets; * 43 , 626-162 , 864-648 stock options and
RSU awards issued to Dr. Soon- Shiong that are outstanding as of December 31, 2023-2024 , of which 1, +59-392 , 398-730 are
vested and exercisable and 466-1 , 666-769, 918 are unvested and unexercisable; and 1, 638, 000 shares of our common stock
at an exercise price of $§ 3. 24 per share exercisable from the 30th day following the achievement of a performance- based
vesting condition pertaining to building manufacturing capacity to support supply requirements for ANKTIVA ene-ofeur
produet-eandidates-(which has not yet been satisfied) with an expiration date on the tenth anniversary of such initial exercise
date (this warrant was issued to an affiliate of Dr. Soon- Shiong). In addition, as of December 31, 2623-2024 , we had
outstanding-an-aggregate-of-approximately $ 300. 6 million e£CVRs outstanding that were 1ssued to the former stockholders
of Altor, including Dr. Soon- Shiong and certain affiliates, which such stockholders may choose to receive either in cash or
shares of our common stock based upon an average of closing prices on a 20- trading day trailing period, upon the first calendar
year prior to December 31, 2026 in which worldwide net sales of ANKTIVA N—863-exceed $ 1. 0 billion. NNANKTIVA with
BCG for the treatment of adult patients with BCG - 863-s-neteurrentty-unresponsive NMIBC with CIS with or without
papillary tumors was approved for commercial sale in April 2024 , and-but there can be no assurance that such sales milestone
will be achieved. Dr. Soon- Shiong and his related party hold approximately $ 139. 8 million of such CVRs, and have
irrevocably agreed to receive shares of the company’ s common stock in satisfaction of their CVRs. The conversion or exchange
of some or all of our outstanding promissory netes— nete into shares of our common stock, the exercise of any of our
outstanding warrants and stock options, and the decision of the holders of our CVRs to receive shares of our common stock
could dilute the ownership interests of existing stockholders. Any sales in the public market of our outstanding promissory netes
- note or warrants, or our common stock issuable upon conversion of the-our promissory netes— note or exercise of the warrants
or options , could adversely affect prevailing market prices of our common stock. Although our common stock is listed on the
Nasdaq Global Select Market, the market for our shares has demonstrated varying levels of trading activity. You may not be
able to sell your shares quickly or at the market price if trading in shares of our common stock is not active. Further, an inactive
market may also impair our ability to raise capital by selling shares of our common stock and may impair our ability to enter
into strategic partnerships or acquire companies or products by using our shares of common stock as consideration. The stock
market in general and the market for biopharmaceutical companies in particular have experienced extreme volatility that has
often been unrelated to the operating performance of particular companies. The market price of our common stock has been and
may continue to be highly volatile and could be subject to wide fluctuations in response to various factors, some of which are
beyond our control, including: ¢ the commencement, enrollment or results of the planned clinical trials of our non- FDA-
approved product candidates or any future clinical trials we may conduct, or changes in the development status of eur-such
product candidates; ¢ any delay in our regulatory submissions for our product candidates and any adverse development or
perceived adverse development with respect to the applicable regulatory authority’ s review of such submissions, including
without limitation the FDA’ s issuance of a CRL or a “ refusal to file ” letter or a request for additional information; ¢ adverse
results or delays in clinical trials; * our decision to initiate a clinical trial, not to initiate a clinical trial or to terminate an existing
clinical trial; » adverse regulatory decisions, including failure to receive regulatory approval of our product candidates; °
changes in laws or regulations applicable to our approved produets— product or other product candidates , including but not
limited to clinical trial requirements for approvals; * our failure to commercialize our approved product or other product
candidates; ¢ additions or departures of key scientific or management personnel; ¢ unanticipated serious safety concerns related
to the use of our approved product or other product candidates; * announcements by us or our competitors of significant
contracts, acquisitions, strategic partnerships, joint ventures or capital commitments; ¢ our ability to effectively manage our
growth; ¢ variations in our quarterly operating results, including those driven by liability accounting associated with embedded
derivatives; ¢ our liquidity position, RIPA liability covenants and the amount and nature of any debt we may incur; ®
announcements that our revenue or income are below or that costs or losses are greater than analysts’ expectations; ¢ publication
of research reports about us or our industry, or immunotherapy in particular, or positive or negative recommendations or
withdrawal of research coverage by securities analysts; ¢ changes in the market valuations of similar companies; ¢ sales of large
blocks of our common stock; ¢ fluctuations in stock market prices and volumes; ¢ disputes or other developments relating to
proprietary rights, including patents, litigation matters and our ability to obtain patent protection for our technologies; *
