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An investment in shares of our common stock involves a high degree of risk. You should carefully consider the following risk
factors as well as the other information in this Annual Report on Form 10- K, including our #raudited—- audited condensed
consolidated financial statements and the related notes and “ Management’ s Discussion and Analysis of Financial Condition
and Results of Operations, ” before deciding whether to invest in our common stock. The occurrence of any of the events or
developments described below could harm our business, financial condition, results of operations and / or prospects or cause our
actual results to differ materially from those contained in forward- looking statements we have made in this Annual Report on
Form 10- K and those we may make from time to time. In such an event, the market price of our common stock could decline,
and you may lose all or part of your investment. You should consider all of the risk factors described when evaluating our
business. Risk Factors Summary Our business is subject to a number of risks of which you should be aware before making a
decision to invest in our common stock. These risks include, among others, the following: « We have incurred net losses and

antlclpate that we W111 continue to incur net losses in the fore%eeable future . W&de—ﬂet—e*peet—me&mﬂgful—f&tufe—fevenﬂe—ffeﬂ%

v y —-Our hmlted epef&&ng—commerclahzatlon hmow may make it
dlfﬁcult for you to evaluate the success of our business to date and to assess our future viability. * We may require substantial
additional funding to finance our operations. If we are unable to raise capital when needed, we could be forced to delay, reduce
or terminate certain of our research and development programs or other operations. * Raising additional capital may cause
dilution to our stockholders, restrict our operations or require us to relinquish rights to our product candidates. ¢ Our future
success is substantially dependent on the successful clinical development, regulatory approval and commercialization of our
product candidates in a timely manner. If we are not able to obtain required regulatory approvals, we will not be able to
commercialize our product candidates , and our ability to generate product revenue will be adversely affected. * The
development of additional product candidates is risky and uncertain, and we can provide no assurances that we will be able to
successfully develop the additional product candidates we identify or replicate our approach for other diseases. «+ We are
developing, and in the future may develop, product candidates in combination with other therapies. ¢ Success in
preclinical studies or earker-early- stage clinical trials-studies may not be indicative of results in future clinical triats-studies
and we cannot assure you that any ongoing, planned or future clinical rals-studies will lead to results sufficient for the
necessary regulatory approvals and marketing authorizations. We have and may continue to commit substantial financial
resources with respect to clinical +rtals-studies that may not be successful, and we may not be able to recoup those investments.
Interim, “ top line ” and preliminary data from our clinical studies 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. « Although the combination of tobevibart and elebsiran has received Fast Track and
Breakthrough Therapy designation from the FDA, as well as PRIME designation from the EMA and European orphan
drug designation, in each case for the treatment of CHD, there can be no assurance that any of our product candidates
that receive such designations in the U. S. or similar designations in any other regulatory jurisdictions will maintain such
designations or receive regulatory approval any sooner than other product candidates that do not have such
designations, or at all. « Clinical product development involves a lengthy and expensive process. We may incur additional
costs and encounter substantial delays or difficulties in our clinical studies. ¢ Enrollment and retention of patients in clinical
#riafs-studies is an expensive and time- consuming process and could be delayed, made more difficult or rendered impossible by
multiple factors outside our control. + Qur product candidates may cause undesirable side effects or have other properties
that could delay or prevent their regulatory approval, limit their commercial potential or result in significant negative
consequences following any potential marketing approval. ¢« We are a party to strategic collaboration and license agreements
pursuant to which we are obligated to make substantial payments upon achievement of milestone events and, in certain cases,
have relinquished important rights over the development and commercialization of certain current and future product candidates.
We may alse-nterrdto-explore additional strategic collaborations, which may never materialize or may require that we spend
significant additional capital or that we relinquish rights to and control over the development and commercialization of our
product candidates. « The deployment of Al artifietabntetigenee-in our s-or our collaborators’ sefforts to discover and-, develop
and engineer next- generation antibodies or other investigational products, could adversely affect our business, reputation jor
financial results , and furthermore our competitors may be able to utilize such technologies more effectively than we can .
* Even if any of our product candidates receive marketing approval, they may fail to achieve adoption by physicians, patients,
third- party payors or others in the medical community necessary for commercial success. * We rely on third parties to produce
clinical and-eemmeretal-supplies of our product candidates . There could be delays or supply shortages beyond our control
limiting our access to clinical supplies . + We rely on third parties to conduct, supervise and monitor our preclinical and
clinical studies and-ehntealtrials-, and if those third parties perform in an unsatisfactory manner, it may harm our business. © If
we breach our license agreements or any of the other agreements under which we acquired, or will acquire, the intellectual
property rights to our product candidates, we could lose the ability to continue the development and commercialization of the
related product candidates. ¢ If we are unable to obtain and maintain patent protection for our product candidates and
technology, or if the scope of the patent protection obtained is not sufficiently broad or robust, our competitors could develop
and commercialize products and technology similar or identical to ours, and our ability to successfully commercialize our




product candldates and technolos_y may be ddversely affected. * The—e*efetse—byh&he—Bﬂi—&—Mel-mda—Gafe&Fetﬂid&&efref—&s

personnel dnd if we are not able to retain these members of our management team or recruit and retain additional management,

CllIllCdl dnd scientific pelsonnel our business wrl-l—could be harmed. * We—have—e*peﬂeﬂeed-s-tgﬂrﬁeaﬂt-Our success depends on

our behalf, fail or suﬁel securlty bredches such events could result in, without limitation, the followmo a ugmhc'lnt d1s1upt10n
of our product development programs; an inability to operate our business effectively; unauthorized access to or disclosure of
the personal information we process; and other adverse effects on our business, financial condition, results of operations and
prospects. * The market price of our common stock has been, and in the future, may be, volatile and fluctuate substantially,
which could result in substantial losses for purchasers of our common stock. Risks Related to Our Financial Position and Capital
Needs Although we recorded net income for the years ended December 31, 2022, and 2021, we have otherwise incurred net
losses since inception in April 2016. We had net loss of § 522. 0 million and $ 615. | milltenandnetincomeof $515-8
million for the years ended December 31, 2024 and 2023 and2622-, respectively. As of December 31, 2023-2024 , we had an
accumulated deficit of § 237759 . 8 mllllon We expect to continue to incur SlLl]lflCdnt expenses and will contlnue to 1ncu1 net

losses i in the foreseeable future as —Stnee—rﬂeepﬁeﬁ—we develo

esfabhsl‘rrng—ew*rﬂtel-}ee&ta-l—pfepeﬁ}#peﬁ-fehe— lt could be sever"ll yedrs 1f ever, before we are dble to commercmhze any of our

product candidates. Any net losses we incur may fluctuate significantly from quarter to quarter and year to year. To become
profitable, we must succeed in developing and eventually commercializing products that generate significant revenue. This will
require us to be successful in a range of challenging activities, including completing preclinical and clinical studies and-ehinteat
#riads-of our current and future product candidates, obtaining regulatory approval, procuring commercial- scale manufacturing
and marketing , and selling any products for which we obtain regulatory approval (including through third parties), as well as
discovering or acquiring and developing additional product candidates. We are only in the preliminary stages of most of these
activities —We-, and we may never attain a level of commercial success that will sueeeed-nrthese-aetivities-and;evenif-we
do;-may-notbe-able-to-eontinweto-generate sufficient revenue thatis-saffietent-to offset our expenses and maintain profitability.
Because of the numerous risks and uncertainties associated with biopharmaceutical product development, we are unable to
accurately predict the timing or amount of expenses, or if we will be able to return to profitability. If we are required by
regulatory authorities to perform studies and-triats-in addition to those currently expected, or if there are any delays in the
initiation and completion of our clinical +rtads-studies or the development of any of our product candidates, our expenses could
increase. Our failure to return to being profitable would decrease the value of our company and could impair our ability to raise
Cdpltdl mdmtdm our research dnd development efforts, expand our busmess or continue our operations. Since fMay202+-we;




been largely focused on 1dent1fy1ng, reiearchlng and Conductmg prechnlcal and clinical activities of our product candidates,
acquiring and developing our technology platforms and product candidates, organizing and staffing our company, business
planning, raising capital and establishing our intellectual property portfolio. As an organization, beyond sotrovimab for COVID-
19, we have not yet demonstrated an ability to successfully manufacture a BLA- approved, commercial- scale product or
conduct sales and marketing activities necessary for successful commercialization. Consequently, any predictions about our
future success or viability may not be as accurate as they could be if we had a longer operating history. We may encounter
unforeseen expenses, difficulties, complications, delays and other known or unknown factors in achieving our business
objectives, including with respect to our technology platforms and product candidates. As of December 31, 2623-2024 , we had
cash, cash equivalents and investments of $ 1. 63-1 billion. Based upon our current operating plan, we beheve that this amount
the-$1-63billienas-ef Peeember3452023-will fund our current operating plans for at least the next 12 months. However, our
operating plan may change as a result of many factors currently unknown to us, and we may need to seek additional financing to
fund our long- term operations sooner than planned. Moreover, it is particularly difficult to estimate with certainty our future
revenue and expenses given the dynamic and rapidly evolving nature of our business. We may also need to raise additional
capital to complete the development and commercialization of our product candidates and fund certain of our existing
manufacturing and other commitments. Other unanticipated costs may also arise. Because the design and outcome of our clinical
#riafs-studies are highly uncertain, we cannot reasonably estimate the actual amount of resources and funding that will be
necessary to successfully complete the development and commercialization of our product candidates , if approved, or any
future product candidates that we develop. We expect to finance our cash needs through public or private equity or debt
financings, third- party (including government) funding and marketing and distribution arrangements, as well as clinical trial
financing and other collaborations, strategic alliances and licensing arrangements with other companies , or any combination
of these approaches. Our future capital requirements will depend on many factors, including: ¢ the timing, progress and results
of our ongoing preclinical and clinical studies and-ehinteat-trials-of our product candidates; * the scope, progress, results and
costs of preclinical development, laboratory testing and clinical +stads-studies of other potential product candidates that we may
pursue; * our ability to establish and maintain collaboration, license, grant and other similar arrangements, and the opt- in
mechanisms contained in, and the financial terms of, any such arrangements, including timing and amount of any future
milestones, royalty or other payments due thereunder; ¢ the costs, timing and outcome of regulatory revtew-reviews of our
product candidates; ¢ the costs and timing of commercialization activities, including product manufacturing, marketing, sales
and distribution, for our product candidates for which we receive marketing approval; ¢ the amount of revenue received from
commercial sales of any product candidates for which we receive marketing approval; ¢ the costs and timing of preparing, filing
and prosecuting patent applications, maintaining and enforcing our intellectual property rights and defending any intellectual
property- related claims; ¢ any expenses needed to attract, hire and retain skilled personnel; ¢ the costs of operating as a public
company; and ¢ the extent to which we acquire or in- license other companies’ product candidates and technologies. General
economic conditions, both inside and outside the U. S., mcludlng hetghtenedinflation;capital market volatility, interest rate and
currency rate fluctuations, and economic slowdown or recession, as well as tﬁe{ud-rﬂg—&lﬁeve%t&teﬁ-e-ﬂﬂew—&ﬂd-eﬂsﬁﬁg—v&ﬂﬂﬂts
of COVHD-—9and-ccopolitical events, including civil or political unrest , terrorism, insurrection or war (such as the ongoing
vwar-betweenIsraet-conflicts in the Middle East and Eastern Europe Hamas—a-nd—%a-rne—&ﬂd—R—ussta—) and also investor
concerns regarding the U. S. or international financial systems, have in the past resulted in, and may in the future cause,
a significant disruption of glebal-financial markets. If the disruption persists and deepens, we could experience an inability to
access additional capital or increased costs of financing through higher interest rates or costs or tighter financial and
operating covenants , which could in the future negatively affect our capa01ty for certam corporate development transactlon@ or
our ability to make other 1mp01tant opportunl%tlc 1nve§tment§ el v y 0 3




additional financing may not be available to us on acceptable terms, or at all. If we are unable to raise capital when needed or on
attractive terms, we could be forced to delay, reduce or altogether terminate our research and development programs or
commercialization efforts, which may adversely affect our business, financial condition, results of operations and prospects. In
dddlthn we may seek dddltlondl capltal due to fav omble deket condmons or stmteuc considerations even if we belle\ e we

of equltv or conv eltlble debt secuntles your ownership interest in our company may be dlluted and the terms of these secuntles
may include liquidation or other preferences that adversely affect your rights as a stockholder. Debt and equity financings, if
available, may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as
redeeming our shares, making investments, incurring additional debt, making capital expenditures, declaring dividends or
placing limitations on our ability to acquire, sell or license intellectual property rights. If we raise additional capital through
future collaborations, strategic alliances or licensing arrangements, we may have to relinquish valuable rights to our intellectual
property, future revenue streams, research programs or product candidates or grant licenses on terms that may not be favorable
to us. If we are unable to raise additional capital when needed, we may be required to delay, limit, reduce or terminate our
research and product development or commercialization efforts or grant rights to develop and market product candidates that
we would otherwise develop and market ourselves. Adverse-developments-affeeting-We do not expect meaningful future
revenue from the sale of sotrovimab finanetal-servieesindustryinelding-events-or-for eoneerns-invelvingliquidity-the
treatment of COVID- 19 . defaults-ernonperformanee-even if it were reauthorized by finanetal-institutions-the FDA. In
December 2024 . the FDA revoked the EUA that we and GSK had received in May 2021 for the sale of sotrovimab to
treat COVID- 19. Even prior to the FDA’ s revocation of our EUA, sotrovimab had not been authorized for use in any U.
S. region for the treatment of COVID- 19 since the FDA’ s exclusionary revisions to our EUA in March and April 2022.
Due to the evolving COVID- 19 landscape and based on discussions with the FDA, we and GSK do not plan to file a
BLA. While sotrovimab still maintains emergency authorization, temporary authorization or marketing approval (under
the brand name Xevudy ®) for early treatment of COVID- 19 in certain territories outside of the United States, we did
not earn meaningful revenue from sales of sotrovimab during the most recent fiscal year ended December 31, 2024.
Moreover, foreign regulatory authorities may impose similar limitations to the FDA on the use of sotrovimab in
jurisdictions where sotrov1mab has been granted EUA temporary authorlzatlon or other marketlng approval, whlch

ﬂske*eepﬁefrmafeved—by-neUmtedSmes -------- ederal Reserve-andthe FRIC- 1L ol
institutions-in-whieh-we-hold-funds-continue to malntaln access to 500 mg v whlle notlng that the clinical efficacy is

unknown fer— or werking-eapital-uncertain against existing and emerging Omicron variants operating-expenses-were-to-fait
., we cannot previde-any-predict whether other countries will further limit the use of sotrovimab. There are no assurances
that we will secure future supply commitments from governments for sotrovimab, or that sotrovimab will be effective
against any new COVID- 19 variants or subvariants. Even if we and GSK were to file a BLA or marketing applications
in other jurisdictions, it is possible that the FDA and other regulatory authorities may not grant sotrovimab full
marketlng approval for the treatment of COVID 19, or that any sueh marketlng approvals, if granted, may have

