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duuibui below, together with all of the other information %ﬂe%&ded-eﬁleefpefafe%ﬁ—refefeﬁee—m lhl\ Annual Report on Form

- K and in our —H-any-ofthe-other folowing-filings with the Securities and Exchange Commission, or SEC. We operate
in a dynamic and rapidly changing 1ndustry that mvolves numerous risks eeew%euf—bﬁstness,—ﬁﬁ&rma-l-eeﬂdtﬁeﬂrfest&fs—ef
eperattons-and uncertainties futare-gro 6 e e-a S

uncertainties described below are not t-hese—= the only ones we face eﬁeﬁmsf&nees—ﬂ%e—m&fket—pﬂee—e-ﬁeﬂfeefnmeﬂ—sfeek
eontd-deeline-. Other eventsrisks and uncertainties, including those that we do not currently consider antieipate-or-that-we

enrrently-deem-immatertal--- material, may 1mpa1r alse-affeet-our business . If any of the risks discussed below actually
occur , prospeets-our business ., financial condition and-, operating results or cash flows could be materially adversely
affected. Our actual results could differ materially from those anticipated in these forward- looking statements as a
result of eperations-certain factors, including the risks we face as described below and elsewhere in this Annual Report
on Form 10- K . Risks Related to Our Business Risks Related to Our Limited Operating History, Financial Position and
Need for Capital We have incurred significant losses since inception, expect to incur significant losses for the foreseeable
future and may not be able to achieve or sustain profitability in the future. We have no products for sale, have not
generated any product revenue and may never generate product revenue or become profitable. Investment in
biotechnology product development is a highly speculative undertaking and entails substantial upfront expenditures and
significant risks that any program will fail to demonstrate adequate efficacy or an acceptable safety profile, gain
regulatory approval and become commercially viable. We have no products approved for commercial sale nor have we
generated any revenue from product sales to date and we continue to incur significant research and development and
other expenses related to our ongoing operations. We do not expect to generate product revenue unless or until it
successfully completes clinical development and obtains regulatory approval of, and the-then Merger-successfully
commercializes, at least one product candidate. We may never succeed in these activities and, even if it does, may never
generate product revenue or revenues that are significant or large enough to achieve profitability. If we are unable to
generate sufficient revenue through the sale of any approved products, it may be unable to continue operations without
additional funding. We have incurred recurring operating losses since inception. Our net loss for the years ended
December 31, 2024 and 2023 was $ 47. 7 million and $ 53. 7 million, respectively. We expect to continue to incur
significant losses for the foreseeable future. Our operating expenses and net losses may fluctuate significantly from
quarter to quarter and year to year. We anticipate that our expenses will increase substantially if and as we: * advance
our existing and future programs through preclinical and clinical development, including expansion into additional
indications; ¢ seek to identify additional programs and additional product candidates; * maintain, expand, enforce,
defend and protect our intellectual property portfolio; * seek regulatory and marketing approvals for product
candidates; ¢ seek to identify, establish and maintain additional collaborations and license agreements; * ultimately
establish a sales, marketing and distribution infrastructure to commercialize any drug products for which we may
obtain marketing approval, either by ourselves or in collaboration with others; * commence commercial sales of products
for which we receive marketing approval; ¢ hire additional personnel including research and development, clinical and
commercial; * add operational, financial and management information systems and personnel, including personnel to
support product development; * acquire or in- licenses products, intellectual property and technologies; and * establish
commercial- scale current good manufacturing practices, or cGMP, capabilities through a third- party or our own
manufacturing facility. In addition, our expenses will increase if, among other things, we are required by the U. S. Food
and Drug Administration, or the FDA, or other regulatory authorities to perform trials or studies in addition to, or
different than, those that we currently anticipate, there are any delays in completing our clinical trials or the
development of any product candidates, or there are any third- party challenges to our intellectual property or we need
to defend against any intellectual property- related claim. Even if we obtain marketing approval for, and are successful
in commercializing, one or more product candidates, we expect to incur substantial additional research and development
and other expenditures to develop and market additional programs and / or to expand the approved indications of any
marketed product. We may encounter unforeseen expenses, difficulties, complications, delays and other unknown
factors that may adversely affect our business. The Merger-size of our future net losses will depend, in part, on the rate of
future growth of our expenses and our ability to generate revenue. Our failure to become profitable would decrease our
value and could impair our ability to raise capital, maintain our research and development efforts, expand our business
and / or continue our operations. A decline in our value could also cause you to lose all or part of your investment. We
will require substantial additional capital to finance our operations in the future. If we are unable to raise such capital
when needed, or on acceptable terms, we may be forced to delay, reduce or eliminate clinical trials, product development
programs or future commercialization efforts. Developing biotechnology products is a very long, time- consuming,
expensive and uncertain process that takes years to complete. Since inception, we have funded our operations primarily
through private equity and debt financings and have incurred significant recurring losses. We expect our expenses to
increase in connection with our ongoing activities, particularly as we conduct our clinical trials for bempikibart, initiate
additional clinical trials, and continue to research, develop and conduct preclinical studies of our other potential product




candidates, and continue to operate as a public company. In addition, if we obtain regulatory approval for any product
candidate for commercial sale, we anticipate incurring significant commerecialization expenses related to product
manufacturing, marketing, sales and distribution activities to launch any such product. Our expenses could increase
beyond expectations if we are required by the FDA or other regulatory agencies to perform preclinical studies or clinical
trials in addition to those that we currently anticipate. Because the design and outcome of our current, planned and
anticipated clinical trials are highly uncertain, and may-many of our near- term plans are subject to regulatory feedback,
we cannot reasonably estimate the actual amount of funding that will be necessary to successfully complete the
development and commercialization of any product candldate we develop Our future capltal requlrements depend on
many factors, including factors that are not be h g A d
our control. We will also incur additional costs assoc1ated with -1-ts—operat1ng asa pubhc company We w1ll require
substantial additional funding to continue our operations. Based on our current operating plan, we believe that our
existing cash, cash equivalents and short- term investments should be sufficient to fund our operations to the second half
0f 2026. We have based this estimate on assumptions that may prove to be wrong, and we could use our available capital
resources sooner than we currently expect. Our future capital requirements will depend on many factors, including: ¢
the timing and progress of preclinical and clinical development activities, including our ongoing Phase 2 clinical trial for
bempikibart in alopecia areata, or AA; ¢ the number and scope of preclinical and clinical programs we pursue; * our
ability to establish an acceptable safety profile with IND- enabling toxicology studies to enable clinical trials; ¢ successful
patient enrollment in, and the initiation and completion of, larger and later- stage clinical trials; ¢ per subject trial costs;
* the number and extent of trials required for regulatory approval; ¢ the countries in which the trials are conducted; ¢
the length of time required to enroll eligible subjects in clinical trials; « the number of subjects that participate in the
trials; * the drop- out and discontinuation rate of subjects; * potential additional safety monitoring requested by
regulatory agencies; * the duration of subject participation in the trials and follow- up; ¢ the extent to which we
encounter any serious adverse events in our clinical trials;  the timing of receipt of regulatory approvals from applicable
regulatory authorities; ¢ the timing, receipt and terms —Fhe-Merger-is-subjeetto-anumberof eonditions-any marketing
approvals and post- marketing approval commitments from applicable regulatory authorities; ¢ the extent to which we
establish or maintain collaborations, strategic partnerships, or other strategic arrangements with third parties, if any,
and the performance of any such third parties in connection therewith; ¢ hiring and retaining research and development
personnel; * our arrangements with our contract development and manufacturing organizations, or CDMOs, and
contract research organizations, or CROs; * development and timely delivery of clinical and commercial- grade drug
formulations that must-can be satisfied-used in er-our watved-planned clinical trials and for commercial launch ,
respectfully; ¢ ineach-ease; prior-to-the eompletion-impact of any busmess 1nterrupt10ns the—Merger—as—speerﬁed—m—the
MergerAgreement—These-eonditions-to our operations the-—eo

eontrol-to those of the third parties with whom we work; and ¢ obtalmng malntalnlng, defendlng and enforclng patent
claims and other intellectual property rights. Adequate addltlonal ﬁnanclng may not be sat-rsﬁed—eﬂﬁa-wed—rn—a—t-uﬁel-y

etreumsta—nees—\\e may be 1equued to pa’thS%—Heffmﬂ&tteﬂ—fee—e%é—%ﬂ—‘—ﬂae—pﬂee-&ﬁseek addltlonal funds sooner

than planned through pubhc equlty offerlngs, debt ﬁnancmgs, collaboratlons and licensing arrangements otr—- or

d g S he-other Merget;-sources. Such financing
may dllute our stockholders or the fallure to obtain such as—ﬁﬂanetal-ﬁnancmg advisor,legal-and-aceounting fees-may
restrlct our operatlng activities. Any addltlonal fundra1s1ng efforts may dlvert our management from our day- to day
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debt securities , your ownership interest will be diluted, and the terms may include liquidation or additienal-other
preferences and anti- dilution protections that adversely affect your rights as a stockholder. Debt financing or

refinancing may result in imposition of debt covenants orthrough-ticensing-arrangements-, increased fixed payment
obhgatlons or wlﬂeh—m&y—eause—ﬁgﬂrﬁeant—drluﬁeﬂ—te—the—other eembtned—eemp&rwﬁteekheldeﬁheﬁestﬂeerestrlctlons the

eemp&ny—ra—tses—ud lmoml unds through upfront payments or mllestone payments pursuant-l-teeﬁsrng—&rrangerﬂeﬁts—rt—may
beneeessary-to future collaborations with third parties, we may have to relinquish valuable rights to product

development programs, or grant licenses on terms that are not favorable to us the-eembined-eempany-. Our stoekholders
ablhty to raise addltlonal capltal may be adversely 1mpacted by global macroeconomic conditions and volatility in not
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W eeline—Wemay e achtev mathtatp abtlity-. We are a leual stage blotechnology
geﬂeﬁe—med-ierﬂes—wm]mnv with a—llmlled opualmﬂ lnslolv Since our inception in 2017 , we have incurred significant
operating losses and have utilized substantially all of our resources to conduct research and development activities
(including with respect to our bempikibart and ADX- 097 programs) and undertake preclinical studies of product
candidates, as well as for conducting clinical trials of our most advanced product candidates and the manufacturing of
such product candidates, business planning, developing and maintaining our intellectual property portfolio, hiring
personnel, raising capital, and providing general and administrative support for these activities. We have limited
significant experience as a company in initiating, conducting or completing clinical trials. In part because of this lack of
experience, we cannot be certain that our current and planned clinical trials will begin or be completed on time, if at all.
We have not yet demonstrated our ability to successfully complete Phase 3 or other pivotal clinical trials, obtain
regulatory or marketing approvals, manufacture a commercial- scale product or arrange for a third party to do so on
our behalf, or conduct sales, marketing and distribution activities necessary for successful product commercialization.
Additionally, we expect our financial condition and operating results to continue to fluctuate significantly from period to
period due to a variety of factors, many of which are beyond our control. Consequently, any predictions made about our
future success or viability may not be as accurate as they could be if we had a longer operating history. In addition, as
our business grows, we may encounter unforeseen expenses, restrictions, difficulties, complications, delays and other
known and unknown factors. We will need to transition at some point from a company with an early research and
development focus to a company capable of supporting larger scale clinical trials and eventually commercial activities.
We may not be successful in such a transition. Risks Related to Discovery, Development and Commercialization We face
competition from entities that have developed or may develop programs for the diseases we plan to address with
bempikibart or other product candidates. The development and commerclallzatlon of drugs and blologlcs is hlghly
competitive . Our ﬂet—affect 1he value of g v 0 g g 6 ;

eel-laberafers—etueeetuﬁerp&r&es—may—have—lhe ﬂg-ht—te—termm&te—these-product candldate bemg developed under any such
agreements— agreement . Termination of these agreements or reduction or elimination of our rights under these agreements may
result in #s-our having to negotiate new or reinstated agreements with less favorable terms,or cause us to lose our rights under
these agreements,including our rights to important intellectual property or technology that-.Risks Related to Our Intellectual
Property If we arc neeessary-unable to obtain and maintain patent protection for our business-Certairrtechnology and
products or if the scope of the patent filingsrelating-protection obtained is not sufficiently broad,we may not be able to
compete effectively in our markets losses and reduce our resources available for development activities. We may not have
sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of our competitors may
be able to sustain the costs of such litigation or proceedings more effectively than we can. Uncertainties resulting from



the initiation and continuation of patent litigation or other intellectual property related proceedings could adversely
affect our ability to compete in the marketplace. We may not be able to effectively secure first- tier technologies when
competing against other companies or investors. Our future success may require that we acquire patent rights and
know- how to new or complementary technologies. However, we compete with a substantial number of other companies
that may also compete for technologies we desire. In addition, many venture capital firms and other institutional
investors, as well as other biotechnology companies, invest in companies seeking to commercialize various types of
emerging technologies. Many of these companies have greater financial, scientific and commercial resources than us.
Therefore, we may not be able to secure the technologies we desire. Furthermore, should any commercial undertaking by
us prove to be successful, there can be no assurance competitors with greater financial resources will not offer
competitive products and / or technologies. If our trademarks and trade names are not adequately protected, the-then we
may not be able to build name recognition in our markets of interest and our business may be adversely affected. Our
future registered or unregistered trademarks or trade names may be challenged, infringed, circumvented or declared
generic or determined to be infringing on other marks. During trademark registration proceedings, we may receive
rejections of our applications by the USPTO or in other foreign jurisdictions. Although we are given an opportunity to
respond to such rejections, we may be unable to overcome them. In addition, in the USPTO and in comparable agencies
in many foreign jurisdictions, third parties are given an opportunity to oppose pending trademark applications and to
seek to cancel registered trademarks. Opposition or cancellation proceedings may be filed against our trademarks,
which may not survive such proceedings. Moreover, any name we have proposed to use with our 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. Similar requirements exist in Europe. The FDA typically conducts a review of proposed product names,
including an evaluation of potential for confusion with other product names. If the FDA or an equivalent administrative
body in a foreign jurisdiction 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 substitute name that would qualify under applicable
trademark laws, not infringe the existing rights of third parties and be acceptable to the FDA. Furthermore, in many
countries, owning and maintaining a trademark registration may not provide an adequate defense against a subsequent
infringement claim asserted by the owner of a senior trademark. We may not be able to protect our rights to these
trademarks and trade names, which we need to build name recognition among potential partners or customers in our
markets of interest. At times, competitors or other third parties may adopt trade names or trademarks similar to ours,
thereby impeding our ability to build brand identity and possibly leading to market confusion. In addition, there could
be potential trade name or trademark infringement claims brought by owners of other registered trademarks or
trademarks that incorporate variations of our registered or unregistered trademarks or trade names. Over the long
term, if we are unable to establish name recognition based on our trademarks and trade names, then we may not be able
to compete effectively, and our business may be adversely affected. Our efforts to enforce or protect our proprietary
rights related to trademarks, trade names, domain name or other intellectual property may be ineffective and could
result in substantial costs and diversion of resources and could adversely affect our business, financial condition, results
of operations and prospects. Numerous factors may limit any potential competitive advantage provided by our
intellectual property rights. The degree of future protection afforded by our intellectual property rights, whether owned
or in- licensed, is uncertain because intellectual property rights have limitations, and may not adequately protect our
business, provide a barrier to entry against our competitors or potential competitors, or permit us to maintain our
competitive advantage. Moreover, if a third party has intellectual property rights that cover the practice of our
technology, we may not be able to fully exercise or extract value from our intellectual property rights. The factors that
may limit any potential competitive advantage provided by our intellectual property rights include: * pending patent
applications that we may file or license may not lead to issued patents; * patents, should they issue, that we own or
license, may not provide us with any competitive advantages, or may be challenged and held invalid or unenforceable ¢
others may be able to develop and / or practice technology that is similar to our technology or aspects of our technology
but that is not covered by the claims of any of our owned or in- licensed patents, should any such patents issue; ¢ third
parties may compete with us in jurisdictions where we do not pursue and obtain patent protection; * we (or our
licensors) might not have been the first to make the inventions covered by a pending patent application that we own or
license; * we (or our licensors) might not have been the first to file patent applications covering a particular invention; *
others may independently develop similar or alternative technologies without infringing our intellectual property rights;
* we may not be able to obtain and / or maintain necessary licenses on reasonable terms or at all; ¢ third parties may
assert an ownership interest in our intellectual property and, if successful, such disputes may preclude us from exercising
exclusive rights, or any rights at all, over that intellectual property; * we may not be able to maintain the confidentiality
of our trade secrets or other proprietary information; * we may not develop or in- license additional proprietary
technologies that are patentable; and ° the patents of others may have an adverse effect on our business. Should any of
these events occur, they could significantly harm our business and results of operation. Risks Related to Government
Regulation The regulatory approval processes of the FDA and other comparable foreign regulatory authorities are
lengthy, time- consuming and inherently unpredictable. If we are not able to obtain, or if there are delays in obtaining,
required regulatory approvals for our product candidates, we will not be able to commercialize, or will be delayed in
commercializing, such product candidates, and our ability to generate revenue will be materially impaired. The process
of obtaining regulatory approvals, both in the U. S. and abroad, is unpredictable, expensive and typically takes many
years following commencement of clinical trials, if approval is obtained at all, and can vary substantially based upon a
variety of factors, including the type, complexity and novelty of the product candidates involved. We cannot