significant lawsuits, including patent or stockholder litigation; ¢ the perception of our clinical trial results by retail investors,
which investors may be subject to the influence of information provided by third party investor websites and independent
authors distributing information on the internet; * general economic slowdowns; ¢ government- imposed lockdowns, supply
chain disruptions, and adverse economic effects from a potential pandemic, epidemic, or outbreak of an infectious disease, in the
U. S. and abroad; * geopolitical tensions and war, including the war in Ukraine and ongoing conflicts in Gaza and Yemen; ¢
coordinated actions by independent third- party actors to affect the price of certain stocks, coordinated via the internet and
otherwise; and ¢ other factors described in this *“ Risk Factors ” section. In the past, securities class action litigation has often
been instituted against companies following periods of volatility in the market price of a company’ s securities. This type of
litigation could result in substantial costs and a diversion of management’ s attention and resources, which would harm our
business, operating results , or financial condition. We are currently subject to securities class action litigation and other
litigation and may be subject to similar or other litigation in the future, all of which will require significant management time
and attention, result in significant legal expenses and may result in unfavorable outcomes, which may have a material adverse
effect on our business, operating results and financial condition, and negatively affect the price of our common stock. We are,




and may in the future become, subject to various legal proceedings and claims that arise in or outside the ordinary course of
business April 23,2024 . The results of the securities class action lawsuit, the-dertvative-aetion-and any future legal proceedings
cannot be predicted with certainty.Also,our insurance coverage may be insufficient,our assets may be insufficient to cover any
amounts that exceed our insurance coverage,and we may have to pay damage awards or otherwise may enter into a settlement
arrangement in connection with such claim.Any such payments or settlement arrangements in current or future litigation could
have a material adverse effect on our business,operating results s-or financial condition.Even if the plaintiffs’ claims are not
successful,current or future litigation could result in substantial costs and significantly and adversely impact our reputation and
divert management’ s attention and resources,which could have a material adverse effect on our business,operating results and
financial condition,and negatively affect the price of our common stock.In addition,such lawsuits may make it . For example, on
June 30, 2023, a putative securities class action complaint, captioned Salzman v. ImmunityBio, Inc. et al., No. 3: 23- cv- 01216-
BEN- WVG, was filed in the United States H—S—District Court for the Southern District of California against the company and
three of its officers and / or directors, asserting violations of Sections 10 (b) and 20 (a) of the Exchange Act stemming from the
company’ s disclosure on May 11, 2023 that 1t had recerved an FDA CRL statrng, among other thrngs that it Could not approve
the company s orrgrnal BLA submrssron v 0

v v v d —in its 1r11t1al form due to deﬂcrencres
related to its pre- lrcense 1nspectron of the company’ s thrrd party CMOs Fhe-On October 29, 2024, a shareholder derivative
action was filed in the District Court for the Southern District of California against the members of our Board of
Directors and certain officers, captioned Van Luven v. Soon- Shiong et al., Case No. 3: 24- cv- 02014- L- AHG, on
February 25, 2025, a second shareholder derivative action was filed in the United States District Court for the Southern
District of California against certain members of our Board of Directors and certain officers, captioned Barbieri v. Soon-
Shiong, et al., Case No. 3: 25- cv- 00416- AGS- JB, and on February 26, 2025, a third shareholder derivative action was
filed in the United States District Court for the Southern District of California against certain current and former
members of our Board of Directors and certain officers, captioned Shin v. Soon- Shiong, et al., Case No. 3: 25- cv- 00423-
JAH- DDL. Stemming from the same May 11, 2023 disclosure, these derivative eemptaint-complaints alteges- allege that
the individual defendants had-previoushymade-breached their fiduciary duties by authorizing or permitting materially false
and misleading statements and / or emitted-omitting material adverse facts regarding #s-ImmunityBio’ s third- party CMQOs
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for Aprrl 23 2024 The results ...... addltlon such lawsuits may rnake 1t more lnformatlon difﬁeu}t—te—ﬁ-naﬁe&etﬁepefa&eﬂs—
Future sales and issuances of our common stock or rights to purchase common stock, including pursuant to our equity incentive
plan, could result in additional dilution of the percentage ownership of our stockholders and 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. If our stockholders
sell, or the market perceives that our stockholders intend to sell substantial amounts of our common stock in the public market,
including shares obtained from the conversion or exchange of our convertible promissory #etes— note , exercise of our warrants,
satisfaction of our CVRs, or the exercise or settlement of our equity incentive awards, the market price of our common stock
could decline significantly. In addition, our Founder, Executive Chairman and Global Chief Scientific and Medical Officer, Dr.