0 G slmllar or manner—l-n—add-rt—toﬁ—rrweste%eeﬂeeﬂas

eredit—aﬂd—}iqtridﬁyeseﬁrees—ﬂ&efeby—rﬂakﬂ&g—rt—lts ﬂ&efe—d-l-fﬁeu-}t—use. If the FDA does not reauthorlze the use of sotrovimab in

the U. S., and / or if countries outside of the U. S. continue to limit its use, we may be unable to sell sotrovimab in or
outside of the U. S For these reasons, we do not currently expect meanmgful future revenue from sotrovrmab tor the

ettr—bﬂs-rness—ﬁﬁaﬂeta-l-eeﬁdt&eﬁ-efrest&ts—of eper&ﬁeﬁs—COVID- 19 Rlsks Related to De\ elopment and C ommelcmllzanon
Our future success is substantially dependent on the successful clinical development, regulatory approval and
commercialization of our product candidates in a timely manner. If we are not able to obtain required regulatory
approvals, we will not be able to commercialize our product candidates, and our ability to generate product revenue will
be adversely affected. We have invested a significant portion of our time and financial resources in the development , in-
licensing and acquisition of our product candidates and have initiated clinical trials-studies for multiple product candidates.
Our-Accordingly, our business is dependent on our ability to successfully complete elinical development of, obtain regulatory



approval for, and successfully commercialize our product candidates, if approved, in a timely manner. We may face unforeseen
challenges in our product development strategy, and we can provide no assurances that our product candidates will be successful
in clinical +rtals-studies or will ultimately receive regulatory approval. Prior to obtaining approval to commercialize any product
candidate in the United States or abroad, we must demonstrate with substantial evidence from well- eentretted-designed
registrational clinical trials-studies , and to the satisfaction of the FDA or comparable foreign regulatory authorities, that such
product candidate is safe and effective for-to treat its intended wses-indications . Results from preclinical studies and-ehnteat
#riafs-can be interpreted in different ways. Even if we believe that the preclinical or clinical data for our product candidates are
promising, such data may not be sufficient to support approval for further development, manufacturing or commercialization of
our product candidates by the FDA and other regulatory authorities. The FDA or other comparable foreign regulatory
authorities may also require us to conduct additional preclinical or clinical studies erehntealtrtals-for our product candidates ,
either prior to or post- approval, or #may object to elements of our clinical development program -and reguiring-require their
alterattorrus to alter them . Even if we eventually complete clinical testing and receive approval of an a-new-drag-applieation;
or-NDA, BLA ;-or foreign marketing application for our product candidates, the FDA or the-comparable foreign regulatory
authorities may grant an approval or other marketing authorization that is contingent on the performance of costly additional

chmcal tﬂa}s-studles 1nclud1ng post fnafket—marketlng chnlcal trlals Furthermore, fPhe—F-BA—er—t-he—these eeﬁapafab-}e

authorize the labehng that we beheve is necessary or desirable for the successful Commermahzatlon of &-our product eandidate
candidates . Any delay in obtaining, or inability to obtain, applicable regulatory approval or other marketing authorization
would delay or prevent commercialization of that product candidate and would adversely impact our business and prospects. In
addition, the FDA or comparable foreign regulatory authorities may change their policies, adopt additional regulations or revise
existing regulations or take other actions, which may prevent or delay approval of our future product candidates under
development on a timely basis. Such policy or regulatory changes could impose additional requirements upon us that could
delay our ability to obtain applicable regulatory approvals, increase the costs of compliance or restrict our ability to maintain any
marketing authorizations we may have obtained. For example, in December 2022, with the passage of Food and Drug Omnibus
Reform Act, Congress required sponsors to develop and submit a diversity action plan for each Phase 3 clinical trial or any other
“ pivotal study ” of a new drug or biological product. These plans are meant to encourage the enrollment of more diverse patient
populations in late- stage clinical trtals-studies of FDA- regulated products. Specifically , as further detailed in FDA’ s Draft
Guidance entitled, “ Diversity Action Plans to Improve Enrollment of Participants from Underrepresented Populations
in Clinical Studies ” issued in June 2024 , actions plans must include the sponsor’ s goals for enrollment, the underlying
rationale for those goals, and an explanation of how the sponsor intends to meet them. Hradditionte-The Trump
Administration’ s January 2025 Executive Order pausing certain diversity, equity and inclusion efforts has left
uncertain how, whether or when these--- the statute’ s requirements will become operative -thedegislation-direets-the FDA
to-isste-new-ghidanee-on-diverstty-aetionplans-. [f we are slow or unable to adapt to changes in existing requirements or the
adoption of new requirements or policies governing clinical triats-studies , our development plans may be impacted.
Furthermore, even if we obtain regulatory approval for our product candidates, we may still need to develop a commercial
organization, establish a commercially viable pricing structure and obtain approval for coverage and adequate reimbursement
from third- party and government payors, including government health administration authorities. As a company, we have no
prior experience in these areas. If we are unable to successfully commercialize our product candidates or if there is an
insufficient demand for our product candidates, we may not be able to generate sufficient revenue to continue our business. A
core element of our business strategy is to expand-successfully develop our product candidate pipeline. Efforts to identify,
acquire or in- license, and then develop product candidates require substantial technical, financial and human resources, whether
or not any product candidates are ultimately identified. ©urEven when we are successful in identifying and acquiring or in-
llcensmg potential product candldates, such as our llcense to three clinical- stage TCEs from Sanofi, our efforts may

W d e P yet-fail to yield product candidates for clinical development,
approved products or commercial revenue for many reasons. We have limited financial and management resources and, as a
result, we may forego or delay pursuit of opportunities with other product candidates or for other indications that later prove to
have greater market potential. Our resource allocation decisions may cause us to fail to capitalize on viable commercial products
or profitable market opportunities. If we do not accurately evaluate the commercial potential or target market for a particular
product candidate, we may relinquish valuable rights to that product candidate through collaboration, strategic alliances,
licensing or other royalty arrangements in circumstances under which it would have been more advantageous for us to retain
sole development and commercialization rights to such product candidate. In addition, we may not be successful in replicating
our approach to development for other disease indications. If we are unsuccessful in tdentifyring-and-developing additional
product candidates or are unable to do so , or if the product candidates that we identify and acquire or in- license do not
meet our expectations or fail to result in viable products , our business may be harmed. Furthermore, we intend to seek
approval to market our product candidates outside of the U. S., and may also do so for future product candidates. If we market
approved products outside of the U. S., we expect that we will be subject to additional risks in commercialization. As a
company, we have no prior experience in these areas. In addition, there are complex regulatory, tax, labor and other legal
requirements imposed by many of the individual countries in which we may operate, with which we will need to comply. Many
biopharmaceutical companies have found the process of marketing their products in foreign countries to be challenging. We are
developing, and in the future may develop, ether-product candidates in combination with other therapies, which exposes us to

additional risks. We are pursuing a developing-elebsiranand-tobevibart-for-the-functional cure of hepatitis B-virus;or HBV;

CHB based on a combination regimen of tobevibart and elebsiran, with or without PEG- IFNa, as well as developing the




combination of tobevibart and elebsiran as a treatment for CHD the-ehronte-treatment-ofhepatitis-delta-virus;or HDV-.

Each of these product candidates has demonstrated direct antiviral activity and the potential to stimulate an effective immune
response and-has-direetantiviralactivity-agamstHBV-. We believe that a functional cure for HBV-CHB will require an
effective immune response, in addition to antiviral activity, based on the latest functional cure data and on the observation
that severe immunosuppression can reactivate CHB HBV-disease-. Accordingly, a combination Menetherapy—--- therapy with
e&eh—that 1ncludes both of these ageﬂfs—components may provide-be needed to achieve a functional cure irseme-patients;

6 We—For CHB we have ﬁﬂ—Ol]LOlnL Phase 2 clinical triat-trials that

v v We-are also evaluating additional COInblll’lthIlS with
other 1mmun0thempy agents and direct - acting anmlrdl agents. We—aw}se—For CHD, we have a-an ongoing Phase 2 clinical trial
evaluating elebstran-and-tobevibart as a monotherapy or in combination with elebsiran, and we have a planned registrational
trial program that will further evaluate the doublet combination. In our early- stage oncology programs, we are
evaluating VIR- 5818 in combination with pembrolizumab in a Phase 1 basket study in multiple tumor types, including
metastatic breast cancer and metastatic CRC. The inclusion of critically ill patients in our oncology clinical studies may
result in serious adverse medical events, including death, due to other therapies for— or the-treatmentofehronie HbDV
medications that such patients may be using or in combination with our product candidates . Even if any product
candidate we develop were to receive marketing approval or be commercialized for use in combination with other existing
therapies, we would continue to be subject to the risks that the FDA or comparable foreign regulatory authorities could revoke
approval of the therapy used in combination with our product candidate. There is also a risk that safety, efficacy, manufacturing
or supply issues could arise with these other existing therapies. For example, the other therapies may lead to toxicities that are
improperly attributed to our product candidates or the combination of our product candidates with other therapies may result in
toxicities that the product candidate or other therapy does not produce when used alone. This could result in our own products
being removed from the market or being less successful commercially. We may also evaluate our future product candidates in
combination with one or more other therapies that have not yet been approved for marketing by the FDA or comparable foreign
regulatory authorities. We will not be able to market any product candidate we develop in combination with any such
unapproved therapies that do not ultimately obtain marketing approval. If the FDA or comparable foreign regulatory authorities
do not approve these other drugs or revoke their approval of, or if safety, efficacy, manufacturing or supply issues arise with, the
drugs we choose to evaluate in combination with any product candidate we develop, we may be unable to obtain approvals that
will facilitate the successful commercialization of our product candidates. Success in preclinical testing and early- stage
clinical studies does not ensure that later clinical studies will generate similar results or otherwise provide adequate data
to demonstrate the efficacy and safety of a product candidate. Certain of our clinical programs have not yielded positive
results in late- stage studies (such as our Phase 2 clinical study of VIR- 2482 for the prevention of symptomatic influenza
A illness, which did not meet primary or secondary efficacy endpoints, as announced in July 2023), and our product
candidates currently under development may similarly fail to meet efficacy endpoints or otherwise show the desired
characteristics in clinical development sufficient to obtain regulatory approval —Stieeess-, despite positive results in
prechmcal studies or e&ﬂ-teikhavmg successfully advanced through early- stage clinical studles fﬂa-ls—may—ﬁet—be-rﬂd-te&twe-ef

support reguldtory approval Whteh—eeu-}d—me&n—we W1]1 suﬁer setbacks that —Aﬂy—stteh—sefbaeks—could negatively impact our
business, financial condition, results of operations and prospects . Moreover, our inability to bring a product to market or a
significant delay in the expected approval and related launch date of a new product could have a negative effect on our
stock price and related market capitalization, which could result in a significant impairment of goodwill, other intangible
assets and long- lived assets . Interim, *“ top- line ” and preliminary data from our clinical trtels-studies 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 publish interim, * top- line ™ or preliminary
data from our clinical trtals-studies . Interim data from clinical trials-studies 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. Preliminary or “ top- line ” data also remain subject to audit and verification procedures that may result in the final
data being materially different from the preliminary data we previously published. As a result, interim and preliminary data
should be viewed with caution until the final data is available. Differences between preliminary or interim data and final data
could significantly harm our business prospects and may cause the trading price of our common stock to fluctuate significantly.



€hnteat-In June 2024 and December 31, 2024, we announced that the FDA granted Fast Track designation and
Breakthrough Therapy designation, respectively, for the combination of tobevibart and elebsiran for the treatment of
CHD. In addition, the combination received PRIME designation from the EMA and European orphan drug designation
in December 2024 in the same indication. We can provide no assurances that the combination of tobevibart and elebsiran
or any of our other product developmentinvelves-candidates that receive Fast Track, Breakthrough Therapy, Priority
Review or similar designations in the U. S., EU or in any other regulatory jurisdictions will receive regulatory approval
any sooner than other product candidates that do not have such designations, or at all. The FDA, EMA or other foreign
regulatory authorities may also withdraw or revoke any such designation, or elect to treat designated candidates in a
lengthy-and-expensive-proeess-manner different from what was originally indicated, if determined that any such product
candidates that receive such designations no longer meet the relevant criteria . We-may-ineurFailure to realize the
potential benefits of any of these designations could materially and adversely affect our business, financial condition,
cash flows and results of operations. For additional eests-information, see the sections titled “ Government Regulation and
eneounter-substantial-delays-or-difftenlties-Product Approval — Expedited Development and Review Programs ” and “
Government Regulation and Product Approval — Foreign Regulation ” in eurelinieal-trials-“ Part I, Item 1. Business ” i
this Annual Report on Form 10- K . Before obtaining marketing approval from regulatory authorities for the sale of our
product candidates, we must complete preclinical development and then conduct extensive clinical #riads-studies to demonstrate
the safety and efficacy of our product candidates in humans. Clinical testing is expensive, is difficult to design and implement,
can take many years to complete and is inherently uncertain as to outcome. We do not know whether our planned clinical +rtals
studies will begin or enroll on time, will be conducted as planned, will need to be redesigned or will be completed on schedule,
if'at all. A failure or significant delay of one or more clinical studies can occur at any stage of testing. For example , during
initial dose escalation studies, we, the FDA or comparable foreign regulatory authorities have in the past and may in the
future impose restrictions relating to chemistry, manufacturing and control (CMC) standards, and such restrictions
could then delay or limit our evaluation of a product candidate and its subsequent advancement to late- stage studies.
Also , the availability of superior or competitive therapies coupled with changing standards of care could limit our ability to
perfonn plduebo conmolled fﬂa-}s—studles and / or reqmre us to enroll a larger number of subjects to dddless competing
treatments —A—fa &y al-triats—ea at-any-stag . Moreover, preclinical
and clinical data are often susceptlble to varying interpretations and analyses, and many Compames that have believed their
product candidates performed satisfactorily in preclinical and clinical studies and-ehnieal-trials-have nonetheless failed to obtain
marketing approval of their products. We-may-experienee-numerous-Any of these or other unforeseen events that we may
experience prior to, during, or as a result of clinical studies trieds-that-could delay or prevent us from eur-ability-to-reeetve
receiving marketing approval er-and ultimately eemmeretalize-commercializing our product candidates. Any inability to
successfully complete preclinical and clinical development could result in additional costs to us or impair our ability to generate
revenue from future product sales or other sources. In addition, if we make manufacturing or formulation changes to our product
candidates, we may need to conduct additional testing to bridge our modified product candidate to earlier versions. Clinical trial
delays could also shorten any periods during which we may have the exclusive right to commercialize our product candidates, if
approved, or allow our competitors to bring competing products to market before we do, which could impair our ability to
successfully commercialize our product candidates and may harm our business, financial condition, results of operations and
prospects. Additionally, if the results of our clinical trtals-studies are inconclusive or if there are safety concerns or SAEs
sertous-adverse-events-associated with our product candidates, we may: ¢ be delayed in obtaining marketing approval, or not
obtain marketing approval at all; * obtain approval for indications or patient populations that are not as broad as intended or
desired; ¢ obtain approval with labeling that includes significant use or distribution restrictions or safety warnings; * be subjeette
additional-post—marketing-testingrequirements—-be-required to perform additional clinical +rtals-studies to support approval or
be subject to additional post- marketing testing requirements; ¢ have regulatory authorities withdraw, or suspend, their approval
of the product or impose restrictions on its distribution in the form of a risk evaluation and mitigation strategy (;;6+=REMS ) ; *
be subject to the addition of labeling statements, such as warnings or contraindications; * be sued-subject to lawsuits,
1nvest1gat10ns or other legal or regulatory proceedmgs ore exper1ence damaée to our reputdtlon —Our-produet-developntent

our product candidates are based on certdm innovative teuhnology platforms, Wthh makes it even more difficult to predlct the
time and cost of product candidate development and obtaining necessary regulatory approvals Fpartieelarly-for-our

eytomegalovirus;or-EMV—veetorteehnotogies- [n addition, the compounds we are developing may not demonstrate in patients

the Chemlcdl and phdlmdcologlcal propeItles ascrlbed to them in preclinical studies, and they may interact Vxlth human




studles is crltlcal to our success. ln partlcular clinical ¢rials-studies for prophylaxis are 1mpaeted by many factors including
competing therapies that tend to require enrollment of a larger number of subjects than clinical trtals-studies for treatments. We
may encounter difficulties in enrolling patients in our clinical trieds-studies , thereby delaying or preventing development and
approval of our product candidates. Even once enrolled, we may be unable to retain a sufficient number of patients to complete
any of our riafs-studies . Patient enrollment and retention in clinical trieds-studies depend on many factors, including the size of
the patient population, the nature of the trial protocol, the existing body of safety and efficacy data, changing standards of care,
the number and nature of competing treatments and ongoing clinical +rtals-studies of competing therapies for the same
indication, the proximity of patients to clinical trial sites and the eligibility criteria for the trial. The enrollment and retention of
patients in our clinical trtals-studies may be disrupted or delayed as a result of, for example, regulatory feedback, clinicians’ and
patients’ perceptions as to the potential advantages of therapies in development in relation to other available therapies, including
products that have been recently authorized under EUASs or approved and licensed through NDAs and BLAs. In addition,
enrollment and retention of patients in clinical trats-studies could be disrupted by geopolitical events, including civil or political
unrest, terrorism, insurrection or war (such as the ongoing war-betweentsrael-conflicts in the Middle East and Eastern
Europe Ha-mas—aﬂd—U—l&&rﬂe—aﬁd—RuSSia—) as well as man- made or natural dlqa%terq e-lepubhe health pandemlei or epldemlcﬂ .
or other bu%lnei% 1nternlpt10m t v —O1

or retention may result in increased costs, program delay% or both, Wthh could have a halmful effect on our ability to develop
our product candidates or could render further development impossible. In addition, we may rely on eentraetreseareh
erganizations;or-CROs s-and clinical trial sites to ensure proper and timely conduct of our future clinical trials-studies and,
while we intend to enter into agreement@ govemlng thelr 9erv1ee§ we will be limited in our ab111ty to ensure their actual

performance - y v y v
t-heﬁefegu-}&tefy—&ppfeva-l— whlch may hmrt—t-hetfeenﬁﬁefem-l-pete&&a{-eﬁeqult in signifteantnegative-consequencesfolowing
any-potential-marketing-approval-rejection of the data generated at particular clinical trial sites or delays in the completion
of our future clinical studies . During the conduct of clinical trials-studies , patients report changes in their health, including
illnesses, injuries and discomforts, to their doctor. Often, it is not possible to determine whether or not the product candidate
being studied caused these conditions. Regulatory authorities may draw different conclusions and may require us to pause our
clinical #rads-studies or require additional testing to confirm these determinations, if they occur. In addition, it is possible that as
we test our product candidates in larger, longer and more extensive clinical triats-studies , or as use of these product candidates
becomes more widespread if they receive regulatory approval, illnesses, injuries, discomforts and other adverse events that were
not observed in earlier trtals-studies , as well as conditions that did not occur or went undetected in previous trials-studies , will
be reported by subjects or patients. Many times, side effects are only detectable after investigational products are tested in large-
scale pivotal trtats-studies or, in some cases, after they are made available to patients on a commercial scale after approval. If
additional clinical experience indicates that any of our product candidates have side effects or cause serious or life- threatening
side effects, the development of the product candidate may fail or be delayed, or, if the product candidate has received
regulatory approval, such approval may be revoked, which would harm our business, financial condition, results of operations
and prospects. We are a party to various strategic collaboration and license agreements that are important to our business and to
our current and future product candidates pursuant to which we license a number of technologies to form our technology
platforms and in- license certain product candidates . These agreements contam obhgatlom that requlre us to make
qubitantlal payments in the event certain milestone events are achleved ; ;

