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You should consider carefully the following information about the risks described below, together with the other information
contained in this Annual Report on Form 10- K and in our other public filings, in evaluating our business. If any of the
following risks actually occurs, our business, financial condition, results of operations and future growth prospects would likely
be materially and adversely affected. In these circumstances, the market price and value of our securities eemmen-stoek=would
likely decline. Risks Related to Our Financial Position and Capital Needs We wwilneed-substantial-expect to require additional
capital fer-in the future to eeﬂﬁﬁued— contmue &eve}epmeﬂt—to fund our operatlons and to ﬁnance the further

addi-&eﬂa-l—e&pi-ta{—irﬁhe—fufufe—aﬁd—sueh—e&pﬁal—mlght not be av dlldble to us o favefab-}e-acceptable terms Wheﬂ— or at all.

Failure to obtain any necessary capital could force us to delay, limit or terminate our product development efforts or
cease our operations. At December 31, 2023, we had $ 7. 4 million in cash and cash equivalents and $ 4. 6 million in
current liabilities. In March 2024, we closed a private placement financing for up to $ 185 million in gross proceeds,
including initial upfront gross investment of $ 115. 6 million. Avalo estimates upfront net proceeds of approximately $
105 million after deducting estimated transaction fees and expenses from both the private placement financing and the
acquisition of AlmataBio. The Company could receive an additional $ 69. 4 million of gross proceeds upon the exercise of
warrants issued in the financing. Accordingly, as of the date of this Report, we believe we have sufficient funds to finance
our continuing operations beyond the short term to further advance our product candidates. We may not have sufficient

funds in the 1ntermed1ate term and will llkely ﬁeeded- need to raise additional equwa%enfs—&ﬂd%%—l—mﬂiieﬁ—ua—eﬂrreﬂf

ferﬂa—er—te—ftuﬁher—&d-vaﬂee-dny phase 3 development of our product candidates.As a research and development company,our
operations have consumed substantial amounts of cash since inception.Identifying potential product candidates and conducting
preclinical testing and clinical trials is a time - consuming,expensive and uncertain process that takes years to complete,and we
expect our research and development expenses to increase substantially in connection with our ongoing activities,particularly as
we advance our current product candidates through or into clinical trials.Circumstances may cause us to consume or require
capital more rapidly than we currently anticipate .As an example,our cash position in the past has caused us to prioritize
product candidates for development,out- license certain product candidates and to defer the development of other
candidates .We will need to raise additional funds or otherwise obtain funding through collaborations to complete the
development of any of our product candidates and to continue ;inelading-the-development-ef-our operations lead-eandidate
AVEX—002forthe-treatment-of NEA- Additional fundraising efforts may divert our management from our day - to - day
activities,which may adversely affect our ability to develop and commercialize our product candidates.In addition,we cannot
guarantee that future financing will be available in sufficient amounts or on terms acceptable to us ;ifat, if at all. Furthermore,
our ability to raise capital on a timely basis through the issuance and sale of equity securities might be limited by Nasdaq’ s
listing rules on transactions that do not qualify as “ public offerings ” (as defined in Nasdaq listing rules), which might require us
to obtain stockholder approval prior to the issuance of common stock (or securities convertible into or exercisable for common
stock) ata prlce per shcue that is less than the % Minimum Price *-” 1f the issuance would equdl 20 % or more of our common

progress to the point where we have commelcmlly successful product sales or other revenue suﬁlment to sustain operatlons
Accordingly, we may seek to raise these-needed funds through public or private equity offerings, debt financings, credit
facilities, partnering or other corporate collaborations and licensing arrangements. If adequate funds are not available or are not
available on acceptable terms, our ability to fund our operations, take advantage of opportunities, develop products and
technologies, and otherwise respond to competitive pressures could be significantly delayed or limited, and we might need to
downsize or halt our operations . Our recurring operating losses and negative...... acceptable to us, if at all . If we do not raise
additional capital when required or on acceptable terms, we may need to:  Significantly delay, scale back or discontinue the
development or commercialization of one or more of our product candidates or cease operations altogether; * Seek strategic