commercialize product candidates in the U. S. without first obtaining regulatory approval from the FDA. Similarly, we
cannot commercialize product candidates outside of the U. S. without obtaining regulatory approval from comparable
foreign regulatory authorities. Before obtaining regulatory approvals for the commercial sale of our product candidates,
including our most advanced product candidate, bempikibart, we must demonstrate through lengthy, complex and
expensive preclinical and clinical trials that such product candidates are both safe and effective for each targeted
indication. Securing regulatory approval also requires the submission of information about the drug manufacturing
process to, and inspection of manufacturing facilities by, the relevant regulatory authority. Further, a product candidate
may not be effective, may be only moderately effective or may prove to have undesirable or unintended side effects,
toxicities or other characteristics that may preclude our obtaining marketing approval. The FDA and comparable
foreign regulatory authorities have substantial discretion in the approval process and may refuse to accept any
application or may decide that our data are insufficient for approval and require additional preclinical, clinical or other
data. A product candidate could be delayed in receiving, or fail to receive, regulatory approval for many reasons,
including:  the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of
our clinical trials; e we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory
authorities that a product candidate is safe and effective for our proposed indication;  the results of clinical trials may
not meet the level of statistical significance required by the FDA or comparable foreign regulatory authorities for
approval; ¢ serious and unexpected drug- related side effects may be experienced by participants in our clinical trials or
by individuals using drugs similar to a product candidate, which may result in inquiries from or actions by regulatory
authorities to address such events; * we may be unable to demonstrate that a candidate’ s clinical and other benefits
outweigh our safety risks; ¢ the FDA or comparable foreign regulatory authorities may disagree with our interpretation
of data from preclinical studies or clinical trials; * the data collected from clinical trials of a product candidate may not
be acceptable or sufficient to support the submission of a Biologics License Application, or BLA, a new drug application,
or NDA, or similar marketing application to obtain regulatory approval in the U. S. or elsewhere, and we may be
required to conduct additional clinical trials; « the FDA or the applicable foreign regulatory authority may disagree
regarding the formulation, labeling and / or the specifications of a product candidate; * the FDA or comparable foreign
regulatory authorities may fail to approve the manufacturing processes or facilities of third- party manufacturers with
which we may contract for clinical and commercial supplies; and * the approval policies or regulations of the FDA or
comparable foreign regulatory authorities may significantly change in a manner rendering our clinical data insufficient
for approval. Of the large number of drugs in development, only a small percentage successfully complete the FDA or
foreign regulatory approval processes and are commercialized. The lengthy approval process as well as the
unpredictability of future clinical trial results may result in us failing to obtain regulatory approval to market
bempikibart or other product candidates, which would significantly harm our business, results of operations and
prospects. The FDA’ s and other regulatory authorities’ policies may change, and additional government regulations
may be enacted that could prevent, limit or delay regulatory approval of our product candidates. For example, the U. S.
Supreme Court’ s July 2024 decision to overturn prior established case law giving deference to regulatory agencies’
decisions and interpretations of ambiguous statutory language has introduced uncertainty regarding the extent to which
the FDA’ s regulations, policies and decisions may become subject to increasing legal challenges, delays, and / or changes.
The U. S. Supreme Court stripped federal agencies of this presumptive deference and held that courts must exercise
their independent judgment when deciding whether an agency such as the FDA acted within its statutory authority
under the Administrative Procedure Act, or the APA. Decisions such as this could introduce additional uncertainty into
the regulatory process and may result in additional legal challenges to actions taken by federal regulatory agencies,
including the FDA and CMS, that we rely on. In addition to potential changes to regulations as a result of legal
challenges, these decisions may result in increased regulatory uncertainty and delays and other impacts, any of which
could adversely impact our business and operations. If we are slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance,
we may lose any regulatory approval that we may have obtained, which would adversely affect our business, prospects
and ability to achieve or sustain profitability. If we were to obtain approval, regulatory authorities may approve any
such product candidate for fewer or more limited indications than we request, including failing to approve the most
commercially promising indications, may grant approval contingent on the performance of costly post- marketing
clinical trials, or may approve a product candidate with a label that does not include the labeling claims necessary or
desirable for the successful commercialization of that product candidate. If we are not able to obtain, or if there are
delays in obtaining, required regulatory approvals for a product candidate, we will not be able to commercialize, or will
be delayed in commerecializing, such product candidate and our ability to generate revenue may be materially impaired.
With the change in presidential administrations in 2025, there is substantial uncertainty as to how, if at all, the new
administration will seek to modify or revise the requirements and policies of the FDA and other regulatory agencies with
jurisdiction over our product candidates. The impending uncertainty could present new challenges or potential
opportunities as we navigate the clinical development and approval process for our product candidates. Inadequate
funding for the FDA, the SEC and other government agencies, including from government shutdowns, or other
disruptions to these agencies’ operations, could hinder their ability to hire and retain key leadership and other
personnel, prevent new products and services from being developed or commercialized in a timely manner or otherwise
prevent those agencies from performing normal business functions on which the operation of our business may rely,
which could negatively impact our business. Currently, federal agencies in the U. S. are operating under a continuing
resolution that is set to expire on March 14, 2025. Without appropriation of additional funding to federal agencies, our



business operations related to our product development activities for the U. S. market could be impacted. The ability of
the FDA to review and approve regulatory submissions can be affected by a variety of factors, including government
budget and funding levels, the ability to hire and retain key personnel and accept the payment of user fees, and
statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a result.
In addition, government funding of the SEC and other government agencies on which our operations may rely, including
those that fund research and development activities, is subject to the political process, which is inherently fluid and
unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates
to be reviewed and / or approved by necessary government agencies, which would adversely affect our business. If a
prolonged government shutdown occurs, it could significantly impact the ability of the FDA to timely review and process
regulatory submissions, which could have a material adverse effect on our business. Further, future government
shutdowns could impact our ability to access the public markets and obtain necessary capital to properly capitalize and
continue our operations. We may not be able to meet requirements for the chemistry, manufacturing and control of our
product candidates. In order to receive approval of our products by the FDA and comparable foreign regulatory
authorities, we must show that we and our contract manufacturing partners are able to characterize, control and
manufacture our drug and biologic products safely and in accordance with regulatory requirements. This includes
synthesizing the active ingredient, developing an acceptable formulation, performing tests to adequately characterize the
formulated product, documenting a repeatable manufacturing process and demonstrating that our products meet
stability requirements. Meeting these chemistry, manufacturing and control, or CMC, requirements is a complex task
that requires specialized expertise. If we are not able to meet the CMC requirements, we may not be successful in
advancing our clinical studies or obtaining regulatory approvals for our product candidates. We have and may in the
future conduct clinical trials for our product candidates at sites outside the U. S., and the FDA may not accept data from
trials conducted in such locations. We have conducted and may in the future choose to conduct clinical trials for our
product candidates outside the U. S. Although the FDA may accept data from clinical trials conducted outside the U. S.,
acceptance of this data is subject to conditions imposed by the FDA. For example, the clinical trial must be well designed
and conducted and performed by qualified investigators in accordance with ethical principles. The trial population must
also adequately represent the U. S. population, and the data must be applicable to the U. S. population and U. S. medical
practice in ways that the FDA deems clinically meaningful. In addition, while these clinical trials are subject to the
applicable local laws, FDA acceptance of the data will depend on its determination that the trials also complied with all
applicable U. S. laws and regulations. If the FDA does not accept the data from any trial that we conduct outside the U.
S., it would likely result in the need for additional trials, which would be costly and time- consuming and would delay or
permanently halt our development of the applicable product candidates. Even if the FDA accepted such data, it could
require us to modify our planned clinical trials to receive clearance to initiate such trials in the U. S. or to continue such
trials once initiated. Other risks inherent in conducting international clinical trials include: ¢ the need to comply with
foreign regulatory requirements, differences in healthcare services, and differences in cultural customs that could
restrict or limit our ability to conduct our clinical trials; « administrative burdens of conducting clinical trials under
multiple sets of foreign regulations; ¢ foreign exchange fluctuations; * diminished protection of intellectual property in
some countries; and * political and economic risks relevant to foreign countries. Our product candidates for which it
intends to seek approval as biologics may face competition sooner than anticipated. The Biologics Price Competition and
Innovation Act of 2009, or BPCIA, was enacted as part of the ACA to establish an abbreviated pathway for the approval
of biosimilar and interchangeable biological products. The regulatory pathway establishes legal authority for the FDA to
review and approve biosimilar biologics, including the possible designation of a biosimilar as “ interchangeable ” based
on its similarity to an approved biologic. Under the BPCIA, an application for a highly similar or “ biosimilar  product
may not be submitted to the FDA until four years following the date that the reference product was first approved by the
FDA. In addition, the approval of a biosimilar product may not be made effective by the FDA until 12 years from the
date on which the reference product was first approved. During this 12- period ended Deeember31,2023-was-$H3-
O-mithien—As-of exclusivity Deeember3+, 2023-and-Deeember3+2022-we-had-another company may still market a
competmg version of the reference product if the FDA approves a full BLA for the competing product containing the
sponsor’ s own preclinical data an-and data from adequate aceumlated-defieitof $5421-millienand $429F-mithen-well-
controlled clinical trials to demonstrate the safety , respeetively-purity and potency of their product . ©nMareh1+6-Our
investigational biological products , 2022-if approved , we-elosed-could be considered reference products entitled to the
12- year period of exclusivity. However, there is a risk that this exclusivity could be shortened due to congressional
action eur—- or transaction-otherwise, or that the FDA will not consider a product candidate to be reference products for
competing products, potentially creating the opportunity for competition sooner than anticipated. Other aspects of the
BPCIA, some of which may impact the BPCIA exclusivity provisions, have also been the subject of litigation. The
approval of a biosimilar of any of our product candidates could have a material adverse impact on our business due to
increased competition and pricing pressure. Even if we receive regulatory approval of bempikibart or other product
candidates, we will be subject to extensive ongoing regulatory obligations and continued regulatory review, which may
result in significant additional expense and we may be subject to penalties if we fail to comply regulatory
requirements or experience unanticipated problems with our product candidates OXBUS)ELCand recorded-againof$
13+ 2-mitterrAny regulatory approvals that we may receive for bempikibart or other product candidates will require
the submission of reports to regulatory authorities and surveillance to monitor the safety and efficacy of such product
candidates, may contain significant limitations related to use restrictions for specified age groups, warnings, precautions
or contraindications, and may include burdensome post- approval study or risk management requirements. For



example, the FDA may require a risk evaluation and mitigation strategy in order to approve a product candidate, which
could entail requirements for a medication guide, physician training and communication plans or additional elements to
ensure safe use, such as restricted distribution methods, patient registries and other risk minimization tools. In addition,
if the FDA or comparable foreign regulatory authorities approve a product candidate, the products and the activities
associated with their development and commercialization, including their design, testing, manufacture, safety, efficacy,
recordkeeping, labeling, storage, approval, advertising, promotion, sale, distribution, import and export will be subject
to comprehensive regulation by the FDA and other regulatory agencies in the U. S. and by comparable foreign
regulatory authorities. These requirements include submissions of safety and other post- marketing information and
reports, registration, as well as ongoing compliance with cGMPs and GCPs for any clinical trials that we conduct
following approval. In addition, manufacturers of drug substances and products and their facilities are subject to
continual review and periodic, unannounced inspections by the FDA and other regulatory authorities for compliance
with cGMPs. If we or a regulatory authority discovers previously unknown problems with a product, such as adverse
events of unanticipated severity or frequency, or problems with the facilities where the product is manufactured, a
regulatory authority may impose restrictions on that product, the sale-efeur-manufacturing facility or us, including
requiring recall or withdrawal of the product from the market or suspension of manufacturing, restrictions on our
ability to conduct clinical trials, including full or partial clinical holds on ongoing or planned trials, restrictions on the
manufacturing process, warning or untitled letters, civil and criminal penalties, injunctions, product seizures, detentions
or import bans, voluntary or mandatory publicity requirements and imposition of restrictions on operations, including
costly new manufacturing requirements. The occurrence of any event or penalty described above may inhibit our ability
to commercialize bempikibart or other product candidates and generate revenue and could require us to expend
significant time and resources in response and could generate negative publicity. We may face difficulties from
healthcare legislative reform measures. Existing regulatory policies may change and additional government regulations
may be enacted that could prevent, limit or delay regulatory approval of bempikibart or other product candidates. We
cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or
administrative action, either in the U. S. or abroad. If we are slow or unable to adapt to changes in existing requirements
or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any
marketing approval that we may have obtained and we may not achieve or sustain profitability. See the section titled “
Jattsrness—Busrness Government Regulatmn— Healthcare Reform ” %%eh—resﬁted—rn%%eh—resu&ed—m—net—meeme—e-%—%
cHv] ded-clsewhere in
this Annual Report on Form 10- K 101 a more detailed descrlptlon of healthcare reforms measures that may prevent us
from being able to generate revenue, attain profitability, or commercialize product candidates. The continuing efforts of
the government, insurance companies, managed care organizations and other payers of healthcare services to contain or
reduce costs of healthcare may adversely affect: « the demand for any of our product candidates, if approved; ¢ the
ability to set a price that we believe is fair for any of our product candidates, if approved; ¢ our ability to generate
revenues and achieve or maintain profitability; * the level of taxes that we are required to pay; and  the availability of
capital. Legislative and regulatory proposals have been made to expand post- approval requirements and restrict sales
and promotional activities for pharmaceutlcal and biologic products. We cannot be sure whether additional legislative
changes will be enacted, in § A S
regulations fhe—ye&ﬁeﬂded—BeeembeH-l— 2—92—2—w&s—$é—9—m1-1—heﬂ—gu1dance or 1nterpretat10ns will be changed, or what the