Ag-reemeﬂtsLA core element of our bu%lne%@ strategy includes continuing to acquire or in- hcenqe addltlonal technologies or
product candidates for the treatment and prevention of serious infectious diseases , cancer and other serious conditions. As a
result, we intend to periodically explore a variety of possible strategic collaborations or licenses in an effort to gain access to
additional product candidates, technologies or resources. At this time, we cannot predict what form such strategic collaborations



or licenses might take. We are likely to face significant competition in seeking appropriate strategic collaborators, and in
addition such strategic collaborations aneh, licenses and similar arrangements can be eemplieated-complex. We have in the
past and may in the future need to renegotiate such arrangements from time to time, and we may not be able to negotiate
strategie-eollaborations-these arrangements on acceptable terms, or at all. If we are unable to enter into new strategic
collaborations or licenses related to our current or potential product candidates in certain geographies for certain indications, or
if we are unable to maintain our current strategic collaborations or license on acceptable terms, we may not be able to
develop and commercialize certain of our product candidates , which would harm our business prospects, financial condition and
results of operations. Our current and future strategic collaborations and licenses could subject us to a number of risks, including
the following: » we may be required to assume substantial actual or contingent liabilities or pay regulatory or commercial
milestone payments, which may make it difficult to predict the final cost to complete the related clinical programs or
commercialize a product candidate ; * we may, during any transition period with respect to in- licensed clinical
programs, be reliant on licensors to continue serving as regulatory sponsors (and executing all appropriate sponsorship
responsibilities or delegations of such responsibilities) until a complete transition of sponsorship can be made * we may
not be able to control the amount and timing of resources that our strategic collaborators devote to the development or
commercialization of our product candidates; ¢ strategic collaborators may select dosages or indications, or design clinical triats
studies , in a way that may be less successful than if we were doing so or in a way that may differ from our strategy, which
could negatively impact our development, manufacturing and commercialization of the same or a similar product candidate; *
strategic collaborators may not pursue further development and commercialization of products resulting from the strategic
collaboration arrangement due to development programs based on data readouts, changes in their strategic focus as a result of an
acquisition of competitive products or other internal pipeline advancements, availability of funding or other external factors, that
diverts resources or creates competing priorities; * disputes may arise between us and our strategic collaborators that result in
costly litigation or arbitration that diverts management’ s attention and consumes resources; * strategic collaborators may
experience financial difficulties; ¢ strategic collaborators may not properly maintain, enforce or defend our intellectual property
rights or may use our proprietary information in a manner that could jeopardize or invalidate our proprietary information or
expose us to potential litigation , or may allege such claims against us ; and  strategic collaborators could terminate the
arrangement or not exercise their opt- in rights, which may delay the development or ymasy-increase the cost of developing our
product candidates and result in a need for additional capital to pursue further development or commercialization of the

applicable product candidates. If F&Hheﬂﬁefe—heeﬁse-agfeemeﬂts—we—eﬁteﬁmteﬁn—fhe—these or other risks from our current

or potentlal future strateglc collaboratlons ey OV 6

our business, financial
peratlons or prospects could be

. We 1ntegrate AI ~in our efforts to develop and englneer next generatlon
antibodies, and we might utilize Al in the future in connectlon with drug discovery activities. Al may be difficult to deploy
successfully due to operational and technical issues inherent in such methods. In particular, Al algorithms might utilize machine
learning and predictive analytics which may lead to flawed, biased or inaccurate results, Wthh could lead to 1neffect1ve product
or target Candldates and exposure to Competmve and reputatlonal harm - ttion; 5 5

failure in our Al operatlonq or 1nfra%tructure could reqult in fallure% delay% or errors in our dlqcovery and development of next—
generation antibodies or other investigational products. Developing, testing and deploying resource- intensive Al systems may
also require additional investment and increase our costs, and there is no guarantee that our investment in such systems will lead
to more effective or efficient discovery or development of antibodies or other investigational products, or lead to eventual
regulatory approval or commercialization of any new products. If the market opportunities for our product candidates are
smaller than we believe they are or any approval we obtain is based on a narrower definition of the patient population, our
business may suffer. We currently focus our product development on product candidates for the treatment and prevention of
serious infectious diseases , cancer and other serious conditions. Our eligible patient population, pricing estimates and available
coverage and reimbursement may differ significantly from the actual market addressable by our product candidates. Our
estimates of the number of people who have these diseases, the subset of people with these diseases who have the potential to
benefit from treatment with our product candidates ;-and the market demand for our product candidates are based on our beliefs
and analyses. These estimates have been derived from a variety of sources, including the scientific literature, patient foundations
or market research, and may prove to be incorrect. Further, new trials-studies may change the estimated incidence or prevalence
of the diseases we are targeting . The FDA or the comparable foreign regulatory authorities also may approve or
authorize for marketing a product candidate for a more limited indication or patient population than we originally
request . Additionally, the availability of superior or competitive therapies from our competitors could negatively impact or
eliminate market demand for our product candidates. If the market opportunities for our product candidates are smaller than we
estimate, it could have an adverse effect on our business, financial condition, results of operations and prospects. We face
substantial competition, which may result in others developing or commercializing products before or more successfully than we
do. The biopharmaceutical industry is characterized by rapidly advancing technologies, intense competition and an emphasis on
proprletary products. We face potential competition from many different sources, including pharmaceutical and biotechnology
companies, academic institutions, governmental agencies and public and private research institutions. Our-eemmeretalization



potential-eoutd-n-addition;regulatory-Regulatory incentives to develop products for treatment of infectious diseases have
tnereased-nterest-and-aetivity-inthis-area-and-may lead to increased competition for clinical investigators and clinical trial

subjects,as well as for future prescriptions,if any of our product candidates are successfully developed and approved. Sur
Compared to us,our competitors may have significantly greater financial resources,established presence in the market,and
expertise in research and development,manufacturing,preclinical and clinical testing,obtaining regulatory approvals , and
ultimately marketing and obtaining reimbursement and-marketing-approved products .The licensing or acquisition of third-
party intellectual property rights is a competitive area as well,and more established companies may have greater success
in pursuing strategies to license or acquire third- party intellectual property rights than-that we de-may consider
attractive or necessary .These competitors also compete with us in acquiring third- party contract manufacturing capacity and
raw materials,recruiting and retaining qualified scientific,sales,marketing and management personnel,establishing clinical trial
sites and patient registration for clinical #rials-studies ,as well as -na—acqurrrng technologies that are complementary to ;-or

nece%sary for our prograrm Smaller or earlry—earher stage companres may also prove to be-signifieant-competitors;partietlarly

el-mnafed—rf—eufcompetrtorq partlcularly through collaboratlve arrangements w1th large and established companies.
Additional mergers and acquisitions may result in even more resources being concentrated amongst our competitors. If
our competitors are able to utilize new technologies more effectively (including but not limited to those that may involve
Al or be created using Al) to discover, develop and commercialize products that compete with any of are-safer;more
effeetiver-havefewer-or-our product candidates tess-severe-side-effeets-are-moere-eonventent-or potential commercial aretess

expenstve-thamproducts ﬂ&&t—we—may—develep—"l:he—key— such technologles could adversely 1mpact our ability to eempetitive

---- compete. As a result of these factors a : y , our safety;
eonventenee-and-timing-Our-competitors a-lse—may achleve patent protectmn or obtarn F—BA—efet-heHegulatory approval for-
or authorization of their products before more-rapidiy-than-we are able to may-obtainrapproval-for-enrs-, which could result in
our competitors establishing a strong market position before we are able to enter the market. In addition, regulatory incentives to
develop...... develop or commercialize our product candidates. Our competitors may also develop therapies that are safer, more
effective, have fewer or less severe side effects, are more convenient, more widely accepted or less expensive than ours, and
may also be more successful than we are in manufacturing ane-, marketing or obtaining reimbursement their products. These
advantages could render our product candidates obsolete or non- competitive before we can recover the costs of such product
candidates’ development and commercialization. For additional information regarding our competitors, see the section titled
Business—Competition ” in “ Part I, Item 1. Business ” of this Annual Report on Form 10- K . Even if any of our product
candidates receive marketing approval, they may fail to achieve adoption by physicians, patients, third- party payors and others
in the medical community. If such product candidates do not achieve an adequate level of acceptance, we may not generate
significant product revenue and may not become profitable. The degree of market acceptance of any product candidate, if
approved for commercial sale, will depend on a number of factors, including but not limited to: ¢ the convenience and ease of
administration compared to alternative treatments and therapies; ¢ the willingness of the target patient population to try new
therapies and of physicians to prescribe these therapies; ¢ the efficacy and potential advantages compared to alternative
treatments and therapies; ¢ the effectiveness of sales and marketing efforts;  acceptance in the medical and patient communities
of our product candidates as a safe and effective treatments; ¢ the cost of treatment in relation to alternative treatments and
therapies, including any similar generic treatments; * our ability to offer such preduet-products for sale at competitive prices; ®
the strength of marketing and distribution support; * the availability of third- party coverage and adequate reimbursement, asne
as well as patients’ willingness to pay out- of- pocket in the absence of third- party coverage or adequate reimbursement; © the
products’ safety profile including as compared to alternative treatments and therapies ; and ¢« any restrictions on the use of
the product together with other medications. If any of our product candidates are approved but fail to achieve market acceptance
among physicians, patients, third- party payors and others in the medical community, we will not be able to generate significant
revenue, which would compromise our ability to become profitable. Even if we obtain regulatory approvals for our product
candidates, they will remain subject to ongoing regulatory oversight and potential enforcement actions. Even if we obtain
regulatory approval in a jurisdiction, the regulatory authority may still impose significant restrictions on the indicated uses or
marketing of our product candidates, or impose ongoing requirements for potentially costly post- approval trtals-studies , post-
market surveillance or patient or drug restrictions. Additionally, the holder of an approved BLA is required to comply with FDA
rules and is subject to FDA review and periodic inspections, in addition to other potentially applicable federal and state laws, to
ensure compliance with earrentgoot-manufacturing praetiees;oreGMP—~ GMP -and adherence to commitments made in the
BLA. If we or a regulatory agency discovers previously unknown problems with a product such as adverse events of
unanticipated severity or frequency, or problems with the facility where the product is manufactured, a regulatory agency may
impose restrictions relative to that product or the manufacturing facility, including requiring recall or withdrawal of the product
from the market or suspension of manufacturing. Moreover, product labeling, advertising and promotion for any approved
product will be subject to regulatory requirements, continuing regulatory review and review by other government agencies and
third parties. For example, a company may not promote “ off- label ” uses for its drug products. An off- label use is the use of a
product for an indication that is not described in the product’ s FDA- approved or authorized label in the United States or for
uses in other jurisdictions that differ from those approved by the applicable regulatory agencies. Physicians, on the other hand,
may prescribe products for off- label uses. Although the FDA and comparable foreign regulatory agencies do not regulate a
physician’ s choice of drug treatment made in the physician’ s independent medical judgment, they do restrict promotional
communications from companies or their sales force with respect to off- label uses of products for which marketing clearance
has not been issued. Failure to comply with such requirements, when and if applicable, could subject us to a number of actions




ranging from warning or untitled letters to product seizures or significant fines or monetary penalties, among other actions. The
FDA and other agencies, including the U. S. Department of Justice (;erthe-DOJ ), closely regulate and monitor the marketing
and promotion of products to ensure that they are marketed and distributed only for the approved indications and in accordance
with the provisions of the approved labeling. The FDA imposes stringent restrictions on manufacturers’ communications
regarding off- label use and if we market our medicines for uses other than their respective approved indications, we may be
subject to DOJ- led enforcement actions for off- label marketing. Violations of the FDCA Feod; Drug;-and-CosmetieAet-an
other statutes, including the False Claims Act, relating to the promotion and advertising of prescription drugs may lead to
investigations and enforcement actions alleging violations of federal and state health care fraud and abuse laws, as well as state
consumer protection laws, which violations may result in the imposition of significant administrative, civil and criminal
penalties. Any government investigation of alleged violations of laws or regulations could require us to expend significant time
and resources in response and could generate negative publicity. The occurrence of any event or penalty described above may
inhibit our ability to commercialize our product candidates and generate revenue. For additional information regarding
regulatory approval and ongoing regulatory oversight, see the section titled “ Business—Government Regulation and Product
Approval . ” in “ Part I, Item 1. Business ” of this Annual Report on Form 10- K . Even if we obtain and maintain approval
for our product candidates from the FDA, we may never obtain approval outside of the United States, which would limit our
market opportunities. Approval of a product candidate in the United States by the FDA does not ensure approval of such product
candidate by regulatory authorities in other countries or jurisdictions, and approval by one foreign regulatory authority does not
ensure approval by regulatory authorities in other foreign countries or by the FDA. Sales of our product candidates outside of
the United States will be subject to foreign regulatory requirements governing clinical trials-studies and marketing approval.
Approval procedures vary among jurisdictions and can involve requirements and administrative review periods different from,
and more onerous than, those in the United States, including additional preclinical or clinical studies erehnteattrials-. In many
countries outside of the United States, a product candidate must be approved for reimbursement before it can be approved for
sale in that country. In some cases, the price that we intend to charge for any product candidates, if approved, is also subject to
approval. In particular, thatmng—obtalnmg approval for our product candidates in the EU from the EC Eurepean
Germmss-}eﬁ—followrng the opinion of the EMA if we choose to submit a marketing authorization application there, would be a
lengthy and expensive process. Even if a product candidate is approved, the EMA may limit the indications for which the
product may be marketed, require extensive warnings on the product labeling or require expensive and time- consuming
additional clinical rtals-studies or reporting as conditions of approval. Approval of certain product candidates outside of the
United States, particularly those that target diseases that are more prevalent outside of the United States will be particularly
important to the commercial success of such product candidates. Obtaining foreign regulatory approvals and compliance with
foreign regulatory requirements could result in significant delays, difficulties and additional costs for us and could delay or
prevent the introduction of our product candidates in certain countries. Negative developments and negative public opinion of
new technologies on which we rely may damage public perception of our product candidates or adversely affect our ability to
conduct our business or obtain regulatory approvals for our product candidates. The clinical and commercial success of our
product candidates erl depend in part on pubhc acceptance of the use of new technologres for the preventron or treatment of
human diseases. W v CeHTTHIE srhamans v prevent-and-trea