alliances for research and development programs at an earlier stage than we would otherwise desire or on terms less favorable
than might otherwise be available; or « Relinquish, or license on unfavorable terms, our rights to technologies or any future
product candidates that we otherwise would seek to develop or commercialize #self-ourself . Our future funding requirements,
both short and long term, will depend on many factors, including: ¢ The initiation, progress, timing, costs and results of
preclinical and clinical studies for our product candidates and any future Preduet-product candidates we may develop ; ® The
level of research and development investment required to develop product candidates; * The rate and level of patient
recruitment into clinical trials; * The timing and amount of milestone payments we are required to make under license
agreements; * Changes in product development plans needed to address any difficulties that may arise in manufacturing,
preclinical activities, clinical trials or commercialization ; - The outcome, timing and cost of seeking and obtaining
regulatory approvals from the FDA and other regulatory authorities, including the potential for such authorities to require that
we perform more studies than currently expected; * The cost to establish, maintain, expand and defend the scope of our
intellectual property portfolio and patent claims , including the amount and timing of any payments we may be required to
make, or that we may receive, in connection with licensing, preparing, filing, prosecuting, defending and enforcing any patents
or other intellectual property rights; * The effect of competing technological and market developments +=Matket-aeceptanee-of
any-approved-produeteandidates—; * The cost and timing of selecting, auditing and potentially validating a manufacturing site for
commercial - scale manufacturing; and * The cost of future commercialization activities including, developing our sales,
marketing . manufacturing and distribution capabilities to accommodate any of our product candidates for which we receive
marketing approval and that we determine to commercialize ourselves or in collaboration with our partners; » Market
acceptance of any approved product candidates; * The effect of competing product and market developments; * The
ability and willingness to enter into new agreements with strategic partners, and the terms of these agreements; and *
The costs of acquiring, licensing or investing in additional businesses, products, product candidates and technologies. We Hnder
our-boanAgreementourbenders-have broad-diseretion-incurred significant net losses in most periods since our inception
and we expect to continue to incur net losses in the future.Investment in biopharmaceutical product development is
highly speculative because it entails substantial upfront capital expenditures and significant risk that any potential
product candidate will fail to demonstrate an adequate effect or acceptable safety profile,gain marketing approval and
become commercially viable.Historically,we have financed our operations primarily through public and private equity
offerings.We incurred a net loss of $ 31.5 million for the year ended December 31, 2022-2023 .As of December 31, 2622
2023 ,we had an accumulated deficit of § 363-335 . 8-1 million.Substantially all of our operating losses have resulted from costs
incurred in connection with our research and development program and from general and administrative costs associated with
our operations.We expect to continue to incur losses in the future and we might never achieve profitability on an annual
basis.We may also encounter unforeseen expenses,difficulties,complications,delays and other unknown factors that may
adversely affect our business.Our futule plohtdblhty will depend n part on the rate of future grow th of our e\penses and-onr

develop our product candldates and our ablllty to vvd&at—qﬁ&h-ﬁes—as—obtam approval of one or more of our product
candidates to generate revenues. Our prior losses and expected future losses have had and will continue to have an
adverse effect on our stockholders’ equity and working capital. We face risks associated with short- term liquid
investments. In March 2024, we closed a Material-Adverse-Change-that-private placement financing for up to $ 185 million
in gross proceeds, including initial upfront gross investment of $ 115. 6 million. Avalo estimates upfront net proceeds of
approximately $ 105 million after deducting estimated transaction fees and expenses from both the private placement
financing and the acqu1s1tlon of AlmataBlo. The Company could receive an addltlonal $ 69 e&use—t-he—}e&n—&metu‘rts-due—te

in :I-ttne—z-e%l—eeﬁfa-rns-money market funds and

intend to mvest inav dnety of a—fﬁfmafwe—&nd—nega-t-we-eeven&ﬂts—short- term investments , including reguired-finanetat
reporting-money market funds , limitations-on-eertain-dispositions-that are intended to preserve principal value and

maintain a high degree of assets-liquidity while providing current income. These types of investments are not insured
against loss of principal and there is no guarantee that investments in these funds will be redeemable at par value. Once
invested , limitations-on-if we cannot liquidate our investments, or redeem the-them ineurrenee-of-additional-debt-at par, we
could incur losses and experience liquidity issues. A decline in other-- the requirements—The Loan-Agreement-also-gives-the
-I:eﬁdefs—t-he—value of our investments or a delay or suspensmn of our right to redeem may have deelare-anrevent-of-default

b a material adverse ehangeimreffect on our

btts'mess,—'me{ud-'mg—a—ehaﬁge—wlﬂﬂeh—lesults of operatlons tn—a—ma-teﬂal—mp&mﬁeﬁt—m—ew or ﬁnanclal condltlon pfespeet—e-f