1mpact of such changes on the marketlng approvals of our product candldates, if any, may be In addition, 1ncreased




eommeretalizattorrefforts-, as well as subJect us to suppertmore strlngent product labelmg and post- marketlng testing and
other requirements. We expect that the healthcare reform measures that have been adopted and 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 and could seriously harm our future revenues. Any reduction in reimbursement from
Medicare ot 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. Our business operations as-a-publie-reporting-company;—=
aegtire-orirand current and future arrangements with investigators, healthcare professionals, consultants, third - lieense
party payors, patient organizations and customers will be subject to applicable healthcare regulatory laws, which could
expose us to penalties. Our business operations and current and future arrangements with investigators, healthcare
professionals, consultants, third- party payors, patient organizations and customers may expose us to fraud and abuse
and other eommeretal-produets-healthcare laws and regulations. These laws may constrain the business or financial
arrangements and relationships through which we conduct our operations , including how we research, market, sell and
distribute our product candidates and-teehnologies;~make-royalty-, milestone-or-if approved. See other—- the section titled “
Busmess paymeﬂts—&n&efeuﬁe&t—&ﬂd-&ny—ft&ufe-m— Government heeﬂse-agfeemeﬁs—&nd-h&uﬁhefe*p&ﬂd-etﬂaé}eed




this Annual Report on F orm l() K for a more detalled descrlptlon of the laws that may affect our ablhty to operate We
Ensuring that our internal operations and future business arrangements with third parties comply with applicable
healthcare laws and regulations will easedaw-invelving-involve substantial costs appleable-fraud-and-abuse-orother
healtheare lawsandregulations- [ our operations are found to be in violation of any of the-these laws desertbed-abeve-or any
other governmental laws and regulations that may apply to us-it ,we may be subject to significant penalties,including
civil,criminal and administrative pcndlms ddmd%s Imcs.cxclusion from government- [unded healthcare programs, integrity
oversight sueh-as-Medteare-and Mediea miar-programs--other-eonn sdietions-reporting obligations to
resolve allegations of non- compliance (IISUOILLIHLHI individual imprisonment,contractual damages,reputational
harm,diminished profits and the curtailment or restructuring of our operations. #Further,defending against any efsuch
actions can be costly and time- consuming and may rcequire additional-eapital-significant personnel resources. Therefore ,
whiel-even if we are successful in defendmg agamst any such actions that may fa-tse—thfetrgh—eqﬂﬁ-y—e-ffermgs—be brought
against us , deb A
to commerclahze bemplklbart or othe

and-potential-eom attzationof-ou pmduu Landldalu due to unfavorable pricing
regulatlons and ﬁny—future-/ or third- party coverage and reimbursement policies, we may not be able to offer such
products at competitive prices which would seriously harm our business. We intend to seek approval to market
bempikibart and other product candidates ;shewtd-in both the U. S. and in selected foreign jurisdictions. If we resume
obtain approval in one or more foreign jurisdictions for such product candidates aetivittes—n-addittorr, we will maynotbe
able-subject to enter-into-rules and regulations in those jurisdictions. Our ability to successfully commercialize any
eoHaborations-product candidates that we may develop will generate-depend in part on the extent to which reimbursement
for these products and related treatments will be available from government health administration authorities, private
health insurers and other organizations. Government authorities and other third- party payors, such as private health
insurers and health maintenance organizations, decide which medications they will pay for and establish reimbursement
levels. Government authorities and other third- party payors have attempted to control costs by limiting coverage and
the amount of reimbursement for medications. These entities may create preferential access policies for a competitor’ s
product, including a branded or generic / biosimilar product, over our products in an attempt to reduce their costs,
which may reduce our commercial opportunity. Additionally, if any of our product candidates are approved and we are
found to have 1mproperly promoted off- label uses of those programs, we may become subject to significant liability eash-
aceitio o 0 ; b ns-, which or-at-al-Our-fatlure-to-raise-eapitat-as-and
whetreeded-w ould materlally adversely h&ve—a—neg&t-we—effeet—affect ofour busmess and financial u)ndmon and-our-ability
te—pttrs'cte—eme See the sectlons t1tled “ bﬂﬁﬁess-Busmess strateg ; Hig y
day te—Government Regulatlon Coverage éay—&et—nﬁttes—Based—&peﬂ

-and shoft—Relmbursement ” and “ Regulatlon in













4 tpate—-ot 11111(1 party eeﬂtraeters-payor
practlces that may affect fa—rl—te—eernpl—y—wﬁh—regt&&tery—reqtufemeﬂfs-erour ablllty meet—t-hetree&traetua—l—ebl-rg&ﬁeﬁs—lo
commercialize us-in v h
product candidates . We are sub]ect to U S and certam forelgn export and 1mp0rt controls, sanctlons, embargoes, anti-
corruption laws, and anti- money laundering laws and regulations. We can face criminal liability and other serious
consequences for violations, which can harm our business. We are subject to export control and import laws and
regulations, including the U. S. Export Administration Regulations, U. S. Customs regulations, various reasens-economic
and trade sanctions regulations administered by the U. S. Treasury Department’ s Office of Foreign Assets Controls ,
ineludingnomn-the U. S. Foreign Corrupt Practices Act of 1977, as amended, the U. S. domestic bribery statute contained
in 18 U. S. C. § 201, the U. S. Travel Act, the USA PATRIOT Act, and other state and national anti - eemplianee-with
regulatory-requirements-bribery and anti- money laundering laws in the countries in which we conduct activities. Anti-
corruptlon laws are 1nterpreted broadly and prohlblt companies and their employees , agents, contractors, and a-finding

)lhu uﬂe*peeted—eh&raeteﬂsﬁes—collaborators from authorlzmg
prom1s1ng, offermg, be e <

ofeur-- or providing, directly or 1nd1rectly, 1mpr0per payments or anythmg else of value to or from reclplents in the
pubhc or prlvate sector. We may engage thlrd partles to sell pfeéuet—products 0uts1de e&ﬂd-rd&tes—m&y—be—gfea-teﬁhan—we

materr&ls—ﬂeeess&w—U S., to conduct Llll]l(,dl lualse-ﬁ and/etuk orp d b
obtain necessary permits, licenses, patent registrations, and other fegu-la-ters—regulatory fn&y—reﬁse-approvals We have

direct or indirect interactions with officials and employees of government agencies or government- affiliated hospitals,
universities, and the-other requirements-organizations. We can be held liable for appreving-the corrupt our-- or produet
eatndidates;-other illegal activities of er-our employees, agents, contractors, and other collaborators, even if we do not
explicitly authorize or have actual knowledge of such activities. Any violations of the laws requirements-maynotbe-as-we
antietpate;-and «-regulations described above may result in substantial civil and criminal fines and penalties,
imprisonment, the loss of export or import privileges, debarment, tax reassessments, breach of contract and fraud
litigation, reputational harm, and other consequences. Governments outside the U. S. tend to impose strict price controls,
which may adversely affect our revenue, if any . In some countries future—eelhrbef&ters—that—eeﬂduet—ehrﬂeﬁﬂals—may—faee
any-of the-above-issues-, particularly Member States of aﬂd—m&yheeﬂduet—eluﬁeal—tﬂals—rrwvays—ﬂaey— the EU ﬁew—as

advantageots-to-thenr the pricing by
testing-of prescrlptlon drugs is sub]ect Ot

: ests-are prlcmg negotlatlons with
governmental authorltles can take con51derable t1me after recelpt 0f we—m&yﬂ—rﬂeur—uﬂpl&m&ed—eests—kbe-éel&yed—m
ebtaintng-marketing approval for a therapeutic. In addition, there can be considerable pressure by governments and other
stakeholders on prices and reimbursement levels, including as part of cost containment measures. Political, economic
and regulatory developments may further complicate pricing negotiations, and pricing negotiations may continue after
reimbursement has been obtained. Reference pricing used by various Member States and parallel distribution, etr- or
produet-eandidates-ornotarbitrage between low- priced and high- priced Member States, can further reduce prices. To
obtain marketing-coverage and reimbursement or pricing approval-approvals at-atl—=-obtainr-marketing-approvalkin some
eounmu , we aﬂd—net—rn—ethers—hobtarrrmarkeﬁng—&ppfeval—fe& or -rndteat—teﬁs—current or future collaborators maypa&eﬁt-

subjeet—requlred to couduct add-rt—xeﬁa-l-pesf-

>




eneounter-further-delaysif-a clinical trial %s—saspeﬂded—ol ’fefmmafed-other studles that compare the cost- effectlveness of a

product to other available theraples in order to obtam or malntam relmbursement or prlclng approval Publlcatlon of

approved orfor marketmg is unavailable 4

feqtufemeﬂfs-e%pehetes—gevernmg—ehﬂteal—mals—ewk or éeve}opmeﬁt—phﬁs—ma-y—&}se—hmlted in scope or amount or if

pricing is set at unsatisfactory levels, our business, financial condltlon, results of operatlons or prospects could be
materlally and ad\'crsc tmpaefed—affected We Ad : d :
3 3 eqt o-advanee-seek one or more des1gnat10ns or expedlted programs for our




freﬁa—and proceed on such expedlted program pathways in the F—BA—future such de51gnat10ns even—l%gr&nted—feﬁ or
expedited programs any-ofourprodueteandidates;-may not lead to a faster dev elopment or regulatory review or approval
process , and #-each designation does not increase the likelihood that any of our product candidates will receive marketing
regulatory approval in the U . Sheuld-weresume-development-S. We may seek fast track designation for some of our
product candidates, we-may-seelcwhere applicable. If a Breakthrough-TherapyDestgnation-drug is intended for the
treatment of a serious ot or produet-eandidates-if-the-life- threatening condition and nonclinical or clinical data sappert
for the drug demonstrates the potential to address an unmet medical need for such a condition, reguired-userfees-upomn
submisstenrof-the firstseetion-of the BEA-drug sponsor may apply for fast track designation .The FDA has broad discretion
whether ernetto grant this designation —,80 Everreven if we believe a particular product candidate is eligible for this
designation,we cannot provide assare-assurance yet-that the FDA would decide to grant it-this designation .Even if we-de-our
candidates receive Fast-fast Fraek-track Destgnation-designation , we-these candidates may not experience a faster
development process,review or approval compared to conventional FDA procedures.The FDA may withdraw Fast-fast Fraelk
track Designation-designation if it believes that the designation is no longer supported by data from eur-the clinical
development program. Many-bietogies-thathavereeetved-Fast Traek-track Designationr-designation have-faled-to-obtain
approvat-alone does not guarantee qualification for the FDA’ s priority review procedures . We f-the-futare;we-may seek
EMA-PRIME-a breakthrough therapy designation for ene-some of er-our moere-product candidates. A breakthrough therapy is
defined as a drug er-bietegie-that is intended, alone or in combination with one or more other drugs er-bietegies-, to treat a
serious or life- threatening disease or condition , and preliminary clinical evidence indicates that the drug jerbiotegie-inour
ease;-may demonstrate substantial improvement over existing therapies on one or more clinically significant endpoints, such as
substantial treatment effects observed early in clinical development. For drugs preduet-eandidates-that have been designated as
breakthrough therapies, interaction and communication between the FDA and the sponsor of the trial can help to identify the
most efficient path for clinical development while minimizing the number of patients placed in ineffective control regimens.
Btelegtes-Drugs designated as breakthrough therapies by the FDA may also be eligible for priority review and accelerated
approval retingreview-ofa BEA;Hfthe-relevanteriteria-are-met-. Designation as a breakthrough therapy is within the
discretion of the FDA. Accordingly, even if we believe one of our product candidates meets the criteria for designation as a
breakthrough therapy, the FDA may disagree and instead determine not to make such designation. In any event, the receipt of'a
Breakthrough-breakthrough Therapy-therapy Pestgnation-designation for a product candidate may not result in a faster
development process, review or approval compared to drags-therapies considered for approval under conventional nen-
expedited-FDA revtew-procedures and does not assure ultimate approval by the FDA. In addition, even if one or more of our
product candidates qualify as breakthrough therapies, the FDA may later decide that the product no...... to the PRIME scheme,
the EMA may later decide that such product candidates no longer meet the conditions for qualification or decide that the time



pertod-for FDA review or approval will not be shortened. In the future, we may also seek approval of Preduet-product
develepers—th&&beﬂeﬁ%frefn%RME—deﬁgfw&eﬂ—candldates under the FDA’ s accelerated approval pathway A product

or condmon -t-hﬁt—and generally prov 1des a medmlmful advantage t-her&peut—te—beﬂeﬁ-t—m erav dlldble themples upon a
determination that the product candidate has an effect on a surrogate endpoint or intermediate clinical endpoint that is
reasonably likely to predict clinical benefit. The FDA considers a clinical benefit to be a positive therapeutic effect that is
clinically meaningful in the context of a given disease, such as irreversible morbidity or mortality. For the purposes of
accelerated approval, a surrogate endpoint is a marker, such as a laboratory measurement, radiographic image, physical sign, or
other measure that is thought to predict clinical benefit ;-but is not itself a measure of clinical benefit. An intermediate clinical
endpoint is a clinical endpoint that can be measured earlier than an effect on irreversible morbidity or mortality that is
reasonably likely to predict an effect on irreversible morbidity or mortality or other clinical benefit. The accelerated approval
pathway may be used in cases in which the advantage of a new drug er-bietegie-over available therapy may not be a direct
therapeutic advantage s-but is a clinically important improvement from a patient and public health perspective. If granted,
accelerated approval is usually contingent on the sponsor’ s agreement to conduct, in a diligent manner, additional post-
approval confirmatory studies to vertty-verify and describe the drug erbielegte-’ s predieted-clinical benefit. Under the Food
and Drug Omnibus Reform Act of 2022, or FDORA, the FDA is permitted to require, as appropriate, that a post- approval
confirmatory study or studies be underway prior to approval or within a specified time perted-after the date of accelerated
approval was granted. FDORA also requires sponsors to send updates to the FDA every 180 days on the status of such studies,
including progress toward enrollment targets, and the FDA must promptly post this information publicly. FDORA also gives the
FDA increased authority to withdraw approval of a drug or biologic granted accelerated approval on an expedited basis ;if the
sponsor fails to conduct such studies in a timely manner, send the necessary updates to the FDA, or if eenfirmatory-such post-
approval studies fail to eenfirmrsaeh-verify the drug’ s predicted clinical benefit. Under FDORA, the FDA is empowered to
act, such as issuing fines, against companies that fail to conduct with due diligence any post- approval confirmatory
study or submlt tlmely reports to the agency on the1r progress. In add1t10n t-he—E-U— aieeﬂd-rtteﬂa-le&rket-mg




appheation-for audualed approval , the F DA generally requires, unless otherw1se 1nf0rmed by the Agency, that all
advertising and promotional materlals intended orfor similarexpedited-dissemination or publication within 120 days of
regulatory approval ;-be submitted to there—- the Agency ean-be-no-assuranee-thatsteh-submission-or-for appheattonwilt-be

aeeepted—eﬁ-h&t—&nyhe*pedi-ted-&evelepmeﬁt—lu iew er-during the pre- approval review period will-begranted-omra-timety
baas—e%&t—a-H— fl"—he—F-BA—e%Thus, even if we seek to utlhze ethef—— the accelerated eomparable-foretgnregulatory-anthorities

sranting-approval efany-type—A-fathure
pathway, we may not be able to obtain audualed approval and even if we do, we may not experience a faster
development, regulatory review or approval process or-for that product. Moreover, even if we received accelerated
approval, any post- etherfornmrofexpedited-developmentreview-oer-approval fer-eurstudies required to confirm and verify
clinical benefit may not show such benefit, which could lead to withdrawal of any approvals we have obtained. In
addition, receiving accelerated approval does not assure that the product’ s accelerated approval will eventually be
converted to a traditional approval. If the FDA determines that a product candidate offers a treatment for a serious
condition and, if approved, the product would provide result-in-a tonger-timeperiod-te-eommeretatization-of saeh-significant
improvement in safety or effectiveness, the FDA may designate the product candidate er-for make-eommeretalization
unfeastble,-priority review. A priority review designation means that the goal for the FDA to review and-- an eonld
inerease-application is six months, rather than the eeststandard review period of development-ofstaeh-ten months. We
may request priority review for our product candidates. The FDA has broad discretion with respect to whether to grant
priority review status to a product candidate and-eettd-harm-, so even if we believe a particular product candidate is
eligible for such designation our—- or eempetitive-posittorrstatus, the FDA may decide not to grant it. Moreover, a priority
review designation does not necessarily result in an expedited regulatory review or approval process or necessarily
confer any advantage with respect to approval compared to conventional FDA procedures. Receiving priority review
from the FDA does not guarantee approval within the six- month review cycle or at all. We may pursue orphan drug
designation for certain of our product candidates, but may not be able to obtain such designation, or obtain or maintain
the benefits of such designation including orphan drug exclusivity, and even if we do obtain orphan designation for our
product candidates, any orphan drug exclusivity it receives may not prevent regulatory authorities from approving the
other marketplaee-competing products \\’ e may seek orphan drug designation for some of our product candidates ; however
, but-we may never receive such designation. Under the Orphan
Drug Act, the FDA may designate a product as any— an orphan drug if it is a drug or biologic intended to treat a rare
disease or condition, defined as a patient population of fewer than 200, 000 in the U. S., or a patient population of 200,
000 or more in the U. S. where there is no reasonable expectation that the cost of developing the drug will be recovered
from sales in the U. S. Orphan drug designations— designation must be requested before submitting an NDA we-may
teeetve-may noteonfer-marketing-exelustvityor a BLA otherexpeeted-benefits—. In-the-United-States;-A similar regulatory
scheme governs orphan products in the EU. Orphan drug designation entitles a party to financial incentives such as
opportunities for grant funding towards clinical trial costs, tax advantages and application user—fce waivers. After the FDA
grants orphan drug designation, the generic identity of the drug and its potential orphan use are disclosed publicly by
the FDA. In addition, if a product thathas-candidate with an orphan drug designation subsequently receives the first FBA
regulatory approval for the disease-indication for which it has such designation, the product is entitled to a period of
marketing exclusivity, which precludes the FDA from approving another marketing application for the same product for
the same therapeutic indication for seven years. Even if we obtain orphan drug exclusivity for a product, that exclusivity
may not effectively protect the product from competition because different products can be approved for the same
condition. In addition, even after an orphan drug is approved, the FDA can subsequently approve the same product for
the same condition if the FDA concludes that the later product is clinically superior in that it is shown to be safer, more
effective or makes a major contribution to patlent care . Orphan drug L\Llu\l\ ity -rn—may also be lost 1f the FDA determlnes