he Re RE &y nethtea mmoral: Adverse pubhc attitudes may adversely 1mpact our abrhty to
enroll clrmcal tﬂa-}s—studles Moreover our success will depend upon physicians specrahzrng in our targeted diseases
prescribing, and their patients being willing to receive, our product candidates as treatments in lieu of, or in addition to, existing,
more familiar, treatments for which greater clinical data may be available. Any increase in negative perceptions of the
technologies that we rely on may result in fewer physicians prescribing our products or may reduce the willingness of patients
to utilize our products or participate in clinical rtels-studies for our product candidates. Increased negative public opinion or
more restrictive government regulations in response thereto, would have a negative effect on our business, financial condition,
results of operations or prospects and may delay or impair the development and commercialization of our product candidates or
demand for such product candidates. For example, perceived or actual technical, legal, compliance, privacy, security,
ethical or other issues relating to the use of AI may cause regulators’ or the public’ s confidence in Al to be undermined,
which could impede our ability to develop products using AI. Adverse events in our preclinical or clinical studies er-ehnieat
triads-or those of our competitors or of academic researchers utilizing similar technologies, even if not ultimately attributable to
product candidates we may discover and develop, and the resulting publicity could result in increased governmental regulation,
unfavorable public perception, potential regulatory delays in the testing or approval of potential product candidates we may
identify and develop, stricter labeling requirements for those product candidates that are approved, a decrease in demand for any
such product candidates and a suspension or withdrawal of approval by regulatory authorities of our product candidates. Product
liability lawsuits against us could cause us to incur substantial liabilities and could limit commercialization of any product
candidate that we may develop. In addition, our insurance policies may be inadequate and potentially expose us to unrecoverable
risks. We face an inherent risk of product liability exposure related to the testing of our product candidates in clinical riats
studies and may face an even greater risk if we commercialize any product candidate that we may develop. If we cannot
successfully defend ourselves against claims that any such product candidates caused injuries, we could incur substantial
liabilities. Regardless of merit or eventual outcome, liability claims may result in: * decreased demand for any product candidate
that we may develop; ¢ loss of revenue; ¢ substantial monetary awards to trial participants or patients; * significant time and costs
to defend the related litigation; ¢ withdrawal of clinical trial participants; ¢ increased insurance costs; * the inability to



commercialize any product candidate that we may develop; and  injury to our reputation and significant negative media
attention. Any such outcomes could negatively impact our business, financial condition, results of operations and prospects.
Furthermore, although we maintain product liability insurance coverage, such insurance may not be adequate to cover all
liabilities that we may incur. We anticipate that we will need to increase our insurance coverage each time we commence a
clinical trial and if we successfully commercialize any product candidate in the future . Insurance availability, coverage terms
and pricing continue to vary with market conditions. We endeavor to obtain appropriate insurance coverage for insurable risks
that we identify such as cybersecurity- related issues; however, we may fail to correctly anticipate or quantify insurable risks, we
may not be able to obtain appropriate insurance coverage and insurers may not respond as we intend to cover insurable events
that may occur. Conditions in the insurance markets relating to nearly all areas of traditional corporate insurance change rapidly
and may result in higher premium costs, higher policy deductibles and lower coverage limits. For some risks, we may not have
or maintain insurance coverage because of high cost and / or limited availability. Risks Related to Regulatory Compliance Any
bielogie-product candidates for which we intend to seek approval may face competition sooner than anticipated. H#Even if we
are successful in achieving regulatory approval to commercialize any bielegie-product candidate faster than our competitors,
such product candidates may face competition from biosimilar or generic products. #-For example, in the United States,
biologic product candidates are subject to approval and licensure under the BLA pathway , and small molecules, such as our
siRNA product elebsiran, are subject to approval and licensure under the NDA pathway . The BielogtesPrice-Competition
andHnnevationAetof2009;-0r-BPCIA creates an abbreviated pathway for the approval of biosimilar and interchangeable
biologic products following the approval of an original BLA. The Hatch- Waxman Act creates a similar pathway for
seeking approval of a generic version of an approved, small molecule innovator drug product. For additional information
regarding biosimilars and exclusivity, see the section titled *“ Busitess—Government Regulation and Product Approval —
Biosimilars and Regulatory Exclusivity ™ in “ Part I, Item 1. Business  of this Annual Report on Form 10- K . If
competitors are able to obtain marketing approval for generies or biosimilars referencing our licensed small molecule or
biologic products after the expiration of applicable periods of regulatory exclusivity, our products may become subject to
competition from such generics or biosimilars, with the attendant competitive pressure and potential adverse consequences.
Such competitive products may be able to immediately compete with us in each indication for which our product candidates may
have received approval. In addition, the extent to Wthh any regulatory exclusrv1ty may apply to competrng products authorrzed
under an EUA is unclear and may not apply. R-regarding petition SHess
—€Cempetition>-Our relationships with customers, physrclans —and thrrd party payors are subject drrectly or 1nd1rectly, to
federal and state healthcare fraud and abuse laws, false claims laws, and other healthcare laws and regulations. If we are unable
to comply, or have not fully complied, with such laws, we could face substantial penalties. Healthcare providers, physicians and
third- party payors in the United States and elsewhere play a primary role in the recommendation and prescription of any
product candidates for which we obtain marketing approval. Our current and future arrangements with healthcare professionals,
principal investigators, consultants, customers and third- party payors subject us to various federal and state fraud and abuse
laws and other healthcare laws, such as the U S. federal Anti- Krckback Statute, federal civil and criminal false claims laws, the
healthcare fraud provisions of the era alth-Tnsuranee ; and-Aeeountab Ae 6;-0r-HIPAA sand the
Physician Payments Sunshine Act. These laws may 1mpact the busrness or financial arrangements and relationships through
which we conduct our operations, including how we research, market, sell and distribute any product candidates, if approved.
For additional information regarding these laws, see the section titled “ Business—Government Regulation and Product
Approval ” in * Part I, Item 1. Business ” in this Annual Report on Form 10- K . Ensuring that our internal operations and
business arrangements with third parties comply with applicable healthcare laws and regulations will likely continue to be
costly. If our operations are found to be in violation of any of these laws or any other governmental regulations that may apply
to us, we may be subject to significant civil, criminal and administrative penalties, damages, fines, disgorgement, imprisonment,
exclusion from participating in government- funded healthcare programs, such as Medicare and Medicaid, additional reporting
requirements and oversight if we become subject to a corporate integrity agreement or similar agreement to resolve allegations
of noncompliance with these laws, contractual damages, reputational harm and the curtailment or restructuring of our
operations. If the physicians or other providers or entities with whom we expect to do business are found not to be in compliance
with applicable laws, they may be subject to significant civil, criminal or administrative sanctions, including exclusions from
government- funded healthcare programs. Even if resolved in our favor, litigation or other legal proceedings relating to
healthcare laws and regulations may cause us to incur significant expenses and could distract our technical and management
personnel from their normal responsibilities. In addition, there could be public announcements of the results of hearings,
motions or other interim proceedings or developments. 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, manufacturing, sales, marketing or
distribution activities. Uncertainties resulting from the initiation and continuation of litigation or other proceedings relating to
applicable healthcare laws and regulations could have an adverse effect on our ability to compete in the marketplace. If we
obtain regulatory approval in the United States, coverage and adequate reimbursement may not be available for any product
candidates that we commercialize, which could make it difficult for us to sell profitably. Even if we obtain regulatory approval
in the United States, market acceptance and sales of any product candidates that we commercialize may depend in part on the
extent to which reimbursement for these product and related treatments will be available from third- party payors, including
government health administration authorities, managed care organizations and other private health insurers. Third- party payors
decide which therapies they will pay for and establish reimbursement levels. While no uniform policy for coverage and
reimbursement exists in the United States, third- party payors often rely upon Medicare coverage policy and payment limitations
in setting their own coverage and reimbursement policies. However, decisions regarding the extent of coverage and amount of




rermbursement to be provrded for any product candrdates that we develop erl be made ona payor by payor basis —Thefefofe—

adequafe—retmbiﬁsemeﬂt—feft-he—pfeduet— Addltlonally, a third- party payor’ s decrsron to provrde coverage for a therapy does

not imply that an adequate reimbursement rate will be approved. The position on a payor’ s list of covered drugs and biological
products, or formulary, generally determines the co- payment that a patient will need to make to obtain the therapy and can
strongly influence the adoption of such therapy by patients and physicians. Patients who are prescribed treatments for their
conditions and providers prescribing such services generally rely on third- party payors to reimburse all or part of the associated
healthcare costs. Patients are unlikely to use our products unless coverage is provided and reimbursement is adequate to cover a
significant portion of the cost of our products. In addition, because certain of our product candidates are physician- administered,
separate reimbursement for the product itself may or may not be available. Instead, the administering physician may only be
reimbursed for providing the treatment or procedure in which our product is used. Third- party payors have attempted to control
costs by limiting coverage and the amount of reimbursement for particular medications. We cannot be sure that coverage and
reimbursement will be available for any product that we commercialize and, if reimbursement is available, what the level of
reimbursement will be. Inadequate coverage and reimbursement may impact the demand for, or the price of, any product for
which we obtain marketing approval. If coverage and adequate reimbursement are not available, or are available only at limited
levels, we may not be able to successfully commercialize any product candidates that we develop. Healthcare legislative reform
measures may have a negative impact on our business, financial condition, results of operations and prospects. In the United
States and some foreign jurisdictions, there have been, and we expect there will continue to be, several legislative and regulatory
changes and proposed changes regarding the healthcare system that could prevent or delay marketing approval of product
candidates, restrict or regulate post- approval activities and affect our ability to profitably sell any product candidates for which
we obtain marketing approval. In particular, there have been and continue to be a number of initiatives at the U. S. federal and
state levels that seek to reduce healthcare costs and improve the quality of healthcare. We expect that additional U. S. federal
healthcare reform measures will be adopted in the future, any of which could limit the amounts that the U. S. federal
government will pay for healthcare products and services, which could result in reduced dernand for our current or any future
product candidates or addltlonal prrclng pressures. ; & nfla : ;

Whrle it is currently unclear how certaln new measures, mcludlng the drug prlcmg prov1s1ons of the IRA will ultlmately
be effectuated, we cannot predict with certainty what impact any federal or state health reforms will have on us, but such
changes could impose new or more stringent regulatory requirements on our activities or result in reduced reimbursement for
our products, any of which could adversely affect our business, results of operations and financial condition . In addition, it is
unclear whether the new Trump Administration will reverse or modify any existing regulatory requirements, pursue
new reform initiatives or otherwise influence the overall healthcare regulatory environment, and even if proposed,
whether such changes or modifications would be implemented or withstand potential litigation . For additional
information regarding other healthcare legislative reform measures, see the seettorrsections titled “ Busitess—Government
Regulation and Product Approval — Healthcare Reform ” and “ Government Regulation and Product Approval —
Pharmaceutical Prices ” in “ Part I, Item 1. Business ” in this Annual Report on Form 10- K . Should we seck and obtain
regulatory approval in the United States, we expect that these and other healthcare reform measures that may be adopted in the
future may result in more rigorous coverage criteria and in additional downward pressure on the price that we receive for any
approved product, which could have an adverse effect on demand for our product candidates. Any reduction in reimbursement
from Medicare or other government programs may result in a similar reduction in payments from private payors. The
implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue,
attain profitability or commercialize our products. We are subject to anti- corruption, anti- bribery, anti- money laundering, and
similar laws, and non- compliance with such laws can subject us to criminal and / or civil liability and harm our business. We are
subject to anti- bribery and anti- money laundering laws in the countries in which we conduct activities. Anti- corruption and
anti- bribery laws have been enforced aggressively in recent years and are interpreted broadly to generally prohibit companies
and their employees and third- party intermediaries from authorizing, offering or providing, directly or indirectly, improper
payments or benefits to recipients in the public or private sector. We interact with officials and employees of government
agencies and government- affiliated hospitals, universities and other organizations. In addition, we may engage third- party
intermediaries to promote our clinical research activities abroad or to obtain necessary permits, licenses and other regulatory
approvals. We can be held liable for the corrupt or other illegal activities of these third- party intermediaries, our employees,
representatives, contractors, collaborators and agents, even if we do not explicitly authorize such activities. While we have
policies and procedures to address compliance with such laws in the United States, we cannot assure you that all of our
employees and agents will not take actions in violation of our policies and applicable law, for which we may be ultimately held
responsible. Detecting, investigating and resolving actual or alleged violations can require a significant diversion of time,
resources and attention from senior management. In addition, noncompliance with anti- corruption, anti- bribery or anti- money
laundering laws could subject us to whistleblower complaints, investigations, sanctions, settlements, prosecution, other
enforcement actions, disgorgement of profits, significant fines, damages, other civil and criminal penalties or injunctions,



suspension and / or debarment from contracting with certain persons, the loss of export privileges, reputational harm, adverse
media coverage and other collateral consequences. If any subpoenas or investigations are launched, or governmental or other
sanctions are imposed, or if we do not prevail in any possible civil or criminal litigation, our business, financial condition, results
of operations and prospects 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 costs and other professional fees.
Enforcement actions and sanctions could further harm our business, reputation, financial condition, results of operations and
prospects. Risks Related to Our Dependence on Third Parties We are currently conducting process development and
manufacturing material for product candidates of three different therapeutic modalities: mAbs, HEMV—based-vaeeines-and
siRNAs and TCEs . Except for limited early- clinical phase process, analytical and formulation development, cell line
development, small- scale non- GMP manufacturing for preclinical studies, and quality control testing capabilities in certain of
our facilities that is either established or is currently being built, we do not own or operate facilities for full process development
or product manufacturlng, storage and distribution, or testrng We are dependent on third parties, including strategic
collaborators and i DMOs, to develop the large- seale manufacturing
process and manufacture the Cllnlcal supphes of our current and any future product candidates. We have established
relationships with multiple third parties that have developed the large- scale manufacturing processes and produced material to
support our preclinical, Phase 1, 2, and 3 clinical +rtals-studies . We do not yet have sufficient information to reliably estimate
the cost of the commercial manufacturing of our future product candidates. Certain of our product candidates may have to
compete with existing and future products ;-sueh-as-the-annal-flu-vaeeine;-that may have a lower price point. The actual cost to
manufacture our product candidates could materially and adversely affect the commercial viability of our product candidates.
The facilities used by our CDMOs third-party-mantfaetarers-to develop and manufacture our product candidates must be
approved by the FDA or other regulatory authorities pursuant to inspections that will be conducted after we submit our Ed4s
NDA or BLA to the FDA or foreign marketing application to the appropriate regulatory authority. We do not control the
manufacturing process of, and are completely dependent on, our CDMOs third-party-manufaeturers-for compliance with cGMP
requirements. If our CDMOs third-party-manufaetarers-cannot successfully manufacture material that conforms to our
specifications and the strict regulatory requirements of the FDA or ethers— other health authorities , we will not be able to
secure and / or maintain regulatory approval for our product candidates. In addition, we have no control over the ability of our
CDMOs third-party-manufaeturers-to maintain adequate quality control, quality assurance, qualified personnel or oversight of
their subcontractors. If the FDA or a comparable foreign regulatory authority does not approve our CDMOs thire-party—" s
facilities for the-manufaetare-ofour product candidates or if it withdraws any such approval in the future, we may need to find
alternative manufacturing facilities, which would significantly impact our ability to develop, obtain regulatory approval for or
market our product candidates, if approved. Any significant delay in the supply of a product candidate, or the raw material
components thereof, for an ongoing clinical trial due to the need to replace a CDMO third-party-manufaetarercould
considerably delay completion of our clinical trieds-studies , product testing and potential regulatory approval of our product
candidates. We also intend to rely on CDMOs third-party-mantfaetarers-to supply us with sufficient quantities of our product
candidates to be used, if approved, for commercialization. There is, however, no assurance that our CDMOSs thiré-party
manufaeturers-will have sufficient manufacturing capacity to meet demand for our product candidates, meet our working
assumptions of manufacturing titer and yield per batch of our product candidates or consistently manufacture product meeting
our quality requirements. Any shortfall in manufacturing capacity or reduction in anticipated manufacturing titer, yield per batch
or batch success rates may adversely impact our ability to meet market demand for any approved product. Furthermore, if we
are not able to produce supply at low enough costs, it would negatively impact our ability to generate revenue, harm our
reputation, and could have an adverse effect on our business, financial condition, results of operations and prospects. In addition,
we currently rely on strategic collaborators and feretgn-third- party supphers and CDMOs —that operate 0uts1de the Unlted
States and will likely continue to rely on these organizations strateg
the future. Feretgn-Such third - party suppliers and CDMOs mas t y ters-an amtifac
eperating-in-foreigneonntries;-may be subject to trade restrictions and other forelgn regulatory requirements Wthh could
increase the cost or reduce the supply of material available to us, delay the procurement or supply of such material or have an
adverse effect on our ability to secure significant commitments from governments to purchase our potential therapies. For
example, the biopharmaceutical industry in China is strictly regulated by the Chinese government. Changes to Chinese
regulations or government policies affecting biopharmaceutical companies are unpredictable and may have a material adverse
effect on our strategic collaborators, third- party suppliers and manufaetarers-CDMOSs operating in China which could have an
adverse effect on our business, financial condition, results of operations and prospects. Evolving changes in China’ s public
health, economic, political, and social conditions and the uncertainty around China’ s relationship with other governments, such
as the United States and the U. K., could also negatively impact our ability to manufacture or supply our product candidates for
our planned clinical trials-studies or have an adverse effect on our ability to secure government funding, which could adversely
affect our ﬁnan01al condition and cause us to delay our chmcal development programs 5 5 5