()Lll ablllty to use eempl-y—wrﬂa—&te—eeve%s—m—t-he—l:o&ﬂ
v our t-he—eeetrffeﬁee-e-ﬁnet operatmg loss carryforwards




amount ol eash—&nd—we—nnght—net—h&ve—gross net operatlng losses (“ NOLs ”) erfor federal and state purposes be—able—te

. As-The NOLs accumulated through the end of 2017 will begin to expire in
2031. Unused NOL:s for the current tax year and prior tax years will carry forward to offset future taxable income, if
any, until such unused losses expire. Unused NOLs generated after December 31, 2622-2017 , eurremaining-aggregate
prineipat-payments-will not expire and may be carried forward indefinitely but will be only deductible to the extent of 80
% of current year taxable income in any given year. In addition, both the deductibility of current and future unused

NOL carryovers may be sub]ect to hmltatlon under Sectlons 382 eu%l:e&nﬁgreement—were%%l%—mﬂhen—%‘e—&re—req&rred

the IRC Sections 382 and 383 of the IRC subject the uture utlllzatlon of NOLs sehedt&ed—payﬁefﬁs—eﬁ—euﬁmdebtedﬂess

depends—en—etu&ne&ﬁerm—and certaln other tax attrlbutes
ves such as sel-l-rng—assets
research and experlmental tax credlts ﬁ%tuﬂng—d%t—ﬁrﬁbt&mmg—&ddﬁ@ﬂ&l-to an annual hmltatlon in the event of

certain ownership changes. In general, an “ ownership change ” is defined as a greater than S0 % change (by value) in
equity eapttal-ownership over a three- year period. Our operating results fluctuate from quarter to quarter and year to
year, making future operating results difficult to predict. Our quarterly and annual operating results historically have
fluctuated and are likely to continue to fluctuate depending on terms-several factors, many of which are beyond our
control. Accordingly, our quarterly and annual results are difficult to predict prior to the end of the quarter or year, and
we may be unable to confirm or adjust expectations with respect to our operating results for a particular period until that

period has closed may-be-onerous-orhighly-ditutive-. [n addition;-the event we provide cash projections etr—- or ability-te
refinanee-ourindebtedness-will-depend-on-the-other guidance, any failure to meet eapital-markets-and-our-finanetal-eonditiont

at-such time-targets or failure to meet the expectations of analysts could adversely impact the market price of our
securities . We—mfght—Therefore, you should not be—able—te—engage—m—rely upon the results of any quarterly ofthese-aetivities
cag 5 i o ot or debt-obligations
annual perlods as 1nd1cat10ns of future operatmg performance Our role as a guarantor of certain obligations assigned to
Aytu exposes us to risk of loss or illiquidity. In connection with the Aytu Divestiture, as defined in the Notes to our Consolidated
Financial Statements, we assigned payment obligations (“ TRIS Obligations ) to Aytu under a supply and distribution
agreement (the “ Karbinal Agreement ”’) with TRIS Pharma Inc . (“ TRIS ), which includes a per- unit royalty make whole
payment for each unit sold under an annual minimum sales commitment through 2025. The total future make- whole payments
to be made by Aytu are unknown as the amount owed to TRIS is dependent on the number of units sold. As a part of the
assignment, we became a guarantor to the TRIS Obligations. If Aytu defaults under the terms of the Karbinal Agreement, we
could be liable as a guarantor for unpaid amounts of the TRIS Obligation. Any amount we would be required to pay under the
TRIS Obligation would limit the amount of cash available for development of our clinical pipeline and may expose us to
significant losses, which would materially and adversely affect our results of operations. We have inetrred-signtfieantnetosses
rmostperiodssittee-no approved commercial products. Our supply and license agreement for our only commercial
pharmaceutical product, Millipred ®, which the Company considered a non- core asset, expired on September 30, 2023.
The product revenue from Millipred ® was not sufficient to provide adequate capital for the continued development of
our product candidates. With no commercial products, our operations are not expected to produce revenues for the
foreseeable future, our— or ineeption-at all, which might harm our ability to obtain additional financing and might
require us to reduce or discontinue our operations. Our ability to increase revenue in the future will depend on
developing and commercializing our current clinical pipeline of product candidates. Identifying, developing, obtaining
regulatory approval and commercializing product candidates are prone to the risks of failure inherent in clinical
development Developlng product candldates is expenswe, and we expect to spend substantial amounts as we fund our
e vestn eat-product development is-highlyspeetlative-beeatise-it
eita nttal-upfront-eapital-expen es-and-sig 8 sk-. We cannot provide any assurance that we will be able to
successfully advance any product candldate through the development process or successfully commercialize any product
candidate, or that any petential-such product candidate wil fa—rl—te—demeﬂstr&te—aﬁ—&dequate—be w1dely accepted in the
marketplace or be more effeet-effective than other or-aceeptable-sa g v
commercially ¥table-available alternatives . Any failure to develop l—l—rsteﬂea-l-ly—we—have—ﬁﬂ&need-etuh or commerclahze a
product candidate in our current clinical pipeline could require us to raise additional financing. We might not collect the
outstanding money owed to us under the Millipred ® transition service agreement. Aytu Bioscience, Inc. (“ Aytu ”)
managed Millipred ® commercial operations pritnarity-until August 31, 2021 pursuant to a transition service agreement
with us, which included managing the third - party logistics provider and providing accounting reporting services. Aytu
collected cash on behalf of Avalo for revenue generated by sales of Millipred ® from the second quarter of 2020 through
publie-the third quarter of 2021 and private-equity-offerings-is obligated to transfer the cash generated by such sales . We
tneurred-In the third quarter of 2021,Avalo finalized its trade and distribution channel to allow it to control third party