United-States-provides-that the request

drug-for designation was materially defective or if the safne—manufacturer is unable to assure sufﬁc1ent quantlty of the

product to meet the needs of the patlents w1th the rare disease or condition -fer—seiﬁryears,—e*eept—rn—luﬁrted-erreufﬂstanees—.

appfeval-e-ﬁdm 1nd1cat10n odueteandidatefo iehv obtained E : : o
disease-or-eondition-duc to the uncertainties assoualed W 1111 (Iu eloping )hdl maeumeal )mduelx l-ﬂ—&eld-l-t—reﬁ-The FDA may

further reevaluate the Orphan Drug Act and its regulations and policies. Additionally , exetasive-legislation has been
proposed by the European Commission that, if implemented, has the potential in some cases to shorten the ten- year

period of orphan marketing exclus1v1ty Itis unclear ﬁg-hts—m—the—U-mted—States—may—be—l-uﬁﬁed- we—seele&ppfeva-l- when,

for— or how &+
eletefmmes—that—the—request—fer— or designati

DA-l-&tef




other produet-to-meetregulatory authorities may change the » §
ﬁe,—e%&ny—future—eeﬂabeﬁrtefs—ebtam—m phan drug regulatlons exelusmty—fe%a—produet—ﬂa&%exehrsmty—wte&effeetwely

disease-e%eeﬁd-rt-reﬁ—E-%ﬂ—a-ftef&ﬂ—and pohcles in the future, and it is uncertam how any changes mlght affect our
business. Depending on what changes the FDA or other regulatory authorltles may make to their orphan drug is-appreved
regulations and policies ., bseg v d Re-¢ e-or-our eendittonrtf-business
could be adversely impacted. RlSkS Related to Our Thrrd Party Relatnonshlps We currently rely and expect to rely on

th1rd partles in the future to conduct our F—BA—eeﬂel-udes—ﬂ%a-t—t-he—later—dﬁtg—rs-ehmeaH-yh chmcal trlals and su-peﬂeiem—that

delivery methods, and Adv P od attonby-the those E—Pv{-A—thlrd partles may not perform
satisfactorily , even—rﬂgranted—mcludmg fallmg to meet deadlmes for any—the completion of such trials, research or testing.
We currently, and expect to continue to, rely on third parties, such as but not limited to CROs, clinical data management
organizations, medical institutions, preclinical laboratories and clinical investigators, to conduct some aspects of our
research. For example, we may rely on a third party to supply components of our product candidates, or to conduct some
of our preclinical animal experiments. Any of these third parties may terminate their engagements with us at any time
under certain criteria. If we need to enter into alternative arrangements, it may delay our product research and
development activities. Our reliance on these third parties for research and development activities will reduce our
control over these activities but will not fead-relieve us of our responsibilities. For example, we will remain responsible for
ensuring that each of our preclinical studies and clinical trials is conducted in accordance with the general
investigational plan and protocols. Moreover, the FDA, the EMA and other regulatory authorities require us and the
study sites and investigators we work with to a-faster-comply with standards, commonly referred to as GLPs and GCPs
for conducting, recording and reporting the results of preclinical studies and clinical trials to assure, amongst other
things, that data and reported results are credible and accurate and that the rights, integrity and confidentiality of trial
participants are protected. We have collaborations and license agreements with third parties, including our existing
license agreements with BMS and Colorado and expect to collaborate with third parties in the future. We may not be
successful in ﬁndlng strateglc collaborators for contmumg development of certain of er-our future regulatoryreview-or

AP hat-etr-product candidates wilhreeetve-marketing-approval—Should-we
festlme-develepmeﬂt—e-ﬁeuﬁ or successfully commercializing or competing in the market for certain indications. We
currently collaborate with third- parties with respect to bempikibart and ADX- 097. If any of our collaborators, licensors
or licensees experience delays in performance of, or fail to perform their obligations under, their applicable agreements
with us, disagree with our interpretation of the terms of such agreement or terminate the1r agreement with us, our
pipeline of product candidates -would be adversely affected. If we may : ; B

to comply with any of the obligations under or-our collaborations Rlv%desrgﬂa-ﬁen—fer— or H—M—I—hcense agreements,
including payment terms and diligence terms, our collaborators, licensors or licensees may have the right to terminate
our agreements, in which event we may lose intellectual property rights, market or sell the products covered by such
agreements or may face other penalties under such agreements. Our collaborators, licensors or licensees may also fail to
properly maintain or defend the intellectual property we have licensed from them, or infringe upon other third party
intellectual property rights, leading to the potential invalidation of such third party’ s intellectual property or subjecting
us to litigation or arbltratlon, any of whlch would be time - -l-92—consummg and expens1ve and could harm ot-our ablllty

addltlon sites-, as—ﬁapmprmte—lkl\v%—deﬁgnated-collaborators could 1ndependently develop, or develop with th1rd partles,
products that compete d1rectly or 1nd1rectly with our pmducl can(hdalc\ and products if the collaborators believe that

developed p ap it 0 binisston stad
commercialized under terms that are more economlcally attractlve than under other—- the seurees—e-ﬁreal—werld—eﬂdeﬂee—é
agreements with us. In the future, we may decide to collaborate with entities such as , but not limited to, non eleetronte



s);through-the—e etion arger-contirma ata—se profit organizations, universities,
pharmaceutlcal and blotechnology compames for the development and potential commercialization of existing and new
product candidates. We face significant competition in seeking appropriate collaborators. Whether we reach a definitive
agreement for a collaboration will depend, among other things, upon our assessment of the collaborator’ s resources and
expertise, the terms and conditions of the proposed collaboration and the proposed collaborator’ s evaluation of several
factors. Those factors may include the design or results of clinical trials, the likelihood of approval menitering-by the FDA
or similar regulatory authorities outside the U. S., the potential market for the subject product candidate, the costs and
complexities of att-manufacturing and delivering such product candidate to paticnts treated-, the potential of competing

drugs, the ex1stence of uncertalnty with respect sueh—t-her&py—pﬂeﬁo approval-our ownership of technology the-therapy-
pprova aﬂd-whlch can ex1st 1f there is ﬁe—assur&ﬁee—that—a

- the aeeess—te—merlts of the E—U—challenge and

1ndustry and market condltlons generally The collaborator may also cons1der alternatlve Aﬁ—A—"l"—Pv{-P-ean—be—elassrﬁed-'rrﬁe

candlddlcs or technologles for 51mllar 1nd1catlons that may be avallable to collaborate seelea—seteﬂtrﬁe—reeefnfneﬂd&ﬁeﬁ
fromrthe EMAs-CAT-on and A e ; etarify-whether such a given

collaboratlon could be more attractlve than the one w1th us for our )mducl LdndlddlL The terms based—eﬁ—geﬁes—eel-ls-er

8 atith i S al-measures-thatma 55 time- consuming to negotlate and
document In addltlon, there have been a 51gmﬁcant number of recent busmess combinations among large
pharmaceutical companies that have resulted in a reduced number of potential future collaborators. We may not be able
to negotiate collaborations on a timely basis, on acceptable terms, or at all. If we are unable to do so, it may have to



curtail the development of the product candidate for which we are seeking to collaborate, reduce or delay our
development program or one or more of our other development programs, delay our potential commercialization or
reduce the scope of any sales or marketing activities, or increase our expenditures and undertake development or
commercialization activities at our own expense. If we elect to increase our expenditures to fund development or
commercialization activities on our own, we may need to obtain additional capital, which may not be available to us on
acceptable terms or at all. If we do not have sufficient funds, we may not be able to further develop er-our product
candidates or bring them to the market and generate product revenue. The success of any potential collaboration
arrangements will depend heavily on the efforts and activities of our collaborators. Collaborators generally have
significant discretion in determining the efforts and resources that they will apply to these collaborations. Disagreements
between parties to a collaboration arrangement regarding clinical development and commercialization matters can lead
to delays in the development process or commercializing the applicable product candidate and, in some cases,
termination of such collaboration arrangements. These disagreements can be difficult to resolve if neither of the parties
has final decision- making authority. Collaborations with pharmaceutical or biotechnology companies and other third

partles often are termlnated or allowed to explre by the other pam mﬁmplement—&nd—&rat—may—melude—the—temper&ﬁher

. Any such
femedtal—measures—rmpes-ed-upen—termmatlon or explratlon would adversely affect us ﬁnanc1ally and could harm or-our
business reputation. Future acquisitions or strategic alliances could disrupt our business and harm our financial
condition and results of operations. We may acquire additional businesses or drugs, form strategic alliances or create
joint ventures with third parties that we believe will complement or augment our existing business. If we acquire

businesses with promising markets whom-we-eontracteotld-matertally-harm-our— or technologies, we may not be able to
realize the benefit of acquiring such busiress-businesses if we are unable —f-eurthird—partymanufactarersfait-to

successfully integrate maintainreglatory-complanee-the-them FDA-with er-our otherregulatory-authoritieseamimpese
fegu-latery—s&net-teﬂs—mel-udmg—enstlng operatlons and company culture We may encounter numerous dlfﬁcultles in

eemmereta—hz—rng—reahzmg thelr expected beneﬁts ot or enhancmg our bus1ness We cannot assure you that followmg
any such acquisition, we will achieve the expected synergies to justify the transaction. The risks we face in connection
with acquisitions, include: ¢ diversion of management time and focus from operating our business to addressing
acquisition integration challenges; ¢ coordination of research and development efforts; * retention of key employees from
the acquired company; * changes in relationships with strategic partners because of produets— product sueeessfutly-
Furthermore-acquisitions or strategic positioning resulting from the acquisition; ¢ cultural challenges associated with
integrating employees from the acquired company into our company; ° the need to implement or improve controls ,
procedures, and policies at a business that prior to the acquisition may have lacked sufficiently effective controls,
procedures and policies; ¢ liability for activities of the acquired company before the acquisition, including intellectual
property infringement claims, violation of laws, commercial disputes, tax liabilities, and other known liabilities; °
unanticipated write- offs or charges; and ° litigation or other claims in connection with the acquired company, including
claims from terminated employees, customers, former stockholders or other third parties. Our failure to address these
risks or other problems encountered in connection with our past or future acquisitions or strategic alliances could cause
us to fail to realize the anticipated benefits of these transactions, cause us to incur unanticipated liabilities and harm the
business generally. There is also a risk that future acquisitions will result in the incurrence of debt, contingent liabilities,
amortization expenses or incremental operating expenses, any of which could harm our financial condition or results of
operations. We rely, and anticipate that we will rely, on third parties to assist in designing, conducting, supervising and
monitoring our preclinical studies and clinical trials, and if those third parties perform in eursuppliersfait-to-meet
eentraetua—l—reqtrrrements—&nd» an we—&re—un&ble—te—seeure—eﬁe-unsatlsfactory manner, it may harm or-our business. We rely
ost-, our-and anticipate that we will rely, on
third party clinical mvestlgators, CROs, clinical data management organlzatlons and consultants t0 help desngn, c0nduct
supervise and monitor preclinical studies and clinical trials may-b y S A §
develepment-of our product candidates &nd—eﬂeetmter—d-rf-ﬁeu-l-&es-eﬂrel-lmg— Because we rely on th1rd p&&eﬁts——— partles -rn—and
do not have the ability to conduct preclinical studies ot or clinical trials independently , we have less control over the
timing, quality and other aspects of preclinical studies and clinical trials than we would if we conducted them on our
own, including our inability to control whether sufficient resources are applied to our programs. If any of our CROs are
acquired our—- or consolidated, these concerns are likely to be exacerbated and our preclinical studies or clinical trials
may be further impacted due to potential integration, streamlining, staffing and logistical changes. These investigators,
CROs and consultants are not our employees and we have limited control over the amount of time and resources that
they dedicate to our programs. These third parties may have contractual relationships with other entities, some of which
may be our competitors, which may draw time and resources from our programs. Further, these third parties may not




be diligent, careful or timely in conducting our preclinical studies or clinical trials, resulting in the preclinical studies or
clinical trials being delayed or unsuccessful. If we cannot contract with acceptable third parties on commercially
reasonable terms, or at all, or if these third parties do not carry out their contractual duties, satisfy legal and regulatory
requirements for the conduct of preclinical studies or clinical trials or meet expected deadlines, our preclinical and
clinical development aettvittes-programs could be delayed er-and otherwise adversely affected. In all events Sheowutd-we
resume-development-of ourproduet-eandidates-, the-timely-completion-we are responsible for ensuring that each of our
preclinical studies and clinical trials would-depend;-ameng-is conducted in accordance with the general investigational
plan and protocols for the trial. The FDA and other fhmgs—en—eueabﬁ-rﬁy—health authorltles requlre certain prechmcal
studies to en b natit-the-stad

enroHingor-be unab}e—te-eﬁfe-l-l-conducted in accordance with GLP , and a—su-fﬁefeﬁt—ntuﬂbereﬂeaﬁefﬁs—to-eefmalete—&nyef

eur-clinical trials ;and-even-onee-enrolled-we-may-be-unable-to retain-a-suffietentnumber-be conducted in accordance with
GCP 1nclud1ng conductlng, recordlng and reportlng the results o chnlcal p&&ents—te—eemplete—any—e-ﬁotu&ll mls —T—he

study—srtes—‘-assure

that data and reported results are credlble and accurate and that the des*gn—rlghts, 1ntegr1ty and confidentiality of the
fﬂa-l—-—our&brl-rty—to—reeﬂut—cllmcal trial tnvest—rga-tefs—partlclpants are protected If we or our CROs fail to comply with the

eeﬂseﬂts—&nd-‘—the—ﬂslﬁ-h&t—patteﬁts—eﬁrel-led-m our lelLd trials w-l-l—drep—out—o-ﬁmay be deemed unrehable or
uninterpretable and the FDA and t-he—other tﬂals—befefe—eempleﬁen—l-n—health authorities may require us to perform

it “linical trials swenld-eompete-with-. Our
reliance on third partles that we do not control does not relieve us of these respons1b1ht1es and requlrements In etheﬁ
the U. S., we are also required to register certain clinical trials forpre ;

euﬁpreduet—e&nd-rd&tes,—dnd post thts—eempeﬁﬁon—wet&d—red-uee—l e results n-um-ber—aﬂd-types—\ completed pa-t-ten-ts—ava—rl&b-le—to

he-ft 0 A it i8 ChnlcalTrlals gov, within certam tlmeframes Failure to do
so can result in fines, adverse pubhclty and c1v1l and cr1m1nal sanctions. Any such event el-rmea-l—ﬁa&l—srte—Bel&ys—eﬁfa-ﬂ-ures

0 g hiehcould adversely have-a
harmfu—l—effeet—affect our buslness, ﬁnanclal condltlon, results of operatlons and prospects We rely on eur&bﬂ-rty—te

any—e-leour research prechnlcal and chnlcal act1v1t1es, and may do the same &H—Hﬁgeted—mdieaﬁeﬁs—"&ea-tfneﬂt-—related-ﬁde
effeets—eet&d—alse—a—ffeet—p&tteﬁt—reeﬁuﬁﬁent—erfor the—a-b-rl-rt-y—commerclal supplles of eﬁfe-l-led-p&tteﬁts—te-eemp-lete—the—tﬂa-l—ef