F urther our rehance on thlrd party supphers and m&nu—faefufefs—CDMOs entails rrsks to Wthh we would not be exposed te—or
that may be reduced if we conducted process development or manufactured product candidates ourselves, including:  delay or




inability to procure or expand sufficient manufacturing capacity; ¢ delays in process development; ¢ issues related to scale- up of
manufacturing; ¢ excess manufacturing capacity or excess raw materials due to insufficient market demand for our product
candidates and responsibility for the associated costs; ¢ costs and validation of new equipment and facilities required for scale-
up; * inability of our CDMOSs third—party-mantfaeturers-to execute process development, manufacturing, technology transfers,
manufacturing procedures and other logistical support requirements appropriately or on a timely basis; ¢ inability to negotiate
development and manufacturing agreements with third parties under commercially reasonable terms, if at all; * greater costs
and competition for access to an increasingly smaller pool of potential CDMOs as a result of consolidation in the contract
manufacturing industry; ¢ breach, termination or nonrenewal of development and manufacturing agreements with third parties
in a manner or at a time that is costly or damaging to us; ¢ reliance on single sources for product raw materials or components; *
lack of qualified backup suppliers for those raw materials or components that are currently purchased from a sole or single-
source supplier; ¢ lack of ownership to the intellectual property rights to any improvements made by our third parties in the
manufacturing process for our product candidates; ¢ price increases or decreased availability of product raw materials or
components; ¢ disruptions to operations of our third- party suppliers and mantfaetarers-CDMO by conditions unrelated to our
business or operations, including supply chain issues, capacity constraints, transportation and labor di%ruptiom global
competition for resources, the bankruptcy of the mantfaeturer-supplier or CDMO and / or general economic conditions 5
hetghtenednflations-interest rate and currency rate fluctuations, and economic slowdown or recession; ¢ disruptions Cauqed by
geopolitical events, including civil or political unrest, terrorism, insurrection or war (such as the ongoing war-betweenHeraine
conflicts in the Middle East and Eastern Europe Russta;-and-betweenIsrael-and-Hamas-), as well as man- made or natural
disasters , or public health pandemics or epidemics —tﬂe&ud-r&g—feﬁe*a-mp%e—t-he—G@XH—B——LQ—paﬁdemte— and ¢ carrier disruptions
or 1ncrea§ed costs that are beyond our control, including increases in material, labor or other manufacturing- related costs or
higher supply chain logistics costs. We may be unable to obtain product raw materials or components for an indeterminate
period of time if any of our third- party suppliers and manufaetarerss-CDMOs were to cease or interrupt production or otherwise
fail to supply these materials or components to us for any reason, including due to regulatory requirements or actions (including
recalls), adverse financial developments at or affecting the supplier or manufaetare-CDMO , failure by the supplier or
mantfaetarer-CDMO to comply with cGMP, facility outages (including due to contamination), business interruptions, or labor
shortages or disputes. Suppliers and manufaetarers-CDMOs may extend lead times, limit supplies, change manufacturing
schedules, increase prices, or require significant upfront fees due to capacity and material supply constraints or other factors
beyond our control . For example, recent increased demand for GLP- 1 therapeutics could result in increased competition
for our CDMOS’ services and limited capacity, which could limit our access to, and increase our costs for, manufacturing
production and potentially harm our business and results of operations . We cannot be sure that single source suppliers for
our product raw materials or components will remain in business or that they will not be purchased by one of our competitors or
another company that is not interested in continuing to produce our product raw materials or components for our intended
purpose. In addition, the lead time needed to establish a relationship with a new raw material or component supplier or
mantfaetarer-CDMO can be lengthy and we may experience delays in meeting demand in the event we must switch to a new
supplier or manufaetarer-CDMO . The time and effort to technology transfer to a new CDMO or qualify a new supplier or
mantfaetarer-CDMO could result in manufacturing delays, additional costs, diversion of resources or reduced manufacturing
capamty or yleldi any of Wthh would negatlvely 1mpact our operating results. Furthermore, we there-are-atimited-namber-of

y ] We-currently rely on a limited number of third - party suppliers and
CDMOs that are able to meet our supply requirements for eursupply-ofsynthetic siRNAs. There are risks inherent in
pharmaceutical manufacturing that could affect the ability of our CDMOs to meet our delivery time requirements or provide
adequate amounts of synthetic siRNAs to meet our needs. Included in these risks are potential extended lead times, delays or
shortages of raw materials and components, synthesis and purification failures and / or contamination during the manufacturing
process, as well as other issues with the CDMO’ s facility and ability to comply with the applicable manufacturing requirements,
including cGMP requirements, which could result in unusable product. This would cause delays in our manufacturing timelines
and ultimately delay our clinical +rtas-studies and potentially put at risk commercial supply, as well as result in additional
expense to us. To fulfill our siRNA supply requirements, we may need to secure alternative suppliers of synthetic sSiRNAs and /
or key raw materials and components, and such alternative third - party suppliers are limited and may not be readily available, or
we may be unable to enter into agreements with them on rea%onable terms and in a timely manner. Further, altel native %upphers
would requ1re ﬁhng and regulatory applovals A8 ; antfa ay-he




U S and 1nternat10nal trade policies —p&ﬁieu-l&fly—wi-t-h—fespeet—to—@lﬂna—may adversely 1mpact our buslness and ope1 ating

results. The U. S. government has made statements and taken actions that have led to certain changes and may lead to additional

changes to U. S. and international trade policies . For example , ineluding-imposingseveralrounds-President Trump has
imposed a series of tariffs affeeting-on certain products manufactured outs1de tn—Ghtna—I-n—add-r&en—the Unlted States Chinese

is unknown

government-took-eertaitraetions-, and it 1

whether and to what extent rew-additional tar1ffs (or other new laws or regulat1ons) will be adopted or the effect that any such
actions would have on us or our industry. Any unfavorable government policies on international trade, such as export controls,
capital controls or tariffs, may affect the demand for our product candidates, the competitive position of our product candidates,
and 1mport or export of raw materlals and product used in our drug development and Cllnlcal manufacturlng activities 5

nnplemented or 1f eX1st1ng trade agreements are renegotlated orif the U. S. government tal(es retaliatory trade act1ons due to the
ongoing reeentU—S—China-trade tensterrtensions , such Changes Could have an adverse effect on our buslness ﬁnan01al
condition and results of operat1ons P ; W

matenals and we and our thlrd- party supphers and CDMOs must comply with env1ronmental health and safety laws and
regulations, which can be expensive and restrict how we do, or interrupt our, business. Our research and development
activities and the activities of our third- party manufacturers and supphers involve the generatlon muasteomply-with
environmental-, storage health-and-safetytaws-and-regulations-, use and restrtethow-we-deo-disposal of
hazardous materials , including the components of er-our product candidates interrapt-otrbusiness—Ounrresearehand
develepment—aeﬁvtﬁes—&nd—t-he—other aetivities-of-hazardous compounds and wastes. We and our thlrd party manu-faetufefs

a-nd—supphers tnve-lve—t-he—gefmaﬁen,—stefage—use—and CDMOs d

environmental, health and safety laws and regulatlons govelnlng, among other matters, the use, manufacture, generat1on
storage, handling, transportation, discharge and disposal of these hazardous materials and wastes and worker health and safety.
In some cases, these hazardous materials and various wastes resulting from their use are stored at our and our mantfaeturers
CDMOs ’ facilities pending their use, collection, and appropriate disposal. We cannot eliminate the risk of contamination or
injury, which could result in an interruption of our commercialization efforts, research and development efforts and business
operations, damages and significant cleanup costs and liabilities under applicable environmental, health and safety laws and
regulations. We also cannot guarantee that the safety procedures utilized by our CDMOSs third—party-mantfaeturers-for
handling and disposing of these materials and wastes generally comply with the standards prescribed by these laws and
regulations. We may be held liable for any resulting damages costs or liabilities, which could exceed our resources, and state or
federal or other applicable authorities may curtail our use of certain materials and / or interrupt our business operations.
Furthermore, environmental, health and safety laws and regulations are complex, change frequently and have tended to become
more stringent. We cannot predict the impact of such changes and cannot be certain of our future compliance. Failure to comply
with these environmental, health and safety laws and regulations may result in substantial fines, penalties or other sanctions. We
do not currently carry hazardous waste insurance coverage. We rely on CROs and clinical trial sites to ensure the proper and
timely conduct of our preclinical and clinical studies and-ehntealtrials-, and we expect to have limited influence over their
actual performance. We also rely on CROs to monitor and manage data for our clinical programs, as well as the execution of
future preclinical and clinical studies. YWe-While we expect to control only certain aspects of our CROs” activities =
Nevertheless-, we will nevertheless be responsible for ensuring that each of our preclinical and clinical studies and-elinteat
#riads-is conducted in accordance with the applicable protocol, legal, regulatory and scientific standards, and our reliance on the
CROs does not relieve us of our regulatory responsibilities. We and our CROs are required to comply with the-geedlaberatorsy
praetiees;or-GEPs-- GLP -and GEPs— GCP , which are regulations and guidelines enforced by the FDA and comparable
foreign regulatory authorities in the form of International Conference on Harmonization guidelines for any of our product
candidates that are in preclinical and clinical development. The regulatory authorities enforce G€Rs-- GCP through periodic
inspections of trial sponsors, principal investigators and clinical trial sites. Although we rely on CROs to conduct GLP-
compliant and GCP- compliant pre—preclinical and clinical studies and-elinteat-trials-, we remain responsible for ensuring that
each of our GLP preclinical and clinical studies and-ehntealtrials-is conducted in accordance with its investigational plan and
protocol and applicable laws and regulations. If we or our CROs fail to comply with GERs—- GCP , the clinical data generated in
our clinical +rtals-studies may be deemed unreliable, and the FDA or comparable foreign regulatory authorities may require us
to perform additional clinical +rtals-studies before approving our marketing applications. Accordingly, if our CROs fail to
comply with these regulations or fail to recruit a sufficient number of subjects, we may be required to repeat clinical trtals
studies , which would delay the regulatory approval process. Our reliance on third parties to conduct clinical triats-studies will
result in less direct control over the management of data developed through clinical #tats-studies than would be the case if we
were relying entirely upon our own staff. Communicating with CROs and other third parties can be challenging, potentially




leading to mistakes as well as difficulties in coordinating activities. If our CROs do not successfully carry out their contractual
duties or obligations, fail to meet expected deadlines or fail to comply with regulatory requirements, or if the quality or accuracy
of the clinical data they obtain is compromised due to the failure to adhere to our clinical protocols or regulatory requirements or
for any other reasons, our clinical #tals-studies may be extended, delayed or terminated, and we may not be able to obtain
regulatory approval for, or successfully commercialize, any product candidate that we develop. As a result, our financial results
and the commercial prospects for any product Candldate that we develop would be halmed our costs could increase, and our
ability to generate revenue could be delayed. W ave-s : ;

prospeets—In add1t10n prlnmpal mve%tlgators for our chnlcal trials-studies may serve as scientific advmors or consultants to us
from time to time and receive compensation in connection with such services. Under certain circumstances, we may be required
to report some of these relationships to the FDA. The FDA may conclude that a financial relationship between us and a principal
investigator has created a conflict of interest or otherwise affected interpretation of the trial. The FDA may therefore question
the integrity of the data generated at the applicable clinical trial site and the utility of the clinical trial itself may be jeopardized.
This could result in a delay in approval or rejection of our marketing applications by the FDA and may ultimately lead to the
denial of marketing approval of our product candidates. Risks Related to Our Intellectual Property We license a number of
technologies to form our antibody platform , and FeeH-we license the PRO- XTEN ™ platform ;-from Sanofi and the we
Heense-siRNA technology from Alnylam Pharmeeettieals;Ine-. We have also developed certain product candidates using
intellectual property licensed from third parties or in- licensed certain product candidates from third parties . A core
element of our business strategy includes continuing to acquire or in- license additional technologies or product candidates for
the treatment and prevention of serious infectious diseases and other serious conditions. If we fail to meet our obligations under
these agreements, our licensors may have the right to terminate our licenses. If any of our license agreements are terminated, and
we lose our intellectual property rights under such agreements, this may result in a complete termination of our product
development and any commercialization efforts for the product candidates which we are developing under such agreements.
While we would expect to exercise all rights and remedies available to us, including seeking to cure any breach by us, and
otherwise seek to preserve our rights under such agreements, we may not be able to do so in a timely manner, at an acceptable
cost or at all. We may also be subject to risks related to disputes between us and our licensors regarding the intellectual property
subject to a license agreement . We could also be subject to expensive litigation which would detract us from our core
business of researching and developing product candidates . Our success depends, in large part, on our ability to obtain and
maintain patent protection in the United States and other countries with respect to our product candidates and our technology.
We and our licensors have sought, and intend to seek, to protect our proprietary position by filing patent applications in the
United States and abroad related to our product candidates and our technology that are important to our business. The patent
position of biotechnology and pharmaceutical companies generally is highly uncertain, involves complex legal and factual
questions and has, in recent years, been the subject of much litigation. As a result, the issuance, scope, validity, enforceability
and commercial value of our patent rights are highly uncertain. Our pending and future patent applications may not result in
patents being issued which protect our technology or product candidates or which effectively prevent others from
commercializing competitive technologies and product candidates. Because patent applications in the United States and most
other countries are confidential for a period of time after filing, and some remain so until issued, we cannot be certain that we or
our hcenqorq were the first to ﬁle a patent apphcatlon relatmg to any paltlcular aspect ofa product Candldate F&Hheﬁﬁefe—l—f

patent prosecution process is expensive, time- consuming and complex and we may not be able to file, proqecute malntaln
enforce or license all necessary or desirable patent applications or patents at a reasonable cost or in a timely manner . For the
patents and patent applications that we have licensed, we may have limited or no right to participate in the defense of
any licensed patents against challenge by a third party . It is also possible that we will fail to identify patentable aspects of
our research and development output before it is too late to obtain patent protection. In addition, changes in either the patent
laws or interpretation of the patent laws in the United States could increase the uncertainties and costs surrounding the
prosecution of patent applications and the term, enforcement or defense of issued patents. Similarly, changes in patent law and
regulations in other countries or jurisdictions, changes in the governmental bodies that enforce them or changes in how the
relevant governmental authority enforces patent laws or regulations may weaken our ability to obtain new patents or to enforce
patents that we own or have licensed or that we may obtain in the future . We may not be able to prevent, alone or with our
licensors, misappropriation of our intellectual property rights, particularly in countries where the laws may not protect
those rights as fully as in the United States. In addition, in an infringement proceeding, a court may decide that a patent



of ours or our licensors is not valid or is unenforceable or may refuse to stop the other party from using the technology at
issue on the grounds that our patents do not cover the technology in question . We or our licensors have not pursued or
maintained, and may not pursue or maintain in the future, patent protection for our product candidates in every country or
territory in which we may sell our products, if approved. 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 United States. Consequently, we may not be able to
prevent third parties from infringing our patents in all countries outside of the United States, or from selling or importing
products that infringe our patents in and into the United States or other jurisdictions. 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 the
patent applications we license or own do 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. Our competitors or other third parties may be able to circumvent our patents by developing similar or alternative
products in a non- infringing manner. The issuance of a patent is not conclusive as to its inventorship, scope, validity or
enforceability, and our patents may be challenged in the courts or patent offices in the United States and abroad. Such
challenges may result in loss of exclusivity or in patent claims being narrowed, invalidated or held unenforceable, which could
limit our ability to stop others from using or commercializing similar or identical technology and products, or limit the duration
of the patent protection of our technology and product candidates. Given the amount of time required for the development,
testing and regulatory review of new product candidates, patents protecting such candidates might expire before or shortly after
such candidates are commercialized. As a result, our intellectual property may not provide us with sufficient rights to exclude
others from commercializing products similar or identical to ours. In addition, if the breadth or strength of protection provided
by the patents and patent applications we hold with respect to our product candidates is threatened, it could dissuade companies
from collaborating with us to develop, and threaten our ability to commercialize, our product candidates, or could result in
licensees seeking release from their license agreements. Furthermore, our owned and in- licensed patents may be subject to a
reservation of rights by one or more third parties. For example, the research resulting in certain of our owned and in- licensed
patent rrghts and technology was funded in part by the U. S. government As a result, the government may have certarn rrghts or
march in rrghts to such patent rlghts and technology W W : v vith-gov g

te—us&t-he—rnveﬂ&en—for—neneommefeta-l-pufposes—These rlghts may permlt the government to drsclose our conﬁdent1al

information to third parties and to exercise march- in rights to use or allow third parties to use our licensed technology. The
government can exercise its march- in rights if it determines that action is necessary because we fail to achieve practical
application of the government- funded technology, because action is necessary to alleviate health or safety needs, to meet
requrrements of federal regulatrons or to grve preference to U S 1ndustry —Iﬁ-add-t&eﬁ—etrﬁﬂghts—m—sueh—m—veﬁﬁeﬂs—may—be