distribution and began managing commercial operations at that time.The current transition service agreement allows Aytu to
withhold cash of $ 2;000;600-unti-September30;2022-and-$-1,000,000 until December 1,2024 <Fhe-,at which point,the full
amount is due to Avalo erBeeember152624- Adverse economic conditions or financial difficulties of Aytu could impair its
ability to remit such payments or could cause Aytu to delay such payments.If Aytu were unable to meet its obligations,it could
consider restructuring under the bankruptcy laws,which might make it difficult for us to collect all or a retdess-significant
portion of the cash owed to us by Aytu. Our inability to collect the accounts receivable to our revenues generated by
Millipred ® from Aytu could adversely affect our cash flows, financial condition, and results of operations. As of
December 31, 2023, Aytu owed us approximately $ 440 . 7 million for the year ended December 31,...... and financial
condition and our stock price|. Risks Related to the Discovery and Development of Our Product Candidates If we fail to
completely and successfully integrate the anti- Il- 1 mAb asset that we recently acquired, we may not realize the
anticipated benefits from that acquisition, and our results of operations would be materially and adversely affected.
Further, our near- term focus on AVTX- 009 may negatively impact the planned development of our other product
candidates. In March 2024, we acquired a Phase 2- ready anti- II- 1 mAb, which we refer to as AVTX- 009, through the
acquisition of AlmataBio, Inc. (“ AlmataBio ). We intend for AVTX- 009 to be the Company’ s lead asset. In the near-
term, we plan to progress the asset for the treatment of hidradenitis suppurativa, however we could explore additional
autoimmune indications. While we have experience with anti- inflammatory product candidates and AVTX- 009 is an
anti- inflammatory product candidate, AVTX- 009 is a new product candidate for us for which we have no prior
experience. Our ability to successfully integrate AVTX- 009 into our operations may be more difficult, costly or time-
consuming than we anticipate, or we may not otherwise realize any of the anticipated benefits of this acquisition. Any of
the foregoing could adversely affect our future results of operations or could cause our stock price to decline. If clinical
trials of our product candidates fail to demonstrate safety and efficacy to the satisfaction of regulatory authorities or do not
otherwise produce positive results, we may incur additional costs or experience delays in completing, or ultimately be unable to
complete, the development and commercialization of our product candidates. Before obtaining required approvals from
regulatory authorities for the sale of fatare-product candidates, we alone, or with a partner, must conduct extensive clinical trials
to demonstrate the safety and efficacy of the product candidates in humans. Clinical testing is expensive and difficult to design
and implement, can take many years to complete and is uncertain as to outcome. A failure of one or more clinical trials can
occur at any stage of testing. The outcome of preclinical studies and early clinical trials might not predict the success of later
clinical trials, and interim results of a clinical trial do not necessarily predict final results. A number of companies in the
pharmaceutical and biotechnology industries have suffered significant setbacks in advanced clinical trials due to lack of efficacy
or unacceptable safety profiles, notwithstanding promising results in earlier trials. Our product candidates will require additional
clinical and preclinical development, management of clinical, preclinical and manufacturing activities, regulatory approval in
multiple jurisdictions, obtaining manufacturing supply on our own or from a third party, expansion of our commercial
organization, and substantial investment and significant marketing efforts before we could generate any revenues from sales of
any of those product candidates approved for marketing. We do not know whether the clinical trials we or our partners may
conduct will demonstrate adequate efficacy and safety data resulting in regulatory approval enabling us to market any of our
product candidates in any particular country. If later stage clinical trials do not produce favorable results, ireludingreaching
favorable-resultsinourPhase 2 PEAKFrialof AVIX—002;-our ability to achieve regulatory approval for any of our product
candidates would be adversely impacted, which could cause a sharp decline in our stock price and / or lead to insolvency of the
Company. Our product candidates that we intend to commercialize are in early to mid- stages of development. If we do not
successfully complete preelinteatnonclinical testing and clinical development of our product candidates or experience delays in
doing so, our business may be materially harmed . Qur near- term focus and reliance on AVTX- 009 increases the risk of
such exposure . We have invested a significant portion of our efforts and financial resources in the identification and preclinical
and clinical development of product candidates. Our ability to generate significant product revenues will depend on our ability to
advance our clinical product candidates towards approval and our preclinical product candidates into clinical development. The
outcome of preclinical studies and earlier clinical trials might not predict the success of future clinical trials. Preclinical data and
clinical trial data may be susceptible to varying interpretations and analyses, and many product candidates that performed
satisfactorily in preclinical studies and early clinical trials have nonetheless failed in later clinical development. Our inability to
successfully complete development of any of our product candidates could result in additional costs to us relating to product
development and obtaining marketing approval and impair our ability to generate product revenues and commercialization and
sales milestone payments and royalties on product sales. If we experience delays in clinical testing, we will be delayed in
obtaining regulatory approvals and commercializing our product candidates, our costs may increase and our business may be
harmed. We do not know whether any clinical trials will begin as planned, whether the design will be revised prior to or during
conduct of the study, completed on schedule or conducted at all. Our product development costs will increase if we experience
delays in clinical testing. Significant clinical trial delays also could shorten any periods during which we may have the exclusive
right to commercialize our product candidates or allow our competitors to bring products to market before we do, which would
impair our ability to successfully commercialize our product candidates and may harm our business, results of operations and
prospects. Events which may result in a delay or unsuccessful completion of clinical development include: ¢ Delays in reaching
an agreement with or failure in obtaining authorization from the FDA, other regulatory authorities or institutional review boards
(“IRBs ™) or ethics committees (“ ECs ”’) to commence or amend a clinical trial; * Delays in reaching agreements with the FDA
or other regulatory authorities regarding requisite trial design or endpoints sufficient to establish a clinically meaningful
benefit of our product candidates given there might not be well- established development paths and outcomes; ¢ Inability to
agree with the FDA or other regulatory authorities on operationally viable endpoints or trial design;  Imposition of a clinical
hold or trial termination following an inspection of our clinical trial operations or trial sites by the FDA or other regulatory