Soon- Shiong, and his affiliates owned approximately #9-76 . 4-2 % of our eutstanding-shares-ef-common stock outstanding as
of December 31, 2823-2024 . Sales of stock by Dr. Soon- Shiong and his affiliates could have an adverse effect on the trading
price of our common stock. Certain holders of our common stock are entitled to certain rights with respect to the registration of
their shares under the Securities Act, including the shares purchased by affiliates of Oberland in connection with our entry into
the RIPA. Registration of these shares under the Securities Act would result in the shares becoming freely tradable without
restriction under the Securities Act, except for shares held by our affiliates as defined in Rule 144 under the Securities Act. Any
sales of securities by these stockholders could have an adverse effect on the market price of our common stock. In addition, we
expect that additional capital may be needed in the future to continue our planned operations, including conducting clinical
trials, regulatory approval efforts, pre- commercialization and commercialization activities, expanded research and development
activities , and costs associated with operating as a public company. To raise capital, we may sell common stock, #elading-as
partofthe-ATM;-convertible securities , or other equity securities (including warrants) in one or more transactions at prices and
in a manner we determine from time to time. If we sell common stock, convertible securities , or other equity securities, existing
investors may be materially diluted, and new investors could gain rights, preferences , and privileges senior to the holders of our
common stock. The issuance of additional shares of common stock or warrants to purchase common stock, perception that such
issuances may occur, or the exercise of outstanding warrants or other equity securities will have a material dilutive impact on
existing stockholders and could have a material negative effect on the market price of our common stock. We have incurred and
will continue to incur costs as a result of operating as a public company and our management has been and will be required to
devote substantial time to compliance initiatives and corporate governance practices, including maintaining an effective system
of internal control over financial reporting. As a public company listed in the U. S., we have incurred and will continue to incur
significant additional legal, accounting , and other expenses as a result of operating as a public company. In addition, changing
laws, regulations and standards relating to corporate governance and public disclosure, including Sarbanes- Oxley and
regulations implemented by the SEC and Nasdaq, may increase legal and financial compliance costs and make some activities
more time consuming. These laws, regulations and standards are subject to varying interpretations and, as a result, their
application in practice may evolve over time as new guidance is provided by regulatory and governing bodies. We intend to



invest resources to create a larger finance function with additional personnel to comply with evolving laws, regulations and
standards, and this investment will result in increased general and administrative expenses and a diversion of management’ s
time and attention from revenue- generating activities to compliance activities. If, notwithstanding our efforts to comply with
new laws, regulations and standards, we fail to comply, regulatory authorities may initiate legal proceedings against us, and our
business may be harmed. As of June 30, 2024, the market value of our common stock held by non- affiliates exceeded $
700. 0 million. Consequently, we will be a large accelerated filer and will therefore cease to be a smaller reporting
company effective December 31, 2024 and will no longer be able to rely on the scaled disclosure exemptions available to
smaller reporting companies starting with our Quarterly Report on Form 10- Q for the three months ending March 31,
2025. As a result of this transition, we will be subject to certain disclosure and compliance requirements that apply to
other public companies which did not previously apply to us due to our status as a smaller reporting company and
expect to incur additional legal and financial compliance costs as a result. As a public company in the U. S., we are
required, pursuant to Section 404 of Sarbanes- Oxley to furnish a report by management on, among other things, the
effectiveness of our internal control over financial reporting , and in connection with our transition to being a large
accelerated filer, we expect that compliance with the auditor attestations requirements of Section 404 (b) of the
Sarbanes- Oxley Act beginning with the Annual Report on Form 10- K for the year ended December 31, 2024 will
substantially increase our compliance costs . The controls and other procedures are designed to ensure that information
required to be disclosed by us in the reports that we file with the SEC is disclosed accurately and is recorded, processed,
summarized and reported within the time periods specified in SEC rules and forms. In the normal course of business our controls
and procedures may become inadequate because of changes in conditions or the degree of compliance with these policies or
procedures may deteriorate and material weaknesses in our internal control over financial reporting may be discovered. We may
err in the design or operation of our controls, and all internal control systems, no matter how well designed and operated, can