; OftS ates-. Any exercise by the
government of such rlghts could harm our competrtrve position, busrness ﬁnancral condltron results of operations and
prospects. Obtaining and maintaining our patent rights 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 noncompliance with these requirements. The USPTO and various foreign governmental patent agencies require
compliance with a number of procedural, documentary, fee payment and other similar provisions during the patent application
process. In addition, periodic maintenance fees, renewal fees, annuity fees and various other government fees on patents and / or
patent applications will have to be paid to the USPTO and various government patent agencies outside of the United States over
the lifetime of our owned and licensed patents and / or applications and any patent rights we may own or license in the future.
We rely on our service providers or our licensors to pay these fees. The USPTO and various non- U. S. government patent
agencies require compliance with several procedural, documentary, fee payment and other similar provisions during the patent
application process. We employ reputable law firms and other professionals to help us comply, and we are also dependent on
our licensors to take the necessary action to comply with these requirements with respect to our licensed intellectual property.
Noncompliance 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, nonpayment of fees and failure to properly legalize and
submit formal documents. If we or our licensors fail to maintain the patents and patent applications covering our product
candidates or technologies, or if our patent rights become limited, including as a result of geopolitical events ('such as etvi-or
politieal-unrest-(the Russian Federation’ s recent llmltatlons on patents orlgmatlng from certain countrles that have
supported Ukraine, including the United States ongoing-w v d v , We
may not be able to use such patents and patent appllcatrons or stop a competitor from marketmg products that are the same as or
similar to our product candidates, which would have an adverse effect on our business. In many cases, an inadvertent lapse can
be cured by payment of a late fee or by other means in accordance with the applicable rules. There are situations, however, in
which noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss
of patent rights in the relevant jurisdiction. In such an event, potential competitors might be able to enter the market and this
circumstance could harm our business. In addition, if we fail to apply for applicable patent term extensions or adjustments, we
will have a more limited time during which we can enforce our granted patent rights. In addition, if we are responsible for patent
prosecution and maintenance of patent rights in- licensed to us or out- licensed by us, any of the foregoing could expose us to
liability to the applicable patent owner or licensee, respectively. Patent terms may be inadequate to protect our competitive
position on our product candidates or any products approved in the future for an adequate amount of time and additional
competitors could enter the market with generic or biosimilar versions of such products. Patents have a limited lifespan. In the
United States, the natural expiration of a patent is generally 20 years after its first effective filing date. Although various
extensions may be available, the life of a patent and the protection it affords is limited. In addition, although upon issuance in




the United States a patent’ s life can be increased based on certain delays caused by the USPTO, this increase can be reduced or
eliminated based on certain delays caused by the patent applicant during patent prosecution. If we do not have sufficient patent
life to protect our products, our competitors may be able to take advantage of our investment in development and clinical triads
studies by referencing our clinical and preclinical data and launch their product earlier than might otherwise be the case, which
could adversely affect our business and results of operations. Given the amount of time required for the development, testing
and regulatory review of our product candidates, patents protecting such candidates might expire before or shortly after such
candidates are commercialized. We expect to seek extensions of patent terms in the United States and, if available, in other
countries where we have or will obtain patent rights. In the United States, the Hatch- Waxman Act permits a patent term
extension of up to five years beyond the normal expiration of the patent, provided that the patent is not enforceable for more
than 14 years from the date of drug approval, which is limited to the approved indication (or any additional indications
approved during the period of extension). Furthermore, only one patent per approved product can be extended and only those
claims covering the approved product, a method for using it or a method for manufacturing it may be extended. However, the
applicable authorities, including the FDA and the USPTO in the United States, and any equivalent regulatory authority in other
countries, may not agree with our assessment of whether such extensions are available, and accordingly they may refuse to
grant extensions to our patents y-or may grant more limited extensions than we request. If this occurs, our competitors may be
able to take advantage of our investment in development and clinical #sats-studies by referencing our clinical and preclinical
data and launch their product earlier than might otherwise be the case. We may not be successful in securing or maintaining
proprietary patent protection for products and technologies we develop or license. Moreover, if any of our owned or in- licensed
patents are successfully challenged by litigation, the affected product could immediately face competition , and its sales would
likely decline rapidly. Any of the foregoing could harm our competitive position, business, financial condition, results of
operations and prospects. Third parties may initiate legal proceedings alleging that we are infringing, misappropriating or
otherwise violating their intellectual property rights, the outcome of which would be uncertain and could have a negative impact
on the success of our business. Our commercial success depends, in part, upon our ability and the ability of others with whom
we may collaborate to develop, manufacture, market and sell our current and any future product candidates and use our
proprietary technologies without infringing, misappropriating or otherwise violating the proprietary rights and intellectual
property of third parties. The biotechnology and pharmaceutical industries are characterized by extensive and complex litigation
regarding patents and other intellectual property rightq Numerous U. S. and foreign issued patents and pending patent
apphcatlom which are owned by th1rd partre% exist in the fields in which we are developlng our product Candrdates—As—t-he

or be threatened with, adversarral proceedlngs or htlgatron regarding 1nte11ectual property rights with respect to our current and
any future product candidates and technology, including interference proceedings, derivation proceedings, post grant review ane
, inter partes review before the USPTO , or as counterclaims in litigation initiated by us . If we are found to infringe a third
party’ s valid and enforceable intellectual property rights, we could be required to obtain a license from such third party to
continue developing, manufacturing and marketing our product candidate (s) and technology. Under any such license, we would
most likely be required to pay various types of fees, milestones, royalties or other amounts , and any such license could be
nonexclusive, thereby giving our competitors and other third parties access to the same technologies licensed to us .
Moreover, we may not be able to obtain any required license on commercially reasonable terms or at all, including because
companies that perceive us to be a competitor may be unwilling to assign or licenses rights to use, and if such an instance
arises, our ability to commercialize our product candidates may be impaired or delayed, or we may have to abandon
development of the related program or product candidate, which could in turn significantly harm our business. Parties
making claims against us may also seek and obtain injunctive or other equltable rehef whrch could effectrvely block our ability
to further develop and commercialize our product candldateq —1h 018 ; :

. We could be forced, including by court order, to cease developlng, manufacturlng and Commercrahzrng the 1nfr1ng1ng
technology or product candidate. We may also have to redesign our products, which may not be commercially or technically
feasible or require substantial time and expense. In addition, we could be found liable for monetary damages, including treble
damages and attorneys’ fees, if we are found to have willfully infringed a patent or other intellectual property right. We may be

requrred to 1ndemn1fy Collaborators or contractors agalnst %uch clalms A—ﬁﬂd-r&g—ef—m-&rﬂgement—eet&d—pfeveﬁt—us—ffem

ﬁpef&ﬁeﬁs—wh-teh—eeu-}d—hafm—eﬂr—bttsmess—Even 1f we are %ucces%ful in defendrng agalnst %uch clalms htlgatlon can be

expensive and time- consuming and would divert management’ s attention from our core business . Some of our competitors
may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their greater
financial resources and more mature and developed intellectual property portfolios . 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. There could also be public
announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts or
investors perceive these results to be negative, it could have an adverse effect on the price of our common stock. Claims that we
have misappropriated the confidential information or trade secrets of third parties could have a similar negative impact on our
business, financial condition, results of operations and prospects. We may be subject to claims asserting that our employees,
consultants or advisors have wrongfully used or disclosed alleged trade secrets of their current or former employers or claims
asserting ownership of what we regard as our own intellectual property. Certain of our employees, consultants or advisors are
currently, or were previously, employed at universities or other biotechnology or pharmaeettieal-biopharmaceutical
companies, including our competitors or potential competitors. Although we try to ensure that our employees, consultants and
advisors do not use the proprietary information or know- how of others in their work for us, we may be subject to claims that
these individuals or we have used or disclosed intellectual property, including trade secrets or other proprietary information, of
any such individual’ s current or former employer. Litigation may be necessary to defend against these claims. If we fail in
defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel. Even if we are successful in defending against such claims, litigation could result in substantial costs and be a
distraction to management. In addition, we may in the future be subject to claims by our former employees or consultants
asserting an ownership right in our patents or patent applications because as-a-resaht-of the work they performed on our behalf.
For example, we may have inventorship disputes arise from conflicting obligations of consultants or others who are involved in
developing our product candidates. Although it is our policy to require our employees and contractors who may be involved in
the conception or development of intellectual property to execute agreements assigning such intellectual property to us, we may
be unsuccessful in executing such an agreement with each party who, in fact, conceives or develops intellectual property that we
regard as our own, and we cannot be certain that our agreements with such parties will be upheld in the face of a potential
challenge or that they will not be breached, for which we may not have an adequate remedy. 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 yor defend claims that they may brlng agamqt us in order to determine the ownership of What we regard
as our 1ntellectual property —W a v W 0 q A

intellectual property rlghtq throughout the world, Wthh could negatively impact our bu%lne%@ Filing, prosecuting and defending
patents covering our current and any future product candidates and technology platforms in all countries throughout the world
would be prohibitively expensive. Competitors may use our technologies in jurisdictions where we or our licensors have not
obtained patent protection to develop their own products and, further, may export otherwise infringing products to territories
where we may obtain patent protection but where patent enforcement is not as strong as that in the United States. These products
may compete with our products in jurisdictions where we do not have any issued or licensed patents, and any future patent
claims or other intellectual property rights may not be effective or sufficient to prevent them from competing. Issued patents
may be challenged by third parties in the courts or patent offices in various countries throughout the world. Invalidation
proceedings may result in patent claims being narrowed, invalidated or held unenforceable. Uncertainties regarding the outcome
of such proceedings, as well as any resulting losses of patent protection, could harm our business. 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 to the same degree as in the United States , particularly those relating to biotechnology
products, which could make it difficult for us to stop the infringement of our patents or marketing of competing products in
violation of our intellectual property and proprietary rights generally. Proceedings to enforce our intellectual property and
proprietary rights in foreign jurisdictions could result in substantial costs and divert our efforts and attention from other aspects
of our business, could put our patents at risk of being invalidated or interpreted narrowly, could put our patent applications at
risk of not issuing, and could provoke third parties to assert claims against us. We may not prevail in any lawsuits that we initiate
outside the United States . and the damages or other remedies awarded, if any, may not be commercially meaningful.
Accordingly, our efforts to enforce our intellectual property and proprietary rights around the world may be inadequate to obtain
a significant commercial advantage from the intellectual property that we develop or license. Many countries have compulsory
licensing laws under which a patent owner may be compelled to grant licenses to third parties. Some countries do not enforce
patents related to medical treatments, or limit enforceability in the case of a public emergency. 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

bu%lne%i ﬁnan01a1 condltlon re%ult% of opelatlon% and pro%pecti may be adversely affected. lf -t-he—U—S—geveﬂﬁﬁeﬂt—t-he—\Vef}d

be-adversely-affeeted-insituations-beyond-COHD-—9Ifwe are unable to protect the conﬁdentlahty of our trade secrets, our

business and competitive position would be harmed. In addition to seeking intellectual property protection for our product
candidates, we also rely on trade secrets, including unpatented know- how, technology and other proprietary information, to
maintain our competitive position. Because we rely on third parties to help us discover, develop and manufacture our current
and any future product candidates, or if we collaborate with third parties for the development, manufacturing or
commercialization of our current or any future product candidates, we must, at times, share trade secrets with them. We may
also conduct joint research and development programs that may require us to share trade secrets under the terms of our research
and development collaborations or similar agreements. We seek to protect our proprietary technology in part by entering into
confidentiality agreements and, if applicable, material transfer agreements, consulting agreements or other similar agreements
with our advisors, employees, third- party contractors and consultants prior to beginning research or disclosing proprietary
information. We also enter into invention or patent assignment agreements with our employees, advisors and consultants.
Despite our efforts to protect our trade secrets, the need to share trade secrets and other confidential information increases the
risk that such trade secrets become known by our competitors, are inadvertently incorporated into the technology of others or are
disclosed or used in violation of these agreements. Moreover, we cannot guarantee that we have entered into such agreements
with each party that may have or have had access to our confidential information or proprietary technology and processes.
Monitoring unauthorized uses and disclosures is difficult, and we do not know whether the steps we have taken to protect our
proprietary technologies will be effective. If any of the collaborators, scientific advisors, employees, contractors and consultants
who are parties to these agreements breaches or violates the terms of any of these agreements, we may not have adequate
remedies for any such breach or violation, and we could lose our trade secrets as a result. Moreover, if confidential information
that is licensed or disclosed to us by our partners, collaborators or others is inadvertently disclosed or subject to a breach or
violation, we may be exposed to liability to the owner of that confidential information. Enforcing a claim that a third- party
illegally or unlawfully obtained and is using our trade secrets, like patent litigation, is expensive and time- consuming, and the
outcome is unpredlctable In addltlon courts outside of the United States are sometimes less Wllhng to protect trade secrets. i




the integrity and confidentiality of our data and other confidential information by maintaining physical security of our premises
and physical and electronic security of our information technology systems. Additionally, the risk of cyber- attacks or other

prlvacy or data securlty 1n01dents may be herghtened asa result of our utlllzatlon Wefk-—ffeﬁ‘}-—heme—pe-l-tetes—fer—mest—of our

A-remote Workmg enﬂfemﬁeﬁt—enwronments for certain employees, which may be less secure and more susceptrble to
hacking attacks. While we have confidence in these individuals, organizations and systems, agreements or security measures
may be breached, and detecting the disclosure or misappropriation of confidential information and enforcing a claim that a party
illegally disclosed or misappropriated confidential information is difficult, expensive and time- consuming, and the outcome is
unpredictable. Further, we may not be able to obtain adequate remedies for any breach. In addition, our confidential information
may otherwise become known or be independently discovered by competitors, in which case we would have no right to prevent
them, or those to whom they communicate it, from using that technology or information to compete with us. Any trademarks we
may obtain may be infringed or successfully challenged, resulting in harm to our business. We rely and expect to continue to
rely on trademarks as one means to distinguish any of our products and product candidates that are approved for marketing from
the products of our competitors. Additionally, the process of obtaining trademark protection is expensive and time- consuming,
and we may not be able to prosecute all necessary or desirable trademark applications at a reasonable cost or in a timely manner
or obtain trademark protection in all jurisdictions that we consider to be important to our business. Once we select trademarks
and apply to register them, our trademark applications may not be approved. Third parties may oppose our trademark
applications in certain jurisdictions, as in a currently pending eppesitiens-- opposition filed against the Portuguese Eb—wide
registration of our VIR Pharmaceuticals house mark and logo by Industria Quimica y Farmaceutica Vir. S. A., a Spanish

company Wthh clalms exclusrve rlghts in the term VlR in Spam and Portugal M%W

term—VI—R—i-n—'Pttr-key—. Third parties may also challenge our use of our trademarks. ln the event that our trademarks are
successfully challenged, we could be forced to rebrand our products, which could result in loss of brand recognition and could
require us to devote resources to advertising and marketing new brands. Our competitors may infringe our trademarks, and we
may not have adequate resources to enforce our trademarks. In addition, any proprietary product name we propose to use with
our current or any other product candidate in the United States must be approved by the FDA, regardless of whether we have
registered it, or applied to register it, as a trademark. The FDA typically conducts a review of proposed product names,
including an evaluation of the potential for confusion with other product names. If the FDA objects to any of our proposed
proprietary product names, we may be required to expend significant additional resources in an effort to identify a suitable
proprietary product name that would qualify under applicable trademark laws, not infringe the existing rights of third parties and
be acceptable to the FDA. The potential exercise by the Gates Foundation of its licenses to certain of our intellectual
property and its development and commercialization of products that we are also developing and commercializing could
have an adverse impact on our market position. We entered into the Gates Agreement in January 2022, which amends an
and a-mended—a-nd—restated—restates the orlgmal letter agreement with the Bﬁl—&—Mehﬁda—Gates—Feandaﬁeﬂ—er—t-he—Gates