authorities, or due to concerns about trial design, or a decision by the FDA, other regulatory authorities, IRBs, ECs or us, or
recommendation by a data safety monitoring board, to place the trial on hold or otherwise suspend or terminate clinical trials at
any time for safety issues or for any other reason; ¢ Delays in reaching agreement on acceptable terms with prospective contract
research organizations (“ CROs ) and clinical trial sites; * Deviations from the trial protocol by clinical trial sites and
investigators, or failing to conduct the trial in accordance with regulatory requirements; * Failure of our third parties, such as
CROs, to satisfy their contractual duties or meet expected deadlines; * Failure to enter into agreements with third parties to
obtain the results of clinical trials;  Delays in the importation and manufacture of clinical supply; ¢ Delays in the testing,
validation and delivery of the clinical supply of the product candidates to the clinical sites; * For clinical trials in selected subject
populations, delays in identification and auditing of central or other laboratories and the transfer and validation of assays or tests
to be used to identify selected subjects; * Delays due to the world- wide shortage of animal testing subjects, including monkeys;
* Delays in recruiting suitable subjects to participate in a trial; « Delays in having subjects complete participation in a trial or
return for post - treatment follow - up; * Delays caused by subjects dropping out of a trial due to side effects or disease
progression; ¢ Delays in adding new investigators and clinical trial sites;  Delays resulting from the-engeing-COVID—15
pandemtie-national or global health or geopolitical situations ; - Withdrawal of clinical trial sites from our clinical trials as a
result of changing standards of care or the ineligibility of a site to participate in our clinical trials; or « Changes in government
regulations or administrative actions or lack of adequate funding to continue the clinical trials. Any inability by us or our
partners to complete clinical development in a timely manner could result in additional costs to us relating to product
development and obtaining marketing approval and impair our ability to generate product revenues and commercialization and
sales milestone payments and royalties on product sales. If we are unable to enroll appropriate subjects in clinical trials or retain
patients in the clinical trials we perform, we will be unable to complete these trials on a timely basis or at all. Identifying and
qualifying subjects to participate in clinical trials of our product candidates, and retaining the subjects once qualified, is critical
to our regulatory success. The timing of our clinical trials depends on the speed at which we can recruit appropriate subjects to
participate in testing our product candidates as well as completion of required follow - up periods. If subjects are unwilling to
participate in our trials, the timeline for recruiting subjects, conducting trials and obtaining marketing approval of potential
products may be delayed. Difficulty or delays in patient recruitment into our trials could result in increased costs, delays in
advancing our product development, delays in testing the effectiveness of our technology or termination of the clinical trials
altogether. Many factors affect subject enrollment, including: « The size and nature of the subject population; * The number and
location of clinical sites we enroll; * The proximity of subjects to clinical sites; * Perceived risks and benefits of the product
candidate under trial; « Competition with other companies for clinical sites or subjects; * The eligibility and exclusion criteria for
the trial; » The design of the clinical trial; « Effeetivenress-of Doctor, patient and publieity—-- public fer-awareness of the
clinical trials; * Inability to obtain and maintain subject consent; ¢ Ability to monitor subjects adequately during and after the
administration of the product candidate and the ability of subjects to comply with the clinical trial requirements; ¢ Risk that
enrolled subjects will drop out or be withdrawn before completion; and ¢ Clinicians’ and subjects’ perceptions as to the potential
advantages of the drug being studied in relation to other available therapies, including any new drugs that may be approved for
the indications we are investigating. We rely on CROs and clinical trial sites to ensure the proper and timely conduct of our
clinical trials, and while we have agreements governing their committed activities, we have limited influence over their actual
performance. If we are unable to enroll sufficient subjects in our clinical trials, if enrollment is slower than we anticipate, or if
our clinical trials require more subjects than we anticipate, our clinical trials may be delayed or might not be completed. If we
experience delays in our clinical trials, the commercial prospects of our product candidates will be harmed. In addition, any
delays in completing our clinical trials will increase our costs, slow down our product candidate development and approval
process and jeopardize our ability to commence product sales and generate revenues. In addition, many of the factors that could
cause a delay in the commencement or completion of clinical trials may also ultlrnately lead to the denral of regulatory approval
of any of our product eandrdates hermore;-beeatse—2 3 W