provide only reasonable assurance that the objectives of the control system are met. Because there are inherent limitations in all
control systems, there can be no absolute assurance that all control issues have been or will be detected. If we are unable, or are
perceived as unable, to produce reliable financial reports due to internal control deficiencies, investors could lose confidence in
our reported financial information and operating results, which could result in a negative market reaction. To fully comply with
Section 404, we will need to retain additional employees to supplement our current finance staff, and we may not be able to do
so in a timely manner, or at all. In addition, in the process of evaluating our internal control over financial reporting, we expect
that certain of our internal control practices will need to be updated to comply with the requirements of Section 404 and the
regulations promulgated thereunder, and we may not be able to do so on a timely basis, or at all. In the event that we are not
able to demonstrate compliance with Section 404 in a timely manner, or are unable to produce timely or accurate financial
statements, we may be subject to sanctions or investigations by regulatory authorities, such as the SEC or Nasdaq, and investors
may lose confidence in our operating results and the price of our common stock could decline. Furthermore, if we are unable to
certify that our internal control over financial reporting is effective and in compliance with Section 404, we may be subject to
sanctions or investigations by regulatory authorities, such as the SEC or stock exchanges, and investors could lose confidence in
the accuracy and completeness of our financial reports, which could hurt our business, the price of our common stock and our
ability to access the capital markets. Operating as a public company makes it more expensive for us to obtain directors’ and
officers’ liability insurance, and we may be required to accept reduced coverage or incur substantially higher costs to obtain
coverage. These factors could also make it more difficult for us to attract and retain qualified persons to serve on the Board of
Directors, on committees of the Board of Directors, or as members of senior management. If a restatement of our consolidated
financial statements were to occur, our stockholders’ confidence in the company’ s financial reporting in the future may be
affected, which could in turn have a material adverse effect on our business and stock price. If any material weaknesses in our
internal control over financial reporting are discovered or occur in the future, our consolidated financial statements may contain
material misstatements, and we could be required to restate our financial results. In addition, if we are unable to successfully
remediate any future material weaknesses in our internal controls or if we are unable to produce accurate and timely financial
statements, our stock price may be adversely affected, and we may be unable to maintain compliance with applicable stock
exchange listing requirements. We have not paid cash dividends in the past and do not expect to pay dividends in the future. Any
return on investment may be limited to the value of our common stock. We have never paid cash dividends on our common
stock and do not anticipate paying cash dividends for the foreseeable future. The payment of dividends on our common stock
will depend on earnings, financial condition , and other business and economic factors affecting us at such time as the Board of
Directors may consider relevant. If we do not pay dividends, our common stock may be less valuable because a return on your
investment will only occur if our stock price appreciates. Because we are relying on the exemptions from corporate governance
requirements as a result of being a *“ controlled company ” within the meaning of the Nasdaq listing standards, you do not have
the same protections afforded to stockholders of companies that are subject to such requirements. Our Founder, Executive
Chairman and Global Chief Scientific and Medical Officer, Dr. Soon- Shiong, and entities affiliated with him, control a majority
of our common stock. As a result, we are a controlled company within the meaning of the Nasdaq listing standards. Under these
rules, a company of which more than 50 % of the voting power is held by an individual, a group or another company is a
controlled company and may elect not to comply with certain Nasdaq corporate governance requirements, including (1) the
requirement that a majority of the Board of Directors consist of independent directors ;-and (2) the requirement that we have a
Nominating and Corporate Governance Committee that is composed entirely of independent directors with a written charter
addressing the committee’ s purpose and responsibilities. Accordingly, you do not have the same protections afforded to
stockholders of companies that are subject to all of the Nasdaq corporate governance requirements. However, our Board of
Directors is currently comprised of a majority of independent directors, and we currently have a Nominating and Corporate
Governance Committee and the majority of the members of such committee are independent directors. If securities or industry



analysts do not publish research or publish inaccurate or unfavorable research about our business, our share price and trading
volume could decline. The trading market for our common stock and the value of our warrants will depend on the research and
reports that securities or industry analysts publish about us or our business. We do not have any control over these analysts.