amta a-Gates Foundation that we
entered 1nto in December 2016 In connection w1th the G&tes—ongmal letter Ag-reefﬂeﬂt—agreement the Bit-&Mehnda-Gates
Foundation purchased $ 20. 0 million of shares of our convertible preferred stock which converted to shares of our common
stock after our initial public offering and purchased $ 40. 0 million of shares of our common stock. We are obligated to use the
proceeds of the Bi-&Melinda-Gates Foundation’ s investment in furtherance of its charitable purposes to perform certain
activities set forth in the Gates Agreement. For additional information regarding our obligations under the Gates Agreement, see
the section titled *“ Businress—Our Collaboration, License and Grant Agreements — Amended and Restated Letter Agreement
with the Bib-&Mehnda-Gates Foundation ” in “ Part I, Item 1. Business ” in this Annual Report on Form 10- K . If we fail
to comply with (i) our obligations to use the proeeeds of the Bi-&Melnda-Gates Foundation’ s investment for the purposes
described in the paragraph above and to not use such proceeds for specified prohibited uses, (ii) specified reporting requirements
or (iii) specified applicable laws, or if we materially breach our specified global access commitments (any such failure or
material breach, a specified default), we will be obligated to redeem or arrange for a third party to purchase all of our stock
purchased by the Bit-&Mehnda-Gates Foundation under the Gates Agreement at the Bik-&Melinda-Gates Foundation’ s
request, at a price equal to the greater of (1) the original purchase price or (2) the fair market value, which amount may increase
in the event of a sale of our company or all of our material assets relating to the Gates Agreement. Additionally, if a specified
default occurs or if we are unable or unwilling to continue the HIV program, tuberculosis program, vaccinal antibody program
or, if applicable, the mutually agreed additional program (except for scientific or technical reasons), or if we institute
bankruptcy or insolvency proceedings, then the Bill-&Mehnda-Gates Foundation will have the right to exercise a non-
exclusive, fully- paid license (with the right to sublicense) under our intellectual property to the extent necessary to use, make
and sell products arising from such programs, in each case solely to the extent necessary to benefit people in the developing
countries in furtherance of the Bi-&Mehnda-Gates Foundation” s charitable purpose. The exercise by the BiH-&Mehnda-Gates
Foundation of any of its non- exclusive licenses to certain of our intellectual property (or its right to obtain such licenses), and its
development and commercialization of product candidates and products that we are also developing and commercializing, could
have an adverse impact on our market position. Risks Related to Our Business Operations, Employee Matters and Managing
Growth We are highly dependent on our management, elinical and scientific and-medieat-personnel. Our key personnel may
currently terminate their employment with us at any time. The loss of the services of any of these persons could impede the
achievement of our research, development and commercialization objectives. Additionally, we do not currently maintain “ key
person ” life insurance on the lives of our executives or any of our employees. We have recently announced several leadership

changes, including a new Chicf Exeeutive-Medical Officer transittoninJanuary2023-that-beeame-effeetive-Aprit-3;2023-and




anneuneeda-Chicf Financial Officer transition-in February2623-2024 that-beeame-effeetive- Mareh 272623~ Management
transitions may create uncertainty and involve a diversion of resources and management attention, be disruptive to our daily
operations or impact public or market perception, any of which could negatively impact our ability to operate effectively or
execute our strategies. Recruiting, integrating and retaining other senior executives, qualified scientific and clinical personnel
and, if we progress the development of any of our product candidates, commercialization, manufacturing and sales and
marketing personnel, will be critical to our success. Competition is intense for these skilled employee candidates, and we
may be unable to retain or recruit such personnel with the expertise or experience necessary to achieve our business
objectives, and such efforts may be further undermined by restructurings, changing office policies and other initiatives
we may undertake improve operational efficiencies and operating costs, as well as shifting dynamics in the biotechnology
labor market. Furthermore, replacing executive officers and key employees may be difficult and may take an extended period
of time because of the limited number of individuals in our industry with the breadth of skills and experience required to

queeesqfully develop, garn regulatory approval of and connnerc1al1ze our product candidates. Competition-to-hire-from-this

in the past and may in the future acqurre or invest in other companies or teehnologreq which could divert our management’ s
attention, result in dilution to our stockholders and otherwise disrupt our operations and adversely affect our operating results.
We have in the past and may in the future seek to acquire or invest in additional businesses and / or technologies that we believe
complement or expand our product candidates, enhance our technical capabilities or otherwise offer growth opportunities in the
United States and internationally. The pursuit of potential acquisitions and investments may divert the attention of management
and cause us to incur various expenses in identifying, investigating and pursuing suitable acquisitions, whether or not they are
consummated. In addition, we are exposed to market risks related to our investments, including changes in fair value of equity
securities we hold, which is discussed in greater detail anderin © Part I, [tem #A-3 . Quantitative and Qualitative Disclosures
About Market Risk ” in this Annual Report on Form 10- K . For example we acqurred numerous blotechnology companles

between TomegaVax,InesorTomegaVaxirSeptember2016 v SEROY
CorporationorAgenovirinJantary264+8-and Sf&&fﬂ—He&lﬂﬁ—EE&ei“Sf&&fﬂ—rﬁ—Febﬂtaﬂ—2018 Realrzrng the beneﬁt@ of these

acquisitions will depend upon the successful integration of the acquired technology into our existing and future product
candidates. We also may not realize the anticipated benefits from any acquired business. We face many risks in connection with
acquisitions and investments, whether or not consummated. A significant portion of the purchase price of companies we acquire
may be allocated to acquired goodwill and other intangible assets, which must be assessed for impairment at least annually. If
our acquisitions do not yield expected returns, we may in the future be required to take charges to our operating results based on
this impairment assessment process, which could adversely affect our business, financial condition, results of operations and
prospects. Furthermore, acquisitions could also result in dilutive issuances of equity securities or the incurrence of debt, which
could adversely affect our operating results. In addition, if an acquired business fails to meet our expectations, our business,
financial condition, results of operations and prospects may suffer. We cannot assure you that we will be successful in
integrating the businesses or technologies we may acquire. The failure to successfully integrate these businesses could have a
material adverse effect on our business, financial condition, results of operations and prospects. We have in the past experienced

signifteant, and expect to continue to experience, growth in the number-efotremployees-and-the-scope of our operations
feeef}t—yeafs—&t—befh-etﬁrtes-aﬂd-refﬂete—leeaﬁeﬂs— pa1t1cularly in the areas of reiearch development and regulatory affairs ;and

e eptien ott-produete da egresses-. [n addition, if any
of our produet candrdate% receives marketrng approval, we erl need to bulld out our iales and marl(etlng capabilities, either on
our own or with others. To manage any etr-antieipated-future growth, we must continue to implement and improve our
managerial, operational and ﬁnaneral %yitemq exp&nd-lmprove our facilities, and contlnue to recruit and train additional
qualified per%onnel ; : : ; ;

o-f—euieeefpefafe-eu-l-fttfe—l"he expan%lon of our operatronq may lead to %1gn1ﬁeant co%t@ and may drvert our management and
business development resources. We may not be able to effectively manage the-any further expansion of our operations, recruit
and train additional qualified personnel, or succeed at effectively integrating employees into thatjotned-during-the-globat
pandemie-or-our operations otherwise-jotned-us-asremeote-workers- Any inability to manage growth could delay the execution
of our business plans or disrupt our operations. Business disruptions could seriously harm our future revenue and financial
condition and increase our costs and expenses. Our operations, and those of our CDMOs, clinical trial sites, CROs and other



contractors and consultants, could be subject to earthquakes, power shortages, telecommunications failures, water shortages,
floods, hurricanes, typhoons, fires, extreme weather conditions, public health pandemics or epidemics fineludingforexample;
the-cOVIB—9-pandemte)-, geopolitical events, including civil or political unrest in any of our business locations, terrorism,
insurrection or war (such as the ongoing war-betweenisraet-conflicts in the Middle East and Eastern Europe Hamas-ane
BYlraine-and-Russta-), and-as well as other nataral-or-man—made-disasters-or-business interruptions, for which we are
predominantly self- insured. The occurrence of any of these business disruptions could seriously harm our operations and
financial condition and increase our costs and expenses. Our ability to develop our product candidates could be disrupted if our
operations or those of our suppliers are affected by such geopolitical events, man—made-ornataral-disasters or other business
interruptions. Our corporate headquarters are located in California near major earthquake faults and fire zones. The ultimate
impact on us, our significant suppliers and our general infrastructure of being located near major earthquake faults and fire zones
and bemo consolldqted in Certam UQOgIJPhICdl areas is unknovx n, but our operations and financial condition could suffer in the

cloud- based computing services and those of our current and any futule collaborators, service prowders and other pdmes upon
whom we rely are potentially vulnerable to malware, computer viruses, denial- of- service attacks, ransomware attacks, user
error or malfeasance, data corruption, cyber- based attacks, natural disasters, public health pandemics or epidemics, geopolitical
events, including civil or political unrest, terrorism, war and telecommunication and electrical failures that may result in damage
to or the interruption or impairment of key business processes, or the loss or corruption of our information, including intellectual
property, proprietary business information and personal information. We may also experience server malfunction, software or
hardware failures, supply- chain cyber- attacks, loss of data or other computer assets and other similar issues. We have
experienced minor or inconsequential security breaches of our information technology systems, such as through attempted
business email compromises. The techniques used to sabotage or to obtain unauthorized access to information systems, and
networks in which cyber threat actors store data or through which they transmit data change frequently and we may be unable to

implement adequate preventative measures. For example, attackers have used Al artifietaHnteligenee-and-maechineearning-to



launch more automated, targeted and coordinated attacks against targets. Any significant system failure, accident or security
breach could have a material adverse effect on our business, financial condition and operations. We may be required to expend
significant resources, fundamentally change our business activities and practices, or modify our operations, including our clinical
trial activities, or information technology in an effort to protect against security breaches and to detect , investigate (including
performing required forensics), mitigate and remediate actual and potential vulnerabilities. Relevant laws, regulations, industry
standards and contractual obligations may require us to implement specific security measures or use industry- standard or
reasonable measures to protect against security breaches. The costs to us to mitigate network security problems, bugs, viruses,
worms, malicious software programs, security breaches and security vulnerabilities could be significant, and while we have
implemented security measures to protect our data security and information technology systems, our efforts to address these
problems may not be successful, and these problems could result in unexpected interruptions, data loss or corruption, delays,
cessation of service and other harm to our business and our competitive position. If the information technology systems of our
third- party vendors become subject to disruptions or security breaches, we may have insufficient recourse against such third
parties and we may have to expend significant resources to mitigate the impact of such an event, and to develop and implement
protections to prevent future events of this nature from occurring. Although we maintain cybersecurity insurance coverage, such
insurance may not be adequate to cover all liabilities that we may incur. Furthermore, if a security breach were to occur and
cause interruptions in our operations, it could result in a disruption of our development programs and our business operations,
whether due to a loss of our trade secrets or other proprietary information or other similar disruptions. In addition, such a breach
may require notification to governmental agencies, supervisory bodies, credit reporting agencies, the media, individuals,
collaborators or others pursuant to various federal, state and foreign data protection, privacy and security laws, regulations and
guidelines, industry standards, our policies and our contracts, if applicable. In addition, the U. S. Securities and Exchange
Commission adopted rules in 2023 requiring us to publicly disclose certain cybersecurity incidents. Such notices may be costly
and could harm our reputation and our ability to compete —Sueh-edisetosures-are-eostly-, and the-our ultimate disclosure or the
failure to comply with such requirements could lead to a material adverse effect on our reputation, business s-or financial
condition. Additionally, federal, state and foreign laws and regulations can expose us to enforcement actions and investigations
by regulatory authorities, and potentially result in regulatory penalties and significant legal liability, if our information
technology security efforts fail. We and the third parties with whom we work are subject to stringent privacy laws,
information security laws, regulations, policies and contractual obligations related to data privacy and security and changes in
such laws, regulations, policies, contractual obligations and failure by us or the third parties with whom we work to comply
with such requirements could subject us to significant fines and penalties, investigations and / or reputational harm, which
may have a material adverse effect on our business, financial condition or results of operations. We and the third parties with
whom we work are subject to local, state, federal and international data privacy and protection laws and regulations that apply
to the collection, transmission, storage and use of personally identifying information, which among other things, impose certain
requirements relating to the privacy, security and transmission of personal information, including comprehensive regulatory
systems in the United States, EU and the U. K. The legislative and regulatory landscape for privacy and data protection
continues to evolve in jurisdictions worldwide, and there has been an increasing focus on privacy and data protection issues with
the potential to affect our business. Additionally, our use of Al and machine learning may be subject to laws and evolving
regulations regarding the use of Al er-maehinetearning-, controlling for data bias, and anti- discrimination. Implementation
standards and enforcement practices are likely to remain uncertain for the foreseeable future, and we cannot yet determine the
impact future laws, regulations, standards, or perception of their requirements may have on our business. Failure by us or any of
the third parties with whom we work to comply with any of these laws and regulations could result in investigations or
enforcement action against us, including fines, claims for damages by affected individuals, damage to our reputation and loss of
goodwill, any of which could have a material adverse effect on our business, financial condition, results of operations or
prospects. If we are unable to properly protect the privacy and security of protected health information, we could be found to
have breached our contracts. Further, if we fail to comply with applicable privacy laws, we could face civil and criminal
penalties , and claims that we failed to comply with privacy laws, or breached our contractual obligations, even if we are
not found liable, could be expensive and time consuming to defend, result in adverse publicity and have a material
adverse effect on our business, financial condition and results of operations . Numerous Atteasttwelvestates in the U. S,
including California , Colorado, Oregon, Texas, Utah and Vlrglma, among others have passed comprehenswe privacy laws
—These-and other states are considering passing such laws a 0
2626-. These laws create obligations related to the processing of personal mformation as well as special obligations for the

processing of “ sensitive ”" data (which includes health data in some cases). There-are-also-states-that-arestronglyconsidering-or
have-already-passed-eomprehensive-At the federal level, HIPAA 1mposes speclfic requlrements on certam types of
individuals and entities relating to the privacy law v g

beyond-, security neladingNew—Yeorkand New—}efsey—transmlssnon of 1nd1v1dually 1dent1ﬁable health 1nformat10n
Congress has also considered been-debating-passing a federal privacy law. These laws may impact our business activities,
including our identification of research subjects, relationships with business partners and ultimately the marketing and
distribution of our products. Similar to the laws in the United States, there are significant privacy and data security laws that
apply in Europe and other countries. The collection, use, disclosure, transfer or other processing of personal data, 1nclud1ng
personal health data, regarding individuals who are located in the EuropeanEeenemie-Area;or-EEA and the processing of
personal data that takes place in the EEA, is regulated by the GDPR, VHﬂeh—weﬂt—mfe-effeet—m—May%G-l-S—aﬁd-which Imposes
obligations on companies that operate in our industry with respect to the processing of personal data and the cross- border
transfer of such data. The GDPR imposes onerous accountability obligations requiring data controllers and processors to
maintain a record of their data processing and policies. If our or our collaboration partners’ or service providers’ privacy or data




security measures fail to comply with the GDPR requirements, we may be subject to litigation, regulatory investigations,
enforcement notices requiring us to change the way we use personal data and / or fines of up to € 20 million Eares-or up to 4 %
of the total worldwide annual turnover of the preceding financial year, whichever is higher, as well as compensation claims by
affected individuals, negative publicity, reputational harm and a potential loss of business and goodwill. In addition, we may be
unable to transfer personal data from EEA countries and other jurisdictions to the United States or other countries due
to data localization requirements or limitations on cross- border data flows. Although there are various mechanisms that
may be used in some cases to lawfully transfer personal data to the United States or other countries, these mechanisms
are subject to legal challenges and may not be available to us. An inability or material limitation on our ability to
transfer personal data to the United States or other countries could materially impact our business operations. While we
continue to address the implications of the recent changes to data privacy regulations, data privacy remains an evolving
landscape at both the domestic and international level, with new regulations coming into effect and continued legal challenges,
and our efforts to comply with the evolving data protection rules may be unsuccessful. It is possible that these laws may be
interpreted and applied in a manner that is inconsistent with our practices. We must devote significant resources to
understanding and complying with this changing landscape. Any Fathare-failure to comply with U. S. federal and state and
international laws and regulations regarding data preteetton-privacy would expose us to risk of enforcement actions taken by
data protection authorities , -rn—t-he—E-Bﬁ—and e}sew-hefe—&nd-eafﬁes—wrth -1-t—them the potentral for qrgnrﬁcant penaltrei 1f we are
found to be non- Cornphant Srnnlarly, ; d

proteetion-and-privaeytaws-could result in government 1mp0§ed fines-er-orders requiring that we change our practices, private
lawsuits asserting claims for damages or other liabilities, regulatory-investigations-and potentially enforeementaetion;
htigationrand-significant costs for remediation, any of which could adversely affect our business. Even if we are not determined
to have violated these laws, government investigations into these issues typically require the expenditure of significant resources
and generate negative publicity, which could harm our business, financial condition, results of operations or prospects. Our
employees, principal investigators, consultants and commercial partners may engage in misconduct or other improper activities,
including noncompliance with regulatory standards and requirements ane-, insider trading laws, or contractual obligations .
We are exposed to the risk of fraud or other misconduct by our employees, principal investigators, consultants and commercial
partners. Misconduct by these parties could include intentional failures, reckless and / or negligent conduct or unauthorized
activities that violates (i) the laws and regulations of FDA and other regulatory authorities, including those laws requiring the
reporting of true, complete and accurate information to such authorities, (ii) manufacturing standards, (iii) federal and state data
privacy, security, fraud and abuse and other healthcare laws and regulations in the United States and abroad, (iv) laws that
require the true, complete and accurate reporting of financial information or data ané-, (v) insider trading laws that restrict the
buying and selling of shares of securities eureommen-steek—while in possession of material non- public information , (vi)
federal and state data privacy laws and regulations and (vii) contractual obligations of VirBio or such parties . [n
particular, sales, marketing and business arrangements in the healthcare industry are subject to extensive laws and regulations
intended to prevent fraud, misconduct, kickbacks, self- dealing and other abusive practices. Such misconduct also could involve
the improper use of individually identifiable information, including, without limitation, information obtained in the course of
clinical #rats-studies , creating fraudulent data in our preclinical lor clinical studies erehntealtrials-or illegal misappropriation
of drug product, Wthh could remlt in regulatory sanctions and cause serious harm to our reputatron —In-addition;-during-the