feﬁe-l-tmea-l—tﬂa-ls—m’v‘e-hﬂﬂg—ﬁrfe-diseases—We may fail to successfully 1dent1fy, in - hcense acquire, develop or comrner01ahze

potential product candidates. The success of our business has in the past and is expected to continue depends-- depend in part
upon our ability to identify and validate new therapeutic targets and identify, develop and commercialize therapeutics, which we
may develop ourselves, in - license or acquire from others. Research programs designed to identify product candidates require
substantial technical, financial and human resources, whether or not any product candidates are ultimately identified. Our
research efforts may initially show promise in identifying potential therapeutic targets or candidates, yet fail to yield product
candidates for clinical development for a number of reasons, including: * Our methodology, including our screening technology,
might not successfully identify medically relevant potential product candidates; « Our competitors may develop alternatives that
render our product candidates obsolete; * We may encounter product manufacturing difficulties that limit yield or produce
undesirable characteristics that increase the cost of goods, cause delays or make the product candidates unmarketable; « Our
product candidates may cause adverse effects in subjects, even after successful initial toxicology studies, or not be tolerable,
which may make the product candidates unmarketable; « Other drugs in the same drug class as our produets— product
candidates could develop unforeseen adverse effects that could negatively impact development, approval and / or future sales



of our product candidates ; * Our product candidates might not be capable of being produced in commercial quantities at an
acceptable cost, or at all; « Our product candidates might not demonstrate a meaningful benefit to subjects; « Our potential
collaboration partners may change their development profiles or plans for potential product candidates or abandon a therapeutic
area or the development of a partnered product candidates ; and » Our reliance on third party clinical trials may cause us to be
denied access to clinical results that may be significant to further clinical development. Additionally, we may focus our efforts
and resources on potential programs or product candidates that ultimately prove to be unsuccessful. If any of these events occur,
we may be forced to abandon our development efforts for a program or programs, which would have a material adverse effect
on our business, operating results and prospects and could potentially cause us to cease operations. Our product candidates may
cause undesirable side effects or have other properties that could delay or prevent their marketing approval, limit the
commercial profile of an approved label, or result in significant negative consequences following any marketing approval.
Undesirable side effects caused by our product candidates in clinical trials could cause us or regulatory authorities to issue a
clinical hold and could result in a more restrictive label or the delay or denial of marketing approval by the FDA or other
regulatory authorities. Results of our trials could reveal a high and unacceptable severity and prevalence of side effects or
unexpected characteristics. Should our clinical stadies-trials of our product candidates reveal undesirable side effects, we could
suspend or terminate our trials or the FDA or other regulatory authorities as well as IRBs or ECs could order us to suspend or
cease clinical trials. The FDA or eemparable-other regulatory authorities could also deny approval of our product candidates for
any or all targeted indications or only for a limited indication or patient population or could require label warnings and / or
precautions, contraindications, including black box warnings, additional wording regarding adverse reactions, post - market
studies, testing and surveillance programs or other conditions including distribution restrictions or other risk management
mechanisms under a risk evaluation and mitigation strategy (“ REMS ”). Drug - related side effects could affect subject
recruitment or the ability of enrolled subjects to complete the trial or result in potential product liability claims. Any of these
occurrences may harm our business, financial condition and prospects significantly. Additionally, if one or more of our product
candidates receives marketing approval, and we or others (regulatory agencies, consumers, etc.) later identify undesirable side
effects caused by such products, a number of potentially significant negative consequences could result, including: * We may
suspend marketing of, or withdraw or recall, such product; « Regulatory authorities may withdraw approvals of such product; ¢