There can be no assurance that analysts will cover us or provide favorable coverage. If one or more of the analysts who cover us
downgrade our stock or change their opinion of our stock, our share price would likely decline. If one or more of these analysts 2
cease coverage of our company or fail to regularly publish reports on us, we could lose visibility in the financial markets, which
could cause our share price or trading volume to decline. Holders of our CVRs that are payable contingent upon us achieving
certain milestones may not receive any further consideration. In connection with our 2017 acquisition of Altor, we issued CVRs
under which we agreed to pay the prior stockholders of Altor approximately $ 304. 0 million of contingent consideration upon
the successful regulatory approval of a BLA by the FDA, or foreign equivalent, for ANKTIVA by December 31, 2022,
and approximately $ 304. 0 million of contingent consideration upon calendar- year worldwide sales of ANKTIVA N-—863
exceeding $ 1. 0 billion prior to December 31, 2026 , with amounts payable in cash or shares of our common stock or a
combination thereof . N—8063-is-With respect to the regulatory milestone CVR agreement, the FDA approved our BLA in
April 2024, which was after the milestone date set forth in such CVR agreement. The FDA did not eurrently-approved—
approve our BLA on for-—- or eemmeretal-before December 31, 2022, and therefore the regulatory milestone was not met,
and the regulatory milestone CVR agreement terminated in accordance with its terms. With respect to the sale-sales
milestone CVR agreement , and-there can be no assurance that such sales milestone will be achieved. Accordingly, holders of
our CVRs that are payable contingent upon us achieving the aforementioned milestones may not receive any further
consideration. Further, failure to achieve the milestones set forth in our CVR agreements may give rise to disputes with
the holders of such CVRs. For example, the shareholder representative for the holders of regulatory milestone CVRs has
notified us that it is exploring, and may intend to pursue, claims on behalf of such holders based on our alleged failure to
use commercially reasonable efforts to secure FDA approval of the BLA on or before the December 31, 2022 milestone
date, and the parties are currently engaged in an arbitration seeking to compel us to produce additional documents
related to our efforts. The arbitration does not seek monetary relief. To the extent further claims are filed regarding our
CVR agreements, we could be subject to monetary awards that may be substantial notwithstanding our vigorous
defense, and even if such claims are not successful, litigation could result in substantial costs, adversely impact our
reputation, and divert management’ s attention and resources, which could have a material adverse effect on our
business, operating results, and financial condition. We are not subject to the provisions of Section 203 of the DGCL, which
could negatively affect your investment. We elected in our Amended and Restated Certificate of Incorporation to not be subject
to the provisions of Section 203 of the DGCL. In general, Section 203 prohibits a publicly held Delaware corporation from
engaging in a business combination with an interested stockholder for a period of three years after the date of the transaction in
which the person became an interested stockholder, unless the business combination is approved in a prescribed manner. A
business combination includes a merger, asset sale , or other transaction resulting in a financial benefit to the interested
stockholder. An interested stockholder is a person who, together with affiliates and associates, owns (or, in certain cases, within
three years prior, did own) 15 % or more of the corporation’ s voting stock. Our decision not to be subject to Section 203 will
allow, for example, our Founder, Executive Chairman and Global Chief Scientific and Medical Officer (who, with members of
his immediate family and entities affiliated with him, owned, in the aggregate, approximately #9-76 . 4-2 % of our common
stock outstanding as of December 31, 2023-2024 ) to transfer shares in excess of 15 % of our voting stock to a third- party free
of the restrictions imposed by Section 203. This may make us more vulnerable to takeovers that are completed without the
approval of our Board of Directors and / or without giving us the ability to prohibit or delay such takeovers as effectively. Some
provisions 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. Provisions in our Amended and Restated Certificate of Incorporation and Amended
and Restated Bylaws, as well as provisions of 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. These provisions include: ¢ a requirement that
special meetings of stockholders be called only by the board of directors, president or chief executive officer; * advance notice
requirements for stockholder proposals and nominations for election to the board of directors; and ¢ the authority of the board of
directors to issue preferred stock on terms determined by the board of directors without stockholder approval and which
preferred stock may include rights superior to the rights of the holders of common stock. These anti- takeover provisions and
other provisions in our Amended and Restated Certificate of Incorporation and Amended and Restated Bylaws could make it