ﬂmﬁﬁgjﬂﬂﬁdieﬂeﬂs— We hd\ e not ebt&rned—yet manufactured our product candldates on a commerclal scale and may not
be able to do so for any of our product candidates. We currently rely on third parties in the supply and manufacture of
materials for our research, preclinical and clinical activities and may continue to do so for the foreseeable future,
including if we received regulatory approval for any product candidate and-have-ecommunteatedto-. We may do the same FBA
eour-intentto-withdraw-or-for inaetivate-the commercial supply of our previeusty-opentNDs-drug product, if any . s
possible-thatneither-We use third parties to perform additional steps in the manufacturing process, such as the filling,
finishing and labeling of vials and storage and shipping of our product candidates previeusty-in-and we expect to do so for
the foreseeable future. There can be no assurance that our supply of research, preclinical and clinical development
{shotld-we-eleettorestart-drug candidates and other materials will not be limited, interrupted eur—- or restricted
development-programs);nor— or will be of satisfactory quality or continue to be available at acceptable prices.
Replacement of any of the third parties we may engage could require significant effort and expertise because there may
be a limited number of qualified replacements. In addition, raw materials, reagents, and components used in the
manufacturing process, particularly those for which we have no other source or supplier, may not be available, may not
be suitable or acceptable for use due to material or component defects, or may introduce variability into the supply of
our product candidates we—m&y—seelﬁe— F urthermore, w1th the increase of companles develop-developing fusion protein
based antibodies and / in-th g we-not— or any-future-coHaberatoris
permitted-monoclonal antlbodles, there may be mcreased competltlon for the supply of the raw materials that are
necessary fo matket-- make any-our fusion protein based antibodies and / or monoclonal antibodies, which could severely
impact the manufacturing of our product candidates #-. We may be unable to identify manufacturers on acceptable terms
or at all because the number of potential manufacturers is limited, and the-they must be acceptable to United-States-untit

We—reeewe—regu-}ateﬁ—&ppreval-e-ﬁa—lahﬁ—freﬂa—ne FDA—H—ts—pess-rb}ehfh&t—Ehe—FBA—m&y—requ&te—ﬁ-}e—fe% orstrbst&ﬂtﬂ‘e

thetﬁn-teﬁded-uses— Suppllers Resa-l-ts—freﬂa—neﬁel-ﬁﬁea-l-s&td-tes—and manufacturers ehmeai—ﬁ%&}s—e&rrbe—rr&efpfeted-&rdi-ffefeﬂf
15i1g 1nclud1ngsaeh—d&ta—may—net













obhgatlons to us in relatlon to quahty even—tlmlng or otherw1se, some of whlch may be out of the1r or our control, or if
unfounded-our supply of components or other materials becomes limited or interrupted for other reasons, we may be
forced to increase the manufacturing of the materials ourselves, for which we currently have limited capabilities and
resources, or enter into an agreement with another third party, which we may not be able to do on reasonable terms, if
at all. Any interruption of the development or operation of the manufacturing of our product candidates, such as order
delays for equipment or materials, equipment malfunction, quality control and quality assurance issues, regulatory
delays and possible negative effects of such delays on supply chains and expected timelines for product availability,
production yield issues, shortages of qualified personnel, discontinuation of a facility or business or failure or damage to
a facility resulting from natural disasters , could result in additional-eost-and-tiability-the cancellation of shipments, loss of
product in the manufacturing process or a shortfall in available product candidates or materials. In some cases, the
technical skills or technology required to manufacture our product candidates may be unique or proprietary to the
original manufacturer and we may have dlfﬁculty, or there may be contractual restrlctlons proh1b1t1ng us from elamage
transferring such skills o1t or technology rep attons—We-a

subjeet—lo envrrenmenta-l—hea-l-th—another th1rd party and a feas1ble alternatlve sa-fety—lws—and—regt&at—reﬂs—aﬂd-we—md\ not

e%et-her—l-tt-tg&tteﬂ—rn—the—future— wh-teh—we will be feqtrrre-requlred s*g-&rﬁeant—management—t—rme—to Verlfy that the new
manufacturer maintains facilities and procedures that comply w1th quahty standards atteﬁﬁen—resu-l-t—rn—srgnrﬁearﬁ—lega-l
expenses-and with all applicable regulations ms ay-have-a-matertal-a se-effeet-on

our-business;operating-results-and ﬁﬁaﬁaa-l—eeﬁd-rt-ren—and—gmdellnes The delays assoc1ated w1th the Verlﬁcatlon ofa new
manufacturer could negatively affect the-prie 0 0

J:egal—preeeeehngs—and—ela-uﬁs—t-l‘rat—&ﬂse-rn—efour eufsrde—the—efd-rnary—eeurse—e-ﬁbusmess—ablllty to develop product candldates
in a timely manner or w1th1n budget l-n—the—past—seetna&es—Regnonal or smgle- source dependencles may in some elass—

otgnt-agatnsta-compan v A thesemafket—pﬁee-e%rts
seeurrt-tes.—"l"—his—rislerisks' Feeta 4 bion ; mpamiesha .

pﬁeeﬂvel-aﬁ-l-rty—rn—reeeﬂt—years— For example, the pharmaceutlcal 1ndustry generally, and in some cases of thlrd partles on
M&feh—zé—whlch we rely depend on Chlna- based supphers or serv1ce producers for %Oaa—a—steekhelder—e-ﬁthe—éernpany—

Exehangeﬁet—e%l—as—amended—ag&mst—us—&nd—cu tain e-fmaterlals, products and services, ott—- or e*eeutwes—other
activities . Our ability or the ability of the third parties Pizzute~v—HomelogyMedieines; nesNo—2:22—ENV—0H968(CD-
Ga-l—%@%—Z&—"Phe—eemplamt—aHeges—that—\\ e fatedrely on to d-rselese—contmue to engage these Chma- based supphers or

lo geopoliti

developments between traﬁsfer—the—ease—te-l he Umlcd Smtu Btstﬂet—Geurt—and Chlna, 1nclud1ng asa result of the escalation
of tariffs or other trade restrictions. In addition, we currently rely on foreign CROs and CDMOs, including WuXi
Biologics, and will likely continue to rely on foreign CROs and CDMOs in the future. Foreign CDMOs may be subject to

U S. leglslatlon, 1nclud1ng, for example fhe—Btstﬂet—e-f—Massaehusetts—en—Septemberé— legislation previously considered in

the U. S. Congress (but eourt-granted-the-metion-to

tr&ns-fer,—f-}nd-'rng—t-hat—'v‘eﬁue—was—nm pfeper—m—enacted) called the BIOSECURE Act €entral-Distriet-of-California-and

i . FoHowing-If the transfer;; BIOSECURE Act or similar legislation is
passed in the ease-number-changed-future, it could prohibit the U. S. government from entering contracts or providing
grants or loans 10 -1%—3—procure blotechnology equlpment and serv1ces prov1ded or produced by S0 - ev—1H0858—AKAD-




ged-- called “ blotechnology companles }aelemeﬂt—"llhe—resu-}ts—o
: : atnty-. ” It Adso-also ;

could prohlblt the U. S. government from enterlng contracts ot or tnsur&nee—eever&ge—may—be—msufﬁeteﬁt—aﬂd—any
ametu&ts—net—eevered—provndlng grants or loans to entities who use biotechnology equipment or services provided or

y companles of concern ” —F—tﬂ‘ﬂ‘lefﬂ‘tefe—eﬂf

etheﬁfise—mayheﬂteﬁnte—se&}ement—aﬁaﬂgemeﬁts—m connection w uh \ueh contracts, grants, e}a-tms.—An-y—sueh—paymeﬁts—or
settlement-arrangements-loans. WuXi Biologics, along with several other entities, was identified in eurrent-the legislation as
a “ biotechnology company of concern. ” Even though the final version of the BIOSECURE Act considered by Congress
dld include a delayed implementation date to permit companies to wind down from impacted relationships, any
addltlonal executive actlon, leglslatlve action or -future—l-rt-rgatteﬂ—potentlal sanctlons w1th Chlna cou d have—a—mateﬂa}

attotraf s-atten ees, and our agreement with them In addition, foreign
CDMOs may be sub]ect to sanctlons, trade restrlctlons and other foreign regulatory requirements which could have-a
mcrease the cost or reduce the supply of mater ial advefse—effeet—eﬁ—avallable to us, delay the procurement otit-- or supply







ay-have an adverse effect on our ablllty to
manufacture our product candldates. We may also be requlred to enter into long- term manufacturing agreements that
contain exclusivity provisions and / or substantial termination penalties which could have a material adverse effect on
our busmusx —epefa-t-lﬂg—res'd-l-ts—aﬂd—pfespeefs-prlor to or after commerclallzatlon of any of our product candldates
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uasonab e terms —Swrteh-mg— we may not be able to develop and commerclallze otr-our add-rﬁg—add-rt-teﬂal-GRes-rm%e-l-ves
subst&&t—ral—eest—aﬂd-product candidates successfully. Fallure to execute our manufacturmg fequﬁes—requlrements

adversely affect desired-ehin res—Fh v :

with healthcare providers, phys1c1ans, and third- party payors w1ll be subJect to appllcable anti- klckback fraud and
abuse, anti- bribery and other healthcare laws and regulations, which could expose it to criminal sanctions, civil
penalties, contractual damages, reputational harm, and diminished profits and future earnings. Healthcare providers,
physicians, and third- party payors play a primary role in the recommendation and prescription of any product
candidates that we may develop for which it obtains marketing approval. Our future arrangements with third- party
payors and customers may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations
that may constrain the business ot or financial arrangements and relationships through which we market, sell, and
distribute our medicines for which we obtain marketing approval. Restrictions under applicable federal and state
healthcare laws and regulations listed in the section above titled “ Risk Factors — Risks Related to Government
Regulation, ” including certain laws and regulations applicable only if we have marketed products. Some state laws also
require pharmaceutical companies to comply with specific compliance standards, restrict financial interactions between
pharmaceutical companies and healthcare providers or require pharmaceutical companies to report information related
to payments to health care providers or marketing expenditures. Efforts to ensure that our business arrangements with
third parties will comply with applicable healthcare laws and regulations will involve substantial costs. Given the
breadth of the laws and regulations, limited guidance for certain laws and regulations and evolving government
interpretations of the laws and regulations, governmental authorities may possibly conclude that our business practices
may not comply with healthcare laws and regulations. If our operations are found to be in violation of any of the laws
described above or any other government regulations that apply to us, we may be subject to penalties, including civil and
criminal penalties, damages, fines, exclusion from participation in government health care programs, such as Medicare
and Medicaid, imprisonment, and the curtailment or restructuring of our operations, any of which could adversely affect
our business, financial condition, results of operations, and prospects. The provision of benefits or advantages to



physicians to induce or encourage the prescription, recommendation, endorsement, purchase, supply, order, or use of
medicinal products is prohibited in the EU. The provision of benefits or advantages to physicians is also governed by the
national anti- bribery laws of EU Member States, such as the U. K. Bribery Act 2010. Infringement of these laws could
result in substantial fines and imprisonment. Payments made to physicians in certain EU Member States must be
publicly disclosed. Moreover, agreements with physicians often must be the subject of prior notification and approval by
the physician’ s employer, his or her competent professional organization, and / or the regulatory authorities of the
individual EU Member States. These requirements are provided in the national laws, industry codes, or professional
codes of conduct applicable in the EU Member States. Failure to comply with these requirements could result in
reputational risk, public reprimands, administrative penalties, fines or imprisonment. Risks Related to Our Business,
Personnel and Operations Our strategic refocus and the associated workforce reduction announced in February 2025
may not result in anticipated cost savings, could result in total costs and expenses that are greater than expected and
could disrupt our business. In February 2025, we announced a reduction in workforce in connection with the strategic
refocus of our business to prioritize and focus on the advancement of bempikibart in patients with alopecia areata. We
may not realize, in full or in part, the anticipated benefits, savings and improvements in our operating structure from
our restructuring efforts due to unforeseen difficulties, delays or unexpected costs. If we are unable to realize the
expected operational efficiencies and cost savings from the restructuring, our results of operation and financial condition
would be adversely affected. We expect to incur additional costs as we recognize one- time employee termination- related
charges. We also cannot guarantee that we will not have to undertake additional workforce reductions or restructuring
activities in the future. Furthermore, our strategic restructuring plan may be disruptive to our operations. For example,
our workforce reductions could yield unanticipated consequences, such as attrition beyond planned staff reductions,
increased difficulties in our day- to- day operations and reduced employee morale. If employees who were not affected
by the reduction in force seek alternate employment, this could result in us seeking contract support which may result in
unplanned additional expense or harm our productivity. Our workforce reductions could also harm our ability to attract
and retain qualified management, scientific, and clinical personnel who are critical to our business. Any failure to attract
or retain qualified personnel could prevent us from successfully developing our product candidates in the future. Our
future growth may depend, in part, on our ability to operate in foreign markets, where we would be subject to additional
regulatory burdens and other risks and uncertainties. Our future growth may depend, in part, on our ability to develop
and commercialize bempikibart or other product candidates in foreign markets for which we may rely on collaboration
with third parties. We are not permitted to market or promote any product candidates before we receive regulatory
approval from the applicable foreign regulatory authority and may never receive such regulatory approval for any
product candidates. To obtain separate regulatory approval in many other countries, we must comply with numerous
and varying regulatory requirements of such countries regarding safety and efficacy and governing, among other things,
clinical trials and commercial sales, pricing and distribution of bempikibart or other product candidates, and we cannot
predict success in these jurisdictions. If we fail to comply with the regulatory requirements in international markets or to
receive applicable marketing approvals, our target market will be reduced and our ability to realize the full market
potential of bempikibart or other product candidates will be harmed, and our business will be adversely affected.
Moreover, even if we obtain approval of bempikibart or other product candidates and ultimately commercialize such
product candidates in foreign markets, we would be subject to the risks and uncertainties, including the burden of
complying with complex and changing foreign regulatory, tax, accounting and legal requirements and reduced
protection of intellectual property rights in some foreign countries. Our employees, independent contractors, consultants,
commercial collaborators, principal investigators, , CDMOs, suppliers and vendors may engage in misconduct or
other improper activities, including noncompliance with regulatory standards and requirements. We are exposed to the
risk that our employees, independent contractors, consultants, commercial collaborators, principal investigators, CROs,
CDMOs, suppliers and vendors acting for or on our behalf may engage in misconduct or other improper activities. It is
not always possible to identify and deter misconduct by these parties and the precautions we take to detect and prevent
this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to comply with these laws or
regulations. Our internal computer systems, or those of any of our CROs, manufacturers, other contractors, third party
service providers or consultants or potential future collaborators, may fail or suffer security incidents, data privacy
breaches or other unauthorized or improper access to, use of, or destruction of our proprietary or confidential data,
employee data or personal data, which could result in additional costs, loss of revenue, significant liabilities, harm to our
brand and material disruption of our operations. Despite the implementation of security measures in an effort to protect
systems that store our information, given their size and complexity and the increasing amounts of information
maintained on our internal information technology systems and those of our third- party CROs, other contractors
(including sites performing our clinical trials), third party service providers and supply chain companies, and
consultants, as well as other partners, these systems are potentially vulnerable to breakdown or other damage or
interruption from service interruptions, system malfunction, natural disasters, terrorism, war and telecommunication
and electrical failures, as well as security breaches from inadvertent or intentional actions by our employees,
contractors, consultants, business partners and / or other third parties, or from cyber- attacks by malicious third parties,
which may compromise our system infrastructure or lead to the loss, destruction, alteration or dissemination of, or
damage to, our data. To the extent that any disruption or security breach were to result in a loss, destruction,
unavailability, alteration or dissemination of, or damage to, our data or applications, or for us to be believed or reported
that any of these occurred, we could incur liability and reputational damage and the development and commercialization



of bempikibart or other product candidates could be delayed. As our employees work remotely and utilize network
connections, computers, and devices outside our premises or network, including working at home, while in transit and in
public locations, there are risks to our information technology systems and data. Additionally, business transactions
(such as acquisitions or integrations) could expose us to additional cybersecurity threats, risks and vulnerabilities, as our
systems could be negatively affected by vulnerabilities present in acquired or integrated entities’ systems and
technologies or threats presented by malicious third parties. We, like other organizations in our industry, expect to
experience cybersecurity incidents and threats to our infrastructure. While we have implemented security measures
designed to protect against security incidents , there can be no assurance that we-these measures will be effective. We may
be unable in the future to detect vulnerabilities in our information technology systems because such threats and
techniques change frequently, are often sophisticated in nature, and may not encounterehallenges-er-be detected until
after a security incident has occurred Further, we may experlence de ays m developlng the—future—eﬁ-ha-t—t-hese—de}ays—er
challenges-willnothave-an-and ad ets-deploying remedial
measures desngned to address any such 1dent1ﬁed vulnerablhtles Apphcable data privacy Sheuld-weresume-developntent
with h nent-and eommeretalization-security
obhgatlons may requlre us to notlfy relevant stakeholders of securlty 1nc1dents Such dlsclosures eurpreduet—e&nd-id&tes—rﬂ







chrigh 3 pmlv service providers and
technologles G i Pt atg-to operate critical business systems to process
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heeﬂsetmderetﬂﬁnteﬂeetual—pfqaﬁﬁrrghﬁ%rese—ﬁeeﬁses—nmx not have adequate 1nf0rmat10n securlty measures in place

prov1ders experience a securlty 1nc1dent s

interruption delay-tous-, we eﬁdﬂeh—reéesrgrremred-rﬁeaﬁerho u d experlence adverse consequences be-impeossible-or
feehmea-l—l-y—rn-feasrb-}e— Eveﬂ—Whlle we may be entitled to damages if we-were-ultimately-to-prevail-any-of these-eventseould