Regulatory authorities may require additional warnings on the label or other label modifications; « Regulatory authorities may
issue safety alerts, Dear Healthcare Provider letters, press releases or other communications containing warnings about such
product; * Regulatory authorities may require the establishment or modification of a REMS or other restrictions on marketing
and distribution, or may require the establishment or modification of a similar strategy that may, for instance, require us to issue
a medication guide outlining the risks of such side effects for distribution to patients or restrict distribution of our products and
impose burdensome implementation requirements on us; * Regulatory authorities may require that we conduct post - marketing
studies; and « We could be sued and held liable for harm caused to subjects or patients. Any of these events could prevent us
from achieving or maintaining market acceptance of the particular product candidate or otherwise materially harm the
commercial prospects for the product candidate, if approved, and could significantly harm our business, financial condition,
results of operations and prospects. Changes in product candidate manufacturing or formulation may result in additional costs or
delay. As product candidates are developed through preclinical studies to late - stage clinical trials towards regulatory approval
and commercialization, it is common that various aspects of the development program, such as manufacturing methods and
formulation, are altered in an effort to optimize processes and results. Such changes carry the risk that they will not achieve
these intended objectives. Any of these changes could cause our product candidates to perform differently and affect the results
of planned clinical trials or other future clinical trials conducted with the optimized materials. Such changes may also require
additional testing, FDA or other regulatory authorities > notification or approval. Similarly, changes in the location of
manufacturing or addition of manufacturing facilities may increase our costs and require additional studies and FDA approval.
This may require us to ensure that the new facility meets all applicable regulatory requirements, is adequately validated and
qualified, and te-conduct additional studies of product candidates manufactured at the new location. Any of the above could
delay completion of clinical trials, require the conduct of bridging clinical trials or the repetition of one or more clinical trials,
increase clinical trial costs, delay regulatory approval of our product candidates and jeopardize our ability to commence product
sales and generate revenue. Biologic products are highly complex and expensive, and if the third- party manufacturers we
contract with are unable to provide quality and timely offerings to our clinical trial sites, our clinical trials might be delayed .
Our product candidates AVTX- 009, AVTX- 002 and AVTX- 008 are biologics . The process of manufacturing biologics
and their components is complex, expensive, highly- regulated and subject to multiple risks. Manufacturing biologics is highly
susceptible to product loss due to contamination, equipment failure, improper installation or operation of equipment, vendor or
operator error, inconsistency in yields, variability in product characteristics and difficulties in scaling the production process.
Even minor deviations from normal manufacturing processes could result in reduced production yields, product defects and
other supply disruptions. Furthermore, the development of biologic products involves a lengthy and expensive process with an
uncertain outcome, which might require us to incur additional unforeseen costs to complete our clinical trials. Although we are
working with third parties to develop reproducible and commercially viable manufacturing processes for our biolegic product
candidates, doing so is a difficult and uncertain task, and there are risks associated with scaling to the level required for
advanced clinical trials or commercialization, including, among others, cost overruns, potential problems with process scale-
out, process reproducibility, stability issues, lot consistency, and timely availability of reagents or raw materials. We may make
changes as we continue to evolve the manufacturing processes for our biologic product candidates for advanced clinical trials
and commercialization, and we cannot be sure that even minor changes in these processes will not cause our product candidates
to perform differently and affect the results of our ongoing clinical trials, future clinical trials, or the performance of the product
once commercialized. In some circumstances, changes in manufacturing operations, including to our protocols, processes,