more difficult for stockholders or potential acquirers to obtain control of our Board of Directors or initiate actions that are
opposed by the then- current Board of Directors and could also delay or impede a merger, tender offer , or proxy contest
involving our company. These provisions could also discourage proxy contests and make it more difficult for you and other
stockholders to elect directors of your choosing or cause us to take other corporate actions you desire. Any delay or prevention
of a change of control transaction or changes in our Board of Directors could cause the market price of our common stock to
decline. Claims for indemnification by our directors and officers may reduce our available funds to satisfy successful third-
party claims against us and may reduce the amount of money available to us. Our Amended and Restated Certificate of
Incorporation and Amended and Restated Bylaws provide that we will indemnify our directors and officers, in each case to the
fullest extent permitted by Delaware law. In addition, as permitted by Section 145 of the DGCL, our Amended and Restated
Bylaws , and our indemnification agreements that we have entered into with our directors and officers provide that: « We will
indemnify our directors and officers for serving us in those capacities or for serving other business enterprises at our request, to
the fullest extent permitted by Delaware law. Delaware law provides that a corporation may indemnify such person if such
person acted in good faith and in a manner such person reasonably believed to be in or not opposed to the best interests of the



registrant and, with respect to any criminal proceeding, had no reasonable cause to believe such person’ s conduct was unlawful.
» We may, in our discretion, indemnify employees and agents in those circumstances where indemnification is permitted by
applicable law. « We are required to advance expenses, as incurred, to our directors and officers in connection with defending a
proceeding, except that such directors or officers shall undertake to repay such advances if it is ultimately determined that such
person is not entitled to indemnification. « We are not obligated pursuant to our Amended and Restated Bylaws to indemnify a
person with respect to proceedings initiated by that person against us or our other indemnitees except with respect to proceedings
authorized by our Board of Directors or brought to enforce a right to indemnification. * The rights conferred in our Amended and
Restated Bylaws are not exclusive, and we are authorized to enter into indemnification agreements with our directors, officers,
employees and agents and to obtain insurance to indemnify such persons. « We may not retroactively amend our bylaw
provisions to reduce our indemnification obligations to directors, officers, employees and agents. To the extent that a claim for
indemnification is brought by any of our directors or officers, it would reduce the amount of funds available for use in our
business. Our bylaws provide that the Delaware Court of Chancery is the 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 directors, officers or other employees. Our amended and restated bylaws provides that the
Delaware Court of Chancery (or, if the Delaware Court of Chancery does not have jurisdiction, the federal district court
for the District of Delaware) is the sole and exclusive forum for any state law claims for (i) any derivative action or
proceeding brought on our behalf, (ii) any action asserting a breach of fiduciary duty owed by any of our directors,
officers or other employees or our stockholders, (iii) any action asserting a claim against us arising pursuant to any
provisions of the DGCL, or as to which the DGCL confers jurisdiction on the Delaware Court of Chancery, our amended
and restated certificate of incorporation or our bylaws (including the interpretation, validity or enforceability thereof),
or (iv) any action asserting a claim against us that is governed by the internal affairs doctrine; provided, that these
choice of forum provisions do not apply to suits brought to enforce a duty or liability created by the Securities Act, the
Exchange Act, or any other claim for which the federal courts have exclusive jurisdiction. Furthermore, Section 22 of the
Securities Act creates concurrent jurisdiction for federal and state courts over all such Securities Act actions. Our
amended and restated bylaws provide that the federal district courts are the exclusive forum for resolving any complaint
asserting a cause of action arising under the Securities Act. The choice of forum provision may limit a stockholder’ s
ability to bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers or other
employees, which may discourage such lawsuits against us and our directors, officers and other employees. If a court
were to find the choice of forum provision contained in the bylaws to be inapplicable or unenforceable in an action, we
may incur additional costs associated with resolving such action in other jurisdictions, which could adversely affect our
business and financial condition. Any person or entity purchasing or otherwise acquiring any interest in shares of our
common stock shall be deemed to have notice of and to have consented to the provisions of our bylaws described above.