1dent1fy and deter mrsconduct by ernployeei and other third parties, and the preeautron% we take to detect and prevent thrq
activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from government
investigations or other actions or lawsuits stemming from a failure to comply with these contractual provisions, laws or
regulations. Additionally, we are subject to the risk that a person or government could allege such fraud , violations or other
misconduct, even if none occurred. If any such actions are instituted against us and we are not successful in defending ourselves
or asserting our rights, those actions could result in significant civil, criminal and administrative penalties, damages, fines,
disgorgement, imprisonment, exclusion from participating in government- funded healthcare programs, such as Medicare and
Medicaid, additional reporting requirements and oversight if we become subject to a corporate integrity agreement or similar
agreement to resolve allegations of noncompliance with these laws, contractual damages, reputational harm and the curtailment
or restructuring of our operations, any of which could have a negative impact on our business, financial condition, results of
operations and prospects. Our ability to use our net operating losses, or NOLs, to offset future taxable income may be subject to
certain limitations. As of December 31, 2623-2024 , we had net operating loss carryforwards of $ 487-645 . 8-3 million for
federal tax purposes and-$ 445-450 . 4-2 million for state tax purposes. If not utilized, federal carryforwards will begin expiring
in 2036 and state carryforwards will begin expiring in 203 1. Our ability to use our federal and state NOLs to offset potential
future taxable income is dependent upon our generation of future taxable income before any expiration dates of the NOLs, and
we cannot predict with certainty when, or whether, we will generate sufficient taxable income to use all of our NOLs. Beginning
in 2022, the Tax Cuts and Jobs Act of 2017 eliminated the option to deduct research and development expenditures currently
and requires taxpayers to capitalize and amortize them over five or fifteen years pursuant to Section 174 of the Internal Revenue
Code of 1986, as amended, or the Code. Although Congress is considering legislation that could repeal such requirement or



defer the amortization requirement to later years, it is not certain that the provision will be repealed or otherwise modified. If the
requirement is not modified, it will continue to reduce our anticipated net operating losses over the next several years. Risks
Related to Ownership of Our Common Stock Our financial condition and results of operations may fluctuate from quarter to
quarter and year to year, which makes them difficult to predict. We expect our financial condition and results of operations to
fluctuate from quarter to quarter and year to year due to a variety of factors, many of which are beyond our control. Accordingly,
you should not rely upon the results of any quarterly or annual periods as indications of future operating performance. Factors
that may cause ﬂuctuatlonq in our ﬁnanc1al condition and reiult% of operations include, Wlthout hmltatlon those listed elsewhere

hablhtleq are %ubJ ect to forelgn currency exchange rate ﬂuctuatlonq due to the global nature of our operations. As a reiult
currency fluctuations among our reporting currency, the U. S. dollar, and other currencies in which we do business will affect
our operating results, often in unpredictable ways. Currency exchange rates have been especially volatile in the recent past, and
these currency fluctuations have affected, and may continue to affect, our assets and liabilities denominated in foreign currency.
We are also exposed to market risks related to our investments, including changes in fair value of equity securities we hold
which may fluctuate from quarter to quarter and year to year. For additional information, see “ Part II, [tem 7A. Quantitative
and Qualitative Disclosures About Market Risk ” in this Annual Report on Form 10 K. Our stock prlce has been, and in the
future may be, subject to substantial Volatlhty Accordlngly 0 -

a alaat N ar Nacedaag—thrarnrah-Rabiias

%e%shﬁe%&ﬁeﬁﬁ&e%&hﬁ*@*&%ﬂ*ﬁy—m—etﬁtﬁekpﬂe& our stockholders could incur qubitantlal loqsei The %tock
market in general and the market for biopharmaceutical and pharmaceutical companies in particular, has experienced extreme
volatility that has often been unrelated to the operating performance of particular companies. Fre-COVIB—3-pandemte
Investor concerns regarding financial systems and general economic conditions , both inside and outside for-exampte;
ﬁeg&ﬁve{y—&ffeeted-seme—seetefs-ef—the steeleU S., 1nclud1ng capltal m&fket—markets and—mvestef—seﬁ&meﬁt—aﬁd-fesu-}ted—m
stgnifteant-volatility —trad

interest rate and currency rate ﬂuctuatlonq and cconomic %lowdown or recession, e&pﬁa-l—mafkefs—ve-}a&hty—as well as
geopolitical events , man- made or natural fereign-markettrends,national-erisis;and-disasters , or public health pandemics
or epidemics , may impact the market price of our common stock and result in volatility. As a result of this volatility, you may
not be able to sell your common stock at or above the price you paid for your shares. Market and industry factors may cause the
market price and demand for our common stock to fluctuate substantially, regardless of our actual operating performance, which
may limit or prevent investors from selling their shares at or above the price paid for the shares and may otherwise negatively
affect the liquidity of our common stock. Moreover, sales of a substantial number of shares of our common stock by our
stockholders in the public market or the perception that these sales might occur, have in the past, and may in the future depress
the market price of our common stock. Information related to our research, development, manufacturing, regulatory and
commercialization efforts with respect to any of our product candidates or information regarding such efforts by competitors
with respect to their potential therapies, may also meaningfully impact our stock price. Some companies that have experienced
volatility in the trading price of their shares have been the subject of securities class action litigation. Any lawsuit to which we
are a party, with or without merit, may result in an unfavorable judgment. We also may decide to settle lawsuits on unfavorable
terms. Any such negative outcome could result in payments of substantial damages or fines, damage to our reputation or adverse
changes to our business practices. Defending against litigation is costly and time- consuming and could divert our management’
s attention and our resources. Furthermore, during the course of litigation, there could be negative public announcements of the
results of hearings, motions or other interim proceedings or developments, which could have a negative effect on the market
price of our common stock. Concentration of ownership of our common stock among our existing executive officers, directors
and principal stockholders may prevent new investors from influencing significant corporate decisions. Our executive officers,
directors and stockholders who own more than 5 % of our outstanding common stock beneficially own a significant percentage
of our outstanding common stock. If these persons acted together, they may be able to significantly influence all matters
requiring stockholder approval, including the election and removal of directors and approval of any merger, consolidation or
sale of all or substantially all of our assets. The concentration of voting power and transfer restrictions could delay or prevent an
acquisition of our company on terms that other stockholders may desire or result in the management of our company in ways




with which other stockholders disagree. If research analysts de-netpublish-researeh-orreports;or-publish unfavorable research

or reports ;-about us, our business or our market, our stock price and trading volume could decline. The trading market for our
common stock sH-may be influenced by the-research and reports that industry or financial analysts publish about us e+, our
business or the potential markets for our products or product candidates . If any of the analysts who cover us issue an
adverse or misleading opinion regarding us, our business model, our intellectual property or our stock performance (including
changes in analyst recommendations or price targets for our stock) , or if the clinical trials-studies and operating results fail
to meet the expectations of analysts, our stock could decline. #In addition, if analysts cease coverage of us or fail to publish
reports on us regularly, we could lose visibility in the financial markets, which in turn could cause our stock price or trading
volume to decline. Because we do not anticipate paying any cash dividends on our capital stock in the foreseeable future, capital
appreciation, if any, will be your sole source of gain. You should not rely on an investment in our common stock to provide
dividend income. We have never declared or paid cash dividends on our capital stock. We currently intend to retain all of our
future earnings, if any, to finance the growth and development of our business. In addition, the terms of any future debt
agreements may preclude us from paying dividends. As a result, capital appreciation, if any, of our common stock will be your
sole source of gain in the foreseeable future. We have incurred and we will continue to incur significant increased costs as a
result of operating as a public company, and our management will be required to devote substantial time to new compliance
initiatives. As a public company, we are subject have-ineurred-and-we-will-eontintie-to inetr-signifieanttegal-accounting;
inrvestorrelations-and-other—- the expenses—tradditionreporting requirements of the Exchange Act, the listing standards of
Nasdaq , the Sarbanes- Oxley Act and other appllcable securities ruleq subsequently-implemented-by-SEC-and Nasdag
regulations. We have 1ncurred t vatto q P pantes;+ i abh and Wlll continue
to incur significant legal main € i t8 ; : -

, accounting inJaly26+6-, 1nvestor relatlons and t-he—other expenses Bedd—Fr&nH’#&H—Stfeet—Refefm—aﬁd-Geﬁstuﬁef
Pfeteeﬁeﬂ—Aet—was—enaeted—pufsuaﬂt—to W%neh—comply w1th t-he—these -SEGadepted—ruleq and regulations related-to-eorporate
. Stockholder activism, the current political
enV1ronment and the current hlgh level of U. S. government 1ntervent10n and regulatory reform may also lead to substantial new
regulations and disclosure obligations, which may in turn lead to additional compliance costs and impact the manner in which
we operate our business in ways we do not currently anticipate. Our management and other personnel will need to devote a
substantial amount of time to comply with these requirements. Moreover, these requirements will increase our legal and financial
compliance costs and will make some activities more time- consuming and costly. For example, we expect that these rules and
regulations may make it more difficult and more expensive for us to obtain director and officer liability insurance. We cannot
predict or estimate the amount or timing of addltlonal costs we may incur to reqpond to the%e requ1rement§ —As-apublte

ﬁtﬁepu’t&&eﬁ—may—be—advefse&y—a—ffeefed— If we fail to develop or malntaln proper and effectlve mternal control over ﬁnanc1a1
reporting, our ability to produce accurate and timely financial statements could be impaired, investors may lose confidence in us
and the trading price of our common stock may decline. Effective internal control over financial reporting are necessary for us
to provide reliable financial reports and effectively prevent fraud and operate successfully as a public company. Any failure to
maintain internal control over financial reporting could severely inhibit our ability to accurately report our financial condition,
results of operations or cash flows. If our internal control over financial reporting is not effective, investors may lose confidence
in the accuracy and completeness of our financial reports, the market price of our common stock could decline, and we could be
subject to sanctions or investigations by Nasdaq, the SEC or other regulatory authorities. Failure to remedy any material
weakness in our internal control over financial reporting could also restrict our future access to the capital markets. A material
weakness in internal control over financial reporting has in the past and could in the future lead to deficiencies in the preparation
of financial statements. Deficiencies in the preparation of financial statements, could lead to litigation claims against us. The
defense of any such claims may cause the diversion of management’ s attention and resources, and we may be required to pay
damages if any such claims or proceedings are not resolved in our favor. Any litigation, even if resolved in our favor, could
cause us to incur %1gmf1cant legal and other expenses. Such events could also affect our ability to raise capital to fund future
buqlne% initiatives. arbe :

changes in accounting pr1nc1p1e§ generally accepted in the United States. Generally accepted accountlng pr1nc1p1e§ in the United
States are subject to interpretation by the Financial Accounting Standards Board or the SEC, and various bodies formed to
promulgate and interpret appropriate accounting principles. A change in these principles or interpretations could have a



significant effect on our reported financial results, may retroactively affect previously reported results, could cause unexpected
financial reporting fluctuations and may require us to make costly changes to our operational processes and accounting systems.
Provisions in our corporate charter documents and under Delaware law could make an acquisition of us, which may be
beneficial to our stockholders, more difficult and may prevent attempts by our stockholders to replace or remove our current
management. Provisions in our corporate charter and our amended and restated bylaws may discourage, delay or prevent a
merger, acquisition or other change in control of us that stockholders may consider favorable, including transactions in which
you might otherwise receive a premium for your shares. These provisions also could limit the price that investors might be
willing to pay in the future for shares of our common stock, thereby depressing the market price of our common stock. In
addition, because our board of directors is responsible for appointing the members of our management team, these provisions
may frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more

d1fﬁcult for stockholders to replace members of our board of directors. Fer-a-summary-ofthese-provisions;see-the-seetion-titled

restated certificate of 1ncorp0rat10n provrdes that the Court of Chancery of the State of Delaware will be 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 employees. Our amended and restated certificate of incorporation
provides that the Court of Chancery of the State of Delaware (or, if and only if the Court of Chancery of the State of Delaware
lacks subject matter jurisdiction, any state court located within the State of Delaware or, if and only if all such state courts lack
subject matter jurisdiction, the federal district court for the District of Delaware) will be the exclusive forum for the following
types of actions or proceedings under Delaware statutory or common law: ¢ any derivative action or proceeding brought on our
behalf; « any action or proceeding asserting a claim of breach of a fiduciary duty owed by any of our current or former directors,
officers or other employees to us or our stockholders; * any action or proceeding asserting a claim against us or any of our
current or former directors, officers or other employees, arising out of or pursuant to any provision of the Delaware General
Corporation Law, our certificate of incorporation or our bylaws; * any action or proceeding to interpret, apply, enforce or
determine the validity of our certificate of incorporation or our bylaws; and ¢ any action asserting a claim against us or any of
our directors, officers or other employees governed by the internal affairs doctrine. This provision would not apply to suits
brought to enforce a duty or liability created by the Exchange Act or any other claim for which the U. S. federal courts have
exclusive jurisdiction. Furthermore, Section 22 of the Securities Act of 1933, as amended (;erthe Securities Act ;) creates
concurrent jurisdiction for federal and state courts over all such Securities Act actions. Accordingly, both state and federal courts
have jurisdiction to entertain such claims. To prevent having to litigate claims in multiple jurisdictions and the threat of
inconsistent or contrary rulings by different courts, among other considerations, our amended and restated certificate of
incorporation further provides that the federal district courts of the United States will be the exclusive forum for resolving any
complaint asserting a cause of action arising under the Securities Act, unless we consent in writing to the selection of an
alternative forum. While the Delaware courts have determined that such choice of forum provisions are facially valid, a
stockholder may nevertheless seek to brlng aclaimina venue other than those desrgnated in the exclusive forum provisions —#

. This may require s1gn1ﬁcant addrtronal costs assoc1ated Wrth resolving such
action in other Jurlsdrct1ons and there can be no assurance that the provisions will be enforced by a court in those other
jurisdictions. These exclusive- forum provisions may limit a stockholder’ s ability to bring a claim in a judicial forum that it
finds favorable for disputes with us or our directors, officers or other employees, which may discourage these types of lawsuits.
Furthermore, the enforceability of similar choice of forum provisions in other companies’ certificates of incorporation has been
challenged in legal proceedings, and it is possible that a court could find these types of provisions to be inapplicable or
unenforceable. If a court were to find the exclusive- forum provision contained in our amended and restated certificate of
incorporation to be inapplicable or unenforceable in an action, we may incur further significant additional costs associated with
resolving such action in other jurisdictions, all of which could harm our business.