We—may—net—r&eﬁﬁfy—re}evaﬂ-t—lhud wlv pa-ten-ts—serwce prov1ders fall to satlsfy thelr prlvacy or securlty- related

obligations to us, any award may be insufficient to cover er-our damages may-ineerreetly-interpret-therelevanee-, seepe-or
we may be unable to recover such award. In addition, supply- chain attacks have increased in frequency and severity,

and we cannot guarantee that third parties’ infrastructure in or-our expiratterrefa-supply chain or our third- party patent
whielhr-might-partners’ supply chains have not been compromised. If we (or a third party upon whom we rely) experience
a security incident or are perceived to have experienced a security incident, we may experience adversely—- adverse affeet
consequences, such as government enforcement actions (for example, investigations, fines, penalties, audits, and
inspections); additional reporting requirements and / or oversight; restrictions on processing sensitive information
(including personal data); litigation (including class claims); indemnification obligations; negative publicity; reputational
harm; monetary fund diversions; interruptions in our operations (including availability of data); increased investigation
and compliance costs; financial loss; and other similar harms. Security incidents and attendant consequences may cause
stakeholders (including investors and potential customers) to stop supporting our research and development activities,
deter new customers from products, and negatively impact our ability to grow develop;manufaeture-and market-operate
our business. Our contracts may not contain limitations of liability, and even where they do, there can be no assurance
that limitations of liability in our contracts are sufficient to protect us from liabilities, damages, ot or produet
eatdidates-claims related to our data privacy and securlty obllgatlons We cannot guaranfee—be sure that any—e-ﬁeﬂrerour
insurance coverage will be adequate otr— or sufficient




- or e&n—we—be—eeﬁ&m—th&t—we—ha&e—tdeﬂ&ﬁed-to mltlgate llabllltles
arlsmg out of our privacy and security practices or from disruptions in, or failure or security each-breach and-every-of,

our systems or third- party patentand-pending-appheation-inthe-United-States-systems where information important to our
business operations or commercial development is stored , or Europe-and-elsewhere-that isrelevantsuch coverage will

continue to efneeess&ryhbe avallable on commerclally reasonable terms fei“ or fhe—eeﬁafﬂefem-hz&ﬁefre%at all, our—- or
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w 111 such pfeﬁsreﬂs—e&n—m—obhgatlons could lead to government enforcement actlons (whlch could mclude civil or
criminal penalties), fines and sanctions, private litigation and / or adverse publicity and could negatively affect our
operating results and business. We, and third parties with whom we work, are or many— may eases-become subject to
numerous domestic and foreign laws, regulations, and standards relating to privacy, data protection, and data security,
the scope of which are changing, subject to differing applications and interpretations, and may be eured-inconsistent
among countries, or conflict with other rules. We are or may become subject to the terms of contractual obligations
related to privacy, data protection, and data security. Our obligations may also change or expand as our business grows.
The actual or percelved fallure by us addt&eﬂal-payfneﬂt—e-ﬁa—}a-te—fee—m thlrd partles related to us to comply by-othermeans
anee-with such previstens-withresult-inthe










-rnel-uded—clsu\ huc in this Annual chon on Form 1 K d-urrﬂg—for a more detalled descrlptlon of the laws that may affect
our ability to operate. If we fail to comply with env1ronmental health and safety laws and regulations, we could become
subject to fines or penalties or incur costs that could have a material adverse effect on the success of our business. We are
subject to numerous environmental, health and safety laws and regulations, including the-those tweltve-menths-ended
Deeember3+-governing laboratory procedures and the handling , 2623-use, storage, treatment and disposal of hazardous
materials and wastes. Our operations may involve the use of hazardous and flammable materials, including chemicals
and biological and radioactive materials . [n addition, we may incur substantial costs had-previousty-granted-eertain-ofthe
termm&ted—efm%fees—restﬂeteésteelﬁrmts—thatﬁestﬂ n order &nﬂuﬁl—rnstallmeﬁts—based-eﬂ—eeﬂﬁﬁued-semee—lo comply the

-I-n—eeﬁneeﬁeﬁ—\\ ith current or future env1ronmental health and safety laws and regulatlons These current or future laws
and regulatlons may 1mpa1r our research, development or commerclahzatlon efforts Fallure to comply w1th t-he—these

pefseﬂﬂel-te-pufsue—sueh—eppeﬁuﬂfﬁes—eﬁm&atwes— If we are unablc to attract and retaln quahﬁed key management and
scientists feahze—the—armem&ted-beﬂeﬁts—frem—&re—reéueﬁeﬂ—m—fefee— staff consultants and advisors, er-our ability to
implement + h oree;-our business plan -finanetat

eeﬂd-rt-teﬂ,—&ﬂd—restrlts—e-ﬁepefatteﬁs—max bc mateﬁa-l—ly—ad\ ersely af cucdreu%future-sueeess—depeﬁds-eﬁ—eueabﬁtﬁkte—ret&m—etﬁ

. We are highly dcpcndcm upon our senior management and our sc1ent1ﬁc, chmcal
and medical staff and advisors. The loss of the service of any of the members of our senior management or other key
employees could delay our research and development programs and materially harm our business, financial condition,
results of operations and prospects. In addition, we expect that we will continue to have an increased need to recruit and
hire qualified personnel as we advance our programs and expand operations. Failure to successfully recruit and retain
personnel could impact our anticipated development plans and timelines. We are dependent on the development
continued service of our technical personnel because of the highly technical and novel nature of our product candidates ,
platform and technologies and the specialized nature of the regulatory -eommeretalization-approval process. Replacing
such personnel may be difficult and may take and-- an extended period of time because of the limited number of
individuals in our industry with the breadth of skills and experience required to successfully execute our business
development-expertise-strategy, and we cannot assure you that we will be able to identify or employ qualified personnel
for any such position on acceptable terms, if at all. Many of eertainprineipal-members-efthe biotechnology and
pharmaceutical companies with whom we compete for qualified personnel have greater financial and other resources,
different risk profiles and longer histories in the industry than we do. Because our management teams-- team —Adthough
we-have-formalemployment-agreements-and key employees are not obligated to provide us with continued service our
exeeutive-offieers-, these-agreements-donotpreventthem-they from-could terminating-terminate their employment with us at

any time without penalty . We do not maintain key person life insurance policies on any of er-our management team
members or key employees. Our future success will depend in large part on our continued ability to attract and retain
highly qualified scientific, technical and management personnel, as well as personnel with expertise in preclinical and
clinical testing, manufacturing, governmental regulation and commercialization. In order to do so, we may need to pay
higher compensation or fees to our employees or consultants than we currently expect, and such higher compensation
payments may have a negative effect on our operating results. We face increased competition for personnel from the
other third-parties-companies, universities, public and private research institutions, government entities and other
organizations. If we are unable to attract and retain qualified personnel, the rate and success at which we may be able to
discover and develop our product candidates and implement our business plan will be limited. We expect to expand our
research, development, delivery, manufacturing, commercialization, regulatory and future sales and marketing




capabilities over time, and as a result, we may encounter difficulties in managing our growth, which could disrupt our
operations. As of December 31, 2024, we had 42 full- time employees, including 3 who hold Ph. D. degrees and 3 who
hold M. D. degrees, and one part- time employee; 31 employees are engaged in research and development and 12
employees in management or general and administrative activities. In connection with the growth and advancement of
our pipeline and operating as a public company, we expect to increase the number of our employees and the scope of our
operations, particularly in the areas of drug development, regulatory affairs and sales and marketing. To manage our
anticipated future growth, we must continue to implement and improve our managerial, operational and financial
systems, expand our facilities, and continue to recruit and train additional qualified personnel. Due to our limited
financial resources and the limited experience of our management team in managing a company with such anticipated
growth, we may not be able to effectively manage the expected expansion of our operations or recruit and train
additional qualified personnel. Moreover, our current physical laboratory space may be insufficient for our near- term
research and development hiring plans, and the expected physical expansion of our operations may lead to significant
costs and may divert our management and business development resources. Any inability to manage growth could delay
the execution of our business plans or disrupt our operations. As a growing biotechnology company, we are actively
pursuing new platforms and product candidates in many therapeutic areas and across a wide range of diseases.
Successfully developing product candidates for and fully understanding the regulatory and manufacturing pathways to
all of these therapeutic areas and disease states requires a significant depth of talent, resources and corporate processes
in order to allow simultaneous execution across multiple areas. Due to our limited resources, we may not be able to
effectively manage this simultaneous execution and the expansion of our operations or recruit and train additional
qualified personnel. This may result in weaknesses in our infrastructure, give rise to operational mistakes, legal or
regulatory compliance failures, loss of business opportunities, loss of employees and reduced productivity among
remaining employees. The physical expansion of our operations may lead to significant costs and may divert financial
resources from other projects, such as the development of our potential product candidates. If our management is unable
to effectively manage the expected development and expansion, our expenses may increase more than expected, our
ability to generate or increase our revenue could be reduced and we may not be able to implement our business strategy.
Our future financial performance and our ability to compete effectively and commercialize any product candidates it
may develop will depend in part on our ability to effectively manage the future development and our expansion. General
Risk Factors Our estimates of market opportunity and forecasts of market growth may prove to be inaccurate, and even
if the markets in which we compete achieve the forecasted growth, our business may not grow at similar rates, or at all.
Our market opportunity estimates and growth forecasts are subject to significant uncertainty and are based on
assumptions and estimates which may not prove to be accurate. Our estimates and forecasts relating to size and expected
growth of our target market may prove to be inaccurate. Even if the markets in which we compete meet our size
estimates and growth forecasts, our business may not grow at similar rates, or at all. Our growth is subject to many
factors, including our success in implementing our business strategy, which is subject to many risks and uncertainties.
Our revenue will be dependent, in part, upon swhom-the size of the markets in the territories for which we gain regulatory
approval, the accepted price for the product, the ability to obtain coverage and reimbursement and whether we own the
commerecial rights for that territory. If the number of our addressable patients is not as significant as we estimate, the
indication approved by regulatory authorities is narrower than we expect or the treatment population is narrowed by
competition, physician choice or treatment guidelines, we may not generate significant revenue from sales of such
products, even if approved. We may become exposed to costly and damaging liability claims, either when testing a
product candidate in the clinical or at the commercial stage, and our product liability insurance may not cover all
damages from such claims. We are exposed to potential product liability and professional indemnity risks that are
inherent in the research, development, manufacturing, marketing, and use of pharmaceutical products. While we
currently have no products that have been approved for commercial sale, the current and future use of a product
candidate in clinical trials, and the sale of any approved products in the future, may expose us to liability claims. These
claims may be made by patients that use the product, healthcare providers, pharmaceutical companies, or others selling
such product. Any claims against us, regardless of thelr merlt could be dlfﬁcult and costly to depeﬁd-defend may-be-and
could materially and adverscly affeeted-- affect byna her--- the naturat
eatastrophie-events-market for our products or any prospects for commerclahzatlon of our products Although we believe
we currently maintain adequate product liability insurance for our product candidates , it is possible that our liabilities
could exceed our insurance coverage or that in the future we may not be able to maintain insurance coverage at a
reasonable cost or obtain insurance coverage that will be adequate to satisfy any liability that may arise. If a successful
product liability claim or series of claims is brought against us for uninsured liabilities or in excess of insured liabilities,

our assets may not be sufﬁclent to cover such clalms dl]d our business operations eentinuity-atnd-disaster recovery-plans-may
al-eis scould severely-disruptoutroperations-be impaired.

thlgatlon costs .md the outcome of lltlgatlon could have a material adverse effect on our business . From time to time ,
fesul-ts—we may be subject to lltlgatlon clalms through the ordinary course of our business operations regarding , but not
ditio d-pros disaster-, employment matters publie-health-emergeney-, sueh-asthe

€9¥I-B-—l-9—p&ﬂdeﬂﬁe—securlty of patient and employee personal information , pewer-otitage-contractual relations with
collaborators and intellectual property rlghts thlgatlon to defend 1tself agalnst clalms by third partles, or et-her—even-t—

eeeurred—to enforce any rlghts that we p
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business-eontinutty-plans- have-result in substantial costs and diversion of our resources, causing
, financial condition, results of operations or cash flows. Our business could be adversely
affected by economic downturns, inflation, increases in interest rates, natural disasters, public health crises, political
crises, geopolitical events, such as the conflict between Russia and Ukraine and the conflict in Israel and Gaza, or other
macroeconomic conditions, which could have a material and adverse effect on our results of operations and financial
condition. The global economy, including credit and financial markets, has experienced extreme volatility and
disruptions, including, among other things, diminished liquidity and credit availability, declines in consumer confidence,
declines in economic growth, supply chain shortages, increases in inflation rates, higher interest rates, and uncertainty
about economic stability. The Federal Reserve has raised interest rates multiple times in response to concerns about
inflation and it may raise them again. Higher interest rates, coupled with reduced government spending and volatility in
financial markets, may increase economic uncertainty and affect consumer spending. Similarly, the global geopolitical
disruptions, including the military conflict between Russia and Ukraine, the conflict in Israel and Gaza and U. S.’ s
rising tensions with China have created extreme volatility in the global capital markets and may have further global
economic consequences, including disruptions of the global supply chain. Any such volatility and disruptions may
adversely affect our business or the third parties on whom we rely. If the equity and credit markets deteriorate,
including as a result of political unrest or war, it may make any necessary debt or equity financing more costly, more
dilutive, or more difficult to obtain in a timely manner or on favorable terms, if at all. Increased inflation rates can
adversely affect us by increasing our costs, including labor and employee benefit costs. We may in the future experience
disruptions as a result of such macroeconomic conditions, including delays or difficulties in initiating or expanding
clinical trials and manufacturing sufficient quantities of materials. Any one or a combination of these events could have
a material and adverse effect on our results of operations and financial condition. Our ability to utilize our net operating
loss carryforwards and certain other tax attributes may be limited. Since inception, we have incurred losses and may
never achieve profitability. As of December 31, 2024 and December 31, 2023, we had federal and state NOLs of $ 233. 4
million and $ 119. 3 million, respectively. Under current law, our federal NOLs generated in taxable years beginning
after December 31, 2017, may be carried forward indefinitely, but the deductibility of such federal NOLs is limited to 80
% of its taxable income annually for tax years beginning after December 31, 2020. Federal NOLs generated in taxable
years beginning before January 1, 2018, however, have a 20- year carryforward period, but are not subject to the 80 %
limitation. Our state NOLs expire at various dates from 2040 through 2044. As of December 31, 2024, we had federal
research and development tax credit carryforwards of $ 6. 2 million that expire at various dates from 2041 through
2044. In addition, as of December 31, 2024, we had state research and development tax credit carryforwards of $ 2. 3
million that expire at various dates from 2038 through 2044. Under Sections 382 and 383 of the Internal Revenue Code
of 1986, or the Code, if a corporation undergoes an “ ownership change, ” generally defined as one or more shareholders
or groups of shareholders who own at least 5 percent of the corporation’ s equity increasing their equity ownership in the
aggregate by more than 50 percentage points (by value) over a rolling three- year period, the corporation’ s ability to use
our pre- change NOLs and other pre- change tax attributes (such as research and development tax credits) to offset our
post- change income or taxes may be limited. Similar rules may apply under state tax laws. Our prior equity offerings
and other changes in our stock ownership may have resulted in such ownership changes in the past. We have not
conducted a formal study to assess whether an ownership change has occurred or whether there have been multiple
ownership changes since our inception. In addition, we may experience ownership changes in the future as a result of
future securities offering or subsequent shifts in our stock ownership, some of which are outside of our control. As a
result, even if we earn net taxable income in the future, our ability to use our pre- change NOLs or other pre- change tax
attributes to offset U. S. federal taxable income or income taxes may be subject to limitations, which could potentially
result in increased future tax liability to us. There is a risk that due to changes under the tax law, regulatory changes or
other unforeseen reasons, our existing NOLs or business tax credits could expire or otherwise be unavailable to offset
future income tax liabilities. At the state level, there may also be periods during which the use of NOLs or business tax
credits is suspended or otherwise limited, which could accelerate or permanently increase state taxes owed by us. For
these reasons, we may not be able to realize a tax benefit from the use of our NOLSs or tax credits, even if we attain
profitability. The U. S. Congress, the Trump administration, or any new administration may make substantial changes
to fiscal, tax, and other federal policies that may adversely affect our business. The rules dealing with U. S. federal, state
and local income taxation are constantly under review by persons involved in the legislative process and by the Internal
Revenue Service and the U. S. Treasury Department. Changes to tax laws (which changes may have retroactive
application) could adversely affect our business and financial condition. In recent years, many such changes have been
made and changes are likely to continue to occur in the future. In 2017, the U. S. Congress and the Trump
administration made substantial changes to U. S. policies, which included comprehensive corporate and individual tax
reform. In addition, the Trump administration called for significant changes to U. S. trade, healthcare, immigration and
government regulatory policy. With the transition to the Biden administration in early 2021, changes to U. S. policy
occurred and since the start of the Trump Administration in 2025, U. S. policy changes have been implemented at a
rapid pace and additional changes are likely. Changes to U. S. policy implemented by the U. S. Congress, the Trump
administration or any new administration have impacted and may in the future impact, among other things, the U. S.
and global economy, international trade relations, unemployment, immigration, healthcare, taxation, the U. S.
regulatory environment, inflation and other areas. Although we cannot predict the impact, if any, of these changes to our



business, they could adversely affect our business. Until we know what policy changes are made, whether those policy
changes are challenged and subsequently upheld by the court system and how those changes impact our business and the
business of our competitors over the long term, we will not know if, overall, we will benefit from them or be negatively
affected by them. Adverse developments affecting the financial services industry could adversely affect our current and
projected business operations and our financial condition and results of operations. Adverse developments that affect
financial institutions, such as events involving liquidity that are rumored or actual, have in the past and may in the
future lead to bank failures and market- wide liquidity problems following Hurrieane-Maria-on March 10
shortages-inproduetion2023, Silicon Valley Bank, or SVB, was closed by the California Department of Financial
Protection Innovation, which appointed the Federal Deposit Insurance Corporation, or FDIC, as receiver. Similarly,
on March 12, 2023, Signature Bank was also swept into receivership. The U. S. Department of Treasury, the Federal
Reserve Board, or the Federal Reserve, and the FDIC released a statement that indicated that all depositors of SVB
would have access to all of their funds, including funds held in uninsured deposit accounts, after only one business day of
closure. The U. S. Department of Treasury, FDIC and Federal Reserve have announced a program to provide up to $ 25
billion of loans to financial institutions secured by certain government securities held by financial institutions to mitigate
the risk of potential losses on the sale of such instruments and help address liquidity pressures that may arise. There is
no guarantee, however, that the U. S. Department of Treasury, FDIC and Federal Reserve will provide access to
uninsured funds in the future in the event of the closure of other banks or financial institutions, or that they would do so
in a timely fashion. At this time, we hold the majority of our cash on deposit at SVB (which has been assumed by First
Citizens) and we have not experienced any adverse impact to our current and projected business operations, financial
condition or results of operations as a result of the closure of SVB or any other banks. We have diversified our cash
deposit holdings between multiple financial institutions. However, uncertainty remains over liquidity concerns in the
broader financial services industry, and our business, business partners, or industry as a whole may be adversely
impacted in ways that we cannot predict at this time. If, for example, other banks and financial institutions enter
receivership or become insolvent in the future in response to financial conditions affecting the banking system and
financial markets, our ability to access our existing cash, cash equivalents and investments may be threatened. Although
we have assessed our banking relationships as we believe necessary or appropriate, our access to cash in amounts
adequate to finance or capitalize our current and projected future business operations could be significantly impaired by
factors that affect the financial institutions with which we have banking relationships, and in turn, us. These factors
could include, among others, events such as liquidity constraints or failures, the ability to perform obligations under
various types of financial, credit or liquidity agreements or arrangements, disruptions or instability in the financial
services industry or financial markets, or concerns or negative expectations about the prospects for companies in the
financial services industry. These factors could also include factors involving financial markets or the financial services
industry generally. The results of events or concerns that involve one or more of these factors could include a variety of
material and adverse impacts on our current and projected business operations and our financial condition and results
of operations. These could include, but may not be limited to, delayed access to deposits or other financial assets or the
uninsured loss of deposits or other financial assets; or termination of cash management arrangements and / or &
mamber-accessing or actual loss of medieal-supphesprodueed-inPuertoRieo-funds subject to cash management
arrangements. In addition, widespread investor concerns regarding the U. S. or international financial systems could
resulted—- result in less favorable commercial financing terms , including higher interest rates or costs tighter
financial and operating covenants, or systemic limitations on access to credit and liquidity sources, thereby making it
more difficult for us to acquire financing on acceptable terms or at all. Any decline in available funding or access to our
cash and liquidity resources could, among other risks, adversely impact our ability to meet our operating expenses,
financial obligations or fulfill our other obligations, result in breaches of our financial and / or contractual obligations or
result in violations of federal or state wage and hour laws. Any of these impacts, or other impacts resulting from the
factors described above or other related or interruption-due-to-anataral-disaster-affeetingus-factors not described
above, could have material adverse impacts on er-our any-efliquidity and our current and / eur—- or projected business
operations and financial condition and results of operations. In addition, one or more of our critical vendors, -

, or other business partners be adversely affected by any of the liquidity or other risks that are
described above, which in turn, could have a materially—- material delay-adverse effect on our current and / et or
projected business and results of operations and financial condition . RisksRelated-Any business partner
bankruptcy or insolvency, or any breach or default by a business partner, or the loss of any significant supplier
relationships, could result in material adverse impacts on our current and / or projected business operations and
financial condition. We do not anticipate that we will pay any cash dividends in the foreseeable future. The current
expectation is that we will retain our future earnings, if any, to ©ur-fund the growth of our business as opposed to paying
dividends. As a result, capital appreciation, if any, of our Commen-common Steek-stock will be your sole source of gain,
if any, for the foreseeable future. An active trading market for our common stock may not develop and our stockholders
may not be able to resell their shares of common stock for a profit, if at all. Prior to the Merger, there had been no public
market for shares of Legacy Q32 capital stock. An active trading market for our shares of common stock may never
develop or be sustained. If an active market for our common stock does not develop or is not sustained, it may be
difficult for our stockholders to sell their shares at an attractive price or at all. Future sales of shares by existing
stockholders could cause our stock price to decline. If existing securityholders of Homology and Legacy Q32 sell, or
indicate an intention to sell, substantial amounts of our common stock in the public market after legal restrictions on
resale lapse, the trading price of our common stock could decline. As of December 31, 2024, we had 12, 197, 615 shares



of common stock outstanding. Certain of these shares are subject to lock- up agreements between Homology and Legacy
Q32 on the one hand and certain securityholders of Homology and Legacy Q32 on the other hand. Following the
expiration of these lock- up agreements, the relevant stockholders will not be restricted from selling shares our common
stock held by them, other than by applicable securities laws. Stockholders not subject to these lock- up agreements will
not be restricted from selling shares of our common stock held by them, other than by applicable securities laws. In
addition, shares of common stock that are subject to outstanding options or warrants of Legacy Q32 will become eligible
for sale in the public market to the extent permitted by the provisions of various vesting agreements and Rules 144 and
701 under the Securities Act. If these shares are sold the tradmg prlce 0f our common stock could declme ()m executive
officers and-, directors and principal stockholders th v : :

the ability to control or significantly influence all matters \ubmllud to our sloal\holdu\ or approv dl Gﬂ%As 0fDecember 31,

2024, our executive o luus and, directors and principal stockholders theirrespeetive-affiliates, in the aggregate, beneficially
own approximately +8-62 . 2 % of our outstanding veting-shares of common stock as-efDeeember31;

2023-. As aresult, if these stockholders were to choose to act together, they would be ablc to control or significantly influence
all matters submitted to our stockholders for approval, as well as our management and affairs. For example, these persens
stockholders , if they choose to act together, would control or significantly influence the election of directors s-the-eempesttion
efeurmanagement-and approval of any merger, consolidation or sale of all or substantially all of our assets. This concentration
A-signifteantpertion-of voting power could delay eur—- or prevent an acquisition of total-outstandingshares-are-chigible;or
our company on terms that other stockholders may desire. If equity research analysts do not publish research or
reports, 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 will seon-beeome-ehgible;to-be seld-inte-influenced by
the research and reports that equity research analysts publish about us and our business. Equity research analysts may
elect to not provide research coverage of our common stock and such lack of research coverage may adversely affect the
market price of our common stock. In the event we do have equity research analyst coverage, we will not have any
control over the analysts or the content and opinions included in their reports. The price of our common stock could
decline if one or more equity research analysts downgrade our stock or issue other unfavorable commentary or
research. If one or more equity research analysts ceases coverage of us or fails to publish reports on us regularly,
demand for our common stock could decrease, which in turn could cause our stock price or trading volume to decline.
Our quarterly and annual operating results may fluctuate in the future. As a result, we may fail to meet or exceed the
expectations of research analysts or investors . which could cause the-matrket-our stock price efto decline and negatively
impact our financing ot or common-funding ability, as well as negatively impact our ability to exist as a standalone
company. Our financial condition and operating results have varied in the past and will continue to fluctuate from
quarter- to- quarter and year- to- year in the future due to a variety of factors, many of which are beyond our control.
Factors relating to our business that may contribute to these fluctuations include the following, as well as other factors
described elsewhere in this Annual Report: « We will require substantial additional capital to finance our operations in
the future. If we are unable to raise such capital when needed, or on acceptable terms, we may be forced to delay, reduce
or eliminate clinical trials, product development programs or future commercialization efforts. « We face competition
from entities that have developed or may develop programs for the diseases we plan to address with bempikibart or
other product candidates. * Bempikibart and the rest of our pipeline are in early stages of development and may fail in
development or suffer delays that materially and adversely affect their commercial viability. If we or our current or
future collaborators are unable to complete development of, or commercialize, our product candidates, or experience
significant delays in doing so, our business will be materially harmed. « We are substantially dependent on the success of
our most advanced product candidate, bempikibart, and our clinical trials of our lead candidate may not be successful. ¢
Our rights to develop and commercialize our product candidates are, and in the future, may be subject to the terms and
conditions of licenses granted to us by others. If we fail to comply with our obligations in the agreements under which we
license intellectual property rights from third parties, or these agreements are terminated, or we otherwise experience
disruptions to our business relationships with our licensors, we could lose license rights that are important to our
business. * Our ability to protect our patents and other proprietary rights is uncertain, exposing us to the possible loss of
competitive advantage. * If we are unable to attract and retain qualified key management and scientists, staff,
consultants and advisors, our ability to implement our business plan may be adversely affected. Due to the various
factors mentioned herein, and others, the results of any of our prior quarterly or annual periods should not be relied
upon as indications of our future operating performance. Our financial results may fluctuate significantly from quarter-
to- quarter and year- to- year, such that a period- to- period comparison of our results of operations may not be a good
indication of our future performance. In any particular quarter or quarters, our operating results could be below the
expectatlons of securities analysts or mvestors, whlch could cause our stock prlce to decllne éf@p—ﬁgm—ﬁe&ﬂt-l-y—eveﬁ—rf—eﬂf

A-the-ma hat-theh atarge-num § h ee-the-marke pnumayalsodeclme
as a result of unexpected clinical trial results in one ot or eemmeﬁ—s’feew}emore of our ongoing or future clinical trials .

e have registered-broad discretion in the use of our cash and cash equivalents and may invest or spend the proceeds in
ways with which you do not agree and in ways that may not increase the value of your investment. We have broad
discretion over the use of our cash and cash equivalents. You may not agree with our decisions, and our use of these
resources may not yield any return on your investment. Our failure to apply these resources effectively could
compromise our ability to pursue our growth strategy and we might not be able to yield a significant return, if any, on
our investment of these net proceeds. You will not have the opportunity to influence our decisions on how to use our cash



resources. Unfavorable global economic conditions could adversely affect our business, financial condition, results of
operations or cash flows. Our results of operations could be adversely affected by general conditions in the global
economy and in the global financial markets. A severe or prolonged economic downturn could result in a variety of risks
to our business, including, weakened demand for our product candidates and our ability to raise additional capital when
needed on acceptable terms, if at all . A weak shares-of eommon-stock-that-we-may-issue-underour—- or equity-compensation
ptans-declining economy could also strain our suppliers , possibly resulting in supply disruption. Any of the foregoing
could harm our business and we cannot anticipate all of the ways in which ean-be-freely-setdin-the publie-current

economic climate and financial market conditions could adversely impact upem-issuanee;subjeetto-volume timitations
applieable-to-affiliates—Provistonstnour restated-business. Our certificate of incorporation and amended-and-restated-bylaws

and the provisions under Delaware law could make an acquisition of our €empany-company whieh-may-be-benefietal-to-our
steekholtders;-more difficult and may prevent attempts by our stockholders to replace or remove out etretrrent-management.
Provisions in our restated-certificate of incorporation and eur-amended-and-restated-bylaws may discourage, delay or prevent a
merger, acquisition or other change in control efeur-Cempany-that stockholders may consider favorable, including transactions
in which yet-our common stockholders might otherwise receive a premium price for yeurtheir shares. These provisions
could also 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 #s-will be 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 difficult for stockholders to replace members of our board of directors.
Amonc other thmgs these provi isions mel-ude—t-hese—es-tabhs-hmg— . establlsh a classified board ot directors such that all with

majeﬂty—e-ﬁeﬂﬁboard are not elected at one tlme, * do not provide for cumulatlve voting in the election of directors; < allow

ﬂe—eumﬂ-}&t-rve—vet-mg—m—t he e}eet-ieﬁ—authorlzed number ot our directors —Whte%r}nﬂﬁs—t-he—abﬂrty—e%rmneﬂw—steekhe}defs—to
be changed only
ereated-by reSOlutIOIl't-he-e*p&HS-teﬂ-Of board-of¢i 0 ' 10 eh tehp

stoekholdersfromfilling-vaeanetes-errour board of dnectou * provide that only the abﬁtﬁy—&ﬁeﬁ[’—boald of dnecton may fill

vacancies on the board of directors created by the expansion of the board of directors or the resignation, death or
removal of a director; * limit the manner in which stockholders can remove directors from the board; ¢ establish advance
notice requirements for nominations for election to the board of directors or for proposing matters that can be acted on
at stockholder meetings; * require that stockholder actions must be effected at a duly called stockholder meeting and
prohibit actions by our stockholders by written consent; ¢ limit who may call a special meeting of stockholders; ¢
authorize the-our board of directors to issuanee---- issue efshares-efpreferred stock and to determine the terms of those
shares, including preferences and voting rights, without stockholder approval, which could be used to significantly dilute the
stock ow nelshlp ofa potentlal hOStll acqunel g effectlvely preventlng acqu1s1tlons that have not been approved by our

required— require the approv al of the holdeu of at ledst ﬁve-—t-hrrds—66 67 % ot the sh&fes-votes that all our stockholders
would be entitled to cast vete—&t—&n—e}eeﬁeﬁ—e%&rfeetefs—to adept,—amend or 1epeal certain prov151ons of our charter ot or

Delaware, we are gov erned by the provisions ot Sectlon 2()? ot the DGCL Geﬁefa-l-Qefpef&&eﬁ—]:aﬂH—P&re—State—e%Be}aW&re—
which prohibits stockholders owning a-persen-whe-owns-in excess of 15 % of eur-the outstanding voting stock from merging

or combining with us . Although Homology and Legacy Q32 believe these provisions collectively will provide for aperioe
an opportunity to receive higher bids by requiring potential acquirors to negotiate with our board of directors, three
years-after-the-they date-of-would apply even if the offer may be considered beneficial by some stockholders. In addition,
these provisions may frustrate or prevent any attempts by our stockholders to replace or remove the-then transaetiotrin
current management by makmg it more dlfﬁcult for stockholders to replace members of the board of dlrectors, whic 1 the

ﬂ&&nﬁeieresponmble for appomtlng the members of management Our celtltlcate of mcorpomnon provides that designates
, subjeet-unless we consent in writing to the selection of an alternative
forum, certain exeeptions;as-designated courts will be the sole and exclusive fomm for certain legal ’fypes—e-ﬁactlons between

us and pfeeeed-rngs—t-h&t—rﬂa-y—be—rm&afed-by—om stockholders 4

stockholdels dblllty to obtdm a fd\ OldblejudlCldl fomm for dlsputes with us or our dnecton othcels of, employees or agents .
Our restated-certificate of incorporation speetftes-provides that, unless we consent in writing to the-seteetierref-an alternative
forum, the Court of Chancery of the State of Delaware is wi-be-the sole and exclusive forum for state law mestiegat-aetions
trvetving-claims for (i) any derivative action or proceeding brought againstts-on our behalf, (ii) any action asserting a
claim of or based on a breach of a fiduciary duty owed by any of our current or former directors, officers, or other
employees of the company or our stockholders —Inaddition-, (iii) any action asserting a claim arising pursuant to any




provision of the DGCL, our certificate of incorporation or our bylaws , or (iv) any action asserting a claim that is
governed by the internal affairs doctrine, in each case subject to the Court of Chancery having personal jurisdiction over
the indispensable parties named as defendants therein, which for purposes of this risk factor refers to herein as the
Delaware Forum Provision. ” The Delaware Forum Provision will not apply to any causes of action arising under the
Securities Act and the Exchange Act. Our bylaws further provide that the-, unless we consent in writing to an alternative
forum, federal district courts of the United States are-will be the exclusive forum for reselving any complaint raising-asserting
a cause of action arising under the Securities Act 884933~ which for purposes of this risk factor is referred to herein as
amended-the “ Federal Forum Provision . Any-” In addition, our certificate of incorporation and bylaws that any person
or entity purchasing or otherwise acquiring any interest in shares of our capital stock is shal-be-deemed to have notice of and
consented to the foregoing Delaware Forum Provision and Federal Forum Provision; provided, however, that
stockholders cannot and will not be deemed to have eonsented-te-waived its compliance with the U. S. federal securities
laws and the rules and regulations thereunder. The Delaware Forum provistens— Provision ef-and the Federal Forum
Provision may impose additional litigation costs on stockholders in pursuing any such claims, particularly if the
stockholders do not reslde in et or fest&ted—eert-rﬁeate—near the State of fneerpef&txeﬁ—&ﬂd-Delaware Addltlonally, the

eﬁ&p-}eyees—aﬂd-&geﬂts—as-rt—md\ llmnaﬂy-our steeldﬁeldefstockholders S—dbllll\ to blmg a lelm ina ]u(hual forum that they
suehstoekholderfinds— find favorable for disputes with us or our directors, officers -or employees , which may discourage
such lawsuits against us and or-our agents-directors, officers and employees even though an action, if successful, might
benefit our stockholders. Risks Related to Our Operations Following the Merger If any of the events described in “ Risks
Related to Our Business ” occur, those events could cause potential benefits of the Merger not to be realized. To the
extent any of the events in the risks described in that section occurs, the potential benefits of the Merger may not be
realized and our results of operations and financial condition could be adversely affected in a material way. This could
cause the market price of our common stock to decline. We may be unable to successfully integrate Homology’ s and
Legacy Q32’ s businesses and realize the anticipated benefits of the Merger . The Merger involved enforeeabitity-of similar
chetee-of forum-provistons-nrother—- the combination of two companies that operated >eertifieates-ofineorporation-has— as

beenchallenged-integal-proceedings-independent companies. Following the Merger , we are required to devote significant
management attention and it-resources to integrating our business practices and operations. We may fail to realize some

or all of the anticipated benefits of the Merger if the integration process takes longer than expected or is more costly than
expected. Potential difficulties we may encounter in the integration process include the following: ¢ the inability to
successfully combine our businesses in a manner that permits us to achieve the anticipated benefits from the Merger,
which would result in the anticipated benefits of the Merger not being realized partly or wholly in the time frame
currently anticipated or at all; ¢ creation of uniform standards, controls, procedures, policies and information systems;
and  potential unknown liabilities and unforeseen increased expenses, delays or regulatory conditions associated with
the Merger. In addition, prior to the Merger, we operated independently. It is possible that -the integration process also
could result in eenneetion-with-the diversion of our management’ s attention, the disruption or interruption of, or the loss
of momentum in our ongomg busmesses or 1nc0ns1stenc1es in standards, controls, procedures and pohcles, any &ppl-reable

aS50eta h g-steh-actiontrothe ettorts;-which could adversely affect our ablllty to malntaln our business
relatlonshlps or the ablhty to achieve the antlclpated benefits of the Merger . or could otherwise adversely affect our
busmess and 1nancial eeﬁd-rt-reﬁ—eﬂcsulls ef operations-. Our-ability-Stockholders could file lawsuits relating to usenet

S v nent-eredits the Merger Potentlal plalntlffs may file lawsu1ts relatlng to offsetthe

previous-ownership-changes—, if not resolved atry—tradd
outside-efoureontrob, could result in substantial costs an
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NOLs-ore paying any costs assoc1ated w1theash—d-1ﬂdeﬁds—eﬁ—eur
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additional costs and 1ncreased demands upon management asa result of complying with the laws and regulations

affectlng pubhc companles We eurrent—l—y—&ﬂt-telpate—t-h&t—we—\\ll contlnuefetam—future-e&rmﬂgs—fer—t-he—deve}epfﬁeﬁt—&ﬂd

0 3 c 0 atig-as a pubhc company, aﬂd-etlﬂncludlng
costs ass0c1ated w1th pubhc company reportlng obhgatlons under the Exchange Act. Our management is-regtired-team
consists of the executive officers of Legacy Q32 prior to the Merger, some of whom have not previously managed and
operated a public company. These executive officers and other personnel will need to devote substantial time to few
gaining expertise related to public company reporting requirements and compliance initiatives-with applicable laws and
regulations to ensure that we comply with all of such requirements. Any changes we make to comply with these
obligations may not be sufficient to allow us to satisfy our obligations as a public company on a timely basis, or at all.
These reporting requirements, rules and regulations, coupled with the increase in potential litigation exposure associated
with being a public company, could also make it more difficult for us to attract and retain qualified persons to serve on
the board of directors or on board committees or to serve as executive officers, or to obtain certain types of insurance,
including directors’ and officers’ insurance, on acceptable terms. Once we are no longer a smaller reporting company or
otherwise no longer qualify for applicable exemptions, we will be subject to additional laws and regulations affecting
public companies that will increase our costs and the demands on management and could harm our operating results
and cash flows. We are subject to the reporting requirements of the Exchange Act, which requires, among other things,
that we file with the SEC, annual, quarterly and current reports with respect to our business and financial condition as
well as other disclosure and corporate governance praettees-requirements . As a-publie-an emerging growth company, we
Homology took advantage of exemptions from various requirements such as an exemption from the requirement to have
ineutred-and-expeet-our independent auditors attest to eeﬂtrﬂue—te-meur—stgmﬁeaﬂt—}egal—aeeetu&&ng—aﬂd-our internal control
over financial reporting under Section 404 of other—-- the ¢ v he-Sarbanes-
Oxley Act 0of 2002 s-as well as an exemption from the “ say on pay ” votlng requlrements pursuant to the Dodd Frank Wall
Street Reform and Consumer Protection Act of 2010. Homology ceased to qualify as an emerging growth company effective
December 31 . 2023. We qualify as a “ smaller reporting company, ” as such term is defined in Rule 12b- 2 under the
histing-Exchange Act, which allows us to take advantage of many of the same exemptions from disclosure requirements of

FheNasdag-and-, including not being requlred to comply w1th etheﬁ the audltor attestatlon app-l-reab%e—seeurrt—res—ru}es—&ﬂd
fegu-l-&t—iens—rm-pese—v&ﬂeus—uquuununs ot

és&esufe—&nd—gevernaneﬁafaeﬁees—ﬁtrsuaﬁt—te—&ctmn 4()4 of the Sa1banes ()\lu Act e%%@@%—and reduced dlsclosure



obligations regarding executive compensation in this Annual Report on Form 10- K and in er-our Seetion464;-other
periodic reports and proxy statements. Once we are no longer a smaller reporting company or otherwise no longer
qualify for these exemptions, we will be required to furnish-comply with these additional legal and regulatory
requirements applicable to public companies and will incur significant legal, accounting and other expenses to do so. If
we are not able to comply with the requirements in a report-by-timely manner our—- or managementomn-at all, our financial
condition or the market price of our common stock may be harmed. For example, if we identify, or if our independent
auditor identifies deficiencies in our internal control over financial reporting —Fe-achieve-eomphianee-with-Seetion404-withitr
that are deemed to be material weaknesses, we could face addltlonal costs to remedy t-he—those deﬁc1enc1es preseribed
period-, the market price of our stock could decline we-ha 0 6 d ate-otr—- or we could
be subject to sanctions or investigations by the SEC or other regulatory authorltles, which would require additional
financial and management resources. If we fail to maintain proper and effective internal controls, our ability to produce
accurate financial statements on a timely basis could be impaired. Provided we continue to be listed on Nasdaq, we will
be subject to the reporting requirements of the Exchange Act, the Sarbanes- Oxley Act and the rules and regulations of
Nasdaq. The Sarbanes- Oxley Act requires, among other things, that we maintain effective disclosure controls and

procedures and mmnal control ov er lmaneml upoum Tw%:eh—has—beeﬁ—beﬁa—eesﬂ-y—&nd-eha-}}eﬁgmg— We must perform

system d W
éeetlmeﬂt—t-he—&éeqﬁaey—process evaluatlons and testmg ol our mlunal wnllol over mamml 1epmlma ,—eeﬂt-rﬂﬁe—sfeps—to
improve-allow management to report on the effectiveness of our internal eontrel-controls preeesses-over financial
reporting in our Annual Report on Form 10- K filing for that year, as appropriate-required by Section 404 of the
Sarbanes- Oxley Act. As a private company , vatidate-throughtesting-whethersueh-Legacy Q32 was never required to test
its internal controls are-within a specified period. This will require that we incur substantial professional fees and
internal costs to expand our accounting and finance funetioning-functions as-deeumented;-and implement-a-eontinwous-that
we expend significant management efforts. We may experience difficulty in meeting these reporting requirements in a
timely manner. We may discover weaknesses in our system of internal financial and imprevementproeess-for-accounting
controls and procedures that could result in a material misstatement of our financial statements. Our internal control over
financial reporting —Despite-our-efforts;there-is-arisk-that-we-will not prevent or detect all errors and all fraud. A control
system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that the control
system’ s objectives will bc met. Because of the inherent limitations in all control systems, no evaluation of controls can
provide absolute assurance that misstatements due to error or fraud will not occur or that all control issues and
instances of fraud will be detected. If we are not able to eenetude-comply with the requirements of Section 404 of the
Sarbanes- Oxley Act, or if we are unable to maintain proper and effective internal controls, we may not be able to
produce timely and accurate financial statements. If that were to happen, 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.
Legacy Q32 and its independent registered public accounting firm identified a material weakness in our internal control
over financial reporting is-effeetive-, which has been remediated as required-by-Seetion404-of December 31, 2024 . [f we
identify additional ene-er-mere-material weaknesses in the future -it-eould-eatse-tis-to-need-to-restate-otr—- or previousty
issued-otherwise fail to maintain an effective system of internal controls, we may not be able to accurately or timely
report our financial condition or results of operations, which may adversely affect our business and the market price of
our common stock. In preparation of its consolidated financial statements and-resultin-to meet the requirements applicable
to the Merger, Legacy Q32 anand adverse-reaetiotrits independent registered public accounting firm identified a material
weakness in the-its internal control over financial markets-due-to-reporting. A material weakness is a deficiency, toss-of
eonfideneein-the-rehiability-ofour—- or a combination of deficiencies, in internal control over financial reporting, such that
there is a reasonable possibility that a material misstatement of the annual or interim lmaneml statements —T—hefe-e&n—be
no-asstranee-that-we-will not be prevented or detected on a timely basis ab h A 3
Nasdaq-. H-wefat-The material weakness identified related to s&t-rs*f-y—Nasdaq—deﬁcwncnes in Legacy Q32 ] eeﬂt-rnﬁed
controls over complex accounting topics. Specifically, Legacy Q32 s accounting and internal control infrastructure did
not allow for adequate review processes over complex accounting topics due to lack of sufficient personnel. Due to this
material weakness, material errors were identified and corrected in Legacy Q32’ s unaudited condensed consolidated
financial statements for the nine months ended September 30, 2023. We have implemented measures designed to
improve internal controls over financial reporting to remediate the control deficiencies that led to the material weakness,
including strengthening reviews by our finance team and expanding our accounting and finance team to add additional
qualified accounting and finance resources, which includes augmenting our finance team with third party consultants
that possess the required expertise to assist management with its review of complex accounting topics. We implemented
and formally documented improved processes and controls, including process narratives and risk and control matrices,
to appropriately mitigate risks of material misstatement to the financial statements. We implemented enhanced
procedures to make sure all steps are being performed as part of the control procedures to detect any material issues,
and that the correct individuals are assigned as control owners to ensure that an appropriate, sufficient, and
independent review is taking place. Our remediated controls have been operating for a sufficient period of time and we
have concluded, through testing, that these controls are operating effectively and that the material weakness is
remediated as of December 31, 2024. We cannot assure you that the measures we have taken to date, and actions we may
take in the future, will prevent or avoid potential future material weaknesses. In addition, our independent registered
public accounting firm has not performed an evaluation of our internal control over financial reporting in accordance
with the provisions of the Sarbanes- Oxley Act because no such evaluation has been required. Had Legacy Q32 or its




independent registered public accounting firm performed an evaluation of its internal control over financial reporting in
accordance with the provisions of the Sarbanes- Oxley Act, additional material weaknesses may have been identified. If
we are unable to successfully remediate any future material weaknesses in our internal control over financial reporting,
or identify any additional material weaknesses in the future, or otherwise fail to maintain an effective system of internal
controls, the accuracy and timing of our financial reporting may be adversely affected, we may be unable to maintain
compliance with securities law requirements regarding timely filing of periodic reports in addition to applicable stock

exchange listing 1Lquuumnls Nase}aq—mvestors may lose confidence in fake—sfeps—te—éehst—eﬂﬁseeﬁrmes—Sﬂel‘ra—delﬂfmg

or-our financial