materials or facilities used, may require us to perform additional preclinical or comparability studies, or to collect additional
clinical data from patients prior to undertaking additional clinical studies or filing for regulatory approval for a product
candidate. These requirements might lead to delays in our clinical development and commercialization plans for our biologic

product candldates —and mlght increase our development costs substantlally —Eveﬁ—rf—we—wefe-ab-}e—te-eeﬁnﬁefetahfe-euf

al-eor A restts perattonts;-and-prospeets- We face substantlal competmon and rapld technological change and the
p0551b111ty that others may discover, develop or commercialize products before or more successfully than us. The biotechnology
and pharmaceutical industries are intensely competitive and subject to rapid and significant technological change. We face
competition with respect to our current product candidates and will face competition with respect to any future product
candidates from major pharmaceutical companies, specialty pharmaceutical companies and biotechnology companies
worldwide. Many of our competitors have significantly greater financial, technical and human resources. Smaller and early -
stage companies may also prove to be significant competitors, particularly through collaborative arrangements with large and
established companies. Our competitors may obtain marketing approval of their products more rapidly than we may or may
obtain patent protection or other intellectual property rights that limit our ability to develop or commercialize our product
candidates. Our competitors may also develop drugs that are more effective, more convenient, more widely used and less costly
or have a better safety profile and better tolerability than our products and these competitors may also be more successful than
us in manufacturing and marketing their products. Our competitors will also compete with us in recruiting and retaining
qualified scientific, management and commercial personnel, establishing clinical trial sites and subject registration for clinical
trials, as well as in acquiring technologies complementary to, or necessary for, our programs. There are now and could be future
numerous approved therapies for treating the conditions our preduets— product candidates seck to address and, consequently,
competition in these markets is intense. Many of these approved drugs are or may become well - established therapies or
products and widely accepted by physicians, patients and third - party payors. Some of these drugs are or may become branded
and subject to patent protection and non - patent regulatory exclusivity, and others are or may become available on a generic
basis. Insurers and other third - party payors may also encourage the use of generic products or specific branded products. We
expect that any of our product candidates, if approved, would be priced at a significant premium over competitive generic,
including branded generic, products, but, any new product that competes with an approved product must demonstrate
compelling advantages in efficacy, convenience, tolerability and safety in order to overcome price competition and te-be
commercially successful. This may make it difficult for us to differentiate ewr-any approved product candidate from currently
approved therapies, which may adversely impact our business strategy. If we are not able to compete effectively against our
current and future competitors, our business will not grow, and our financial condition and operations will suffer. Our products
might not achieve adequate market acceptance among physicians, patients, third - party payors and others in the medical
community necessary for commercial success. Even if our product candidates have or receive marketing approval, they might
not gain adequate market acceptance among physicians, patients and others in the medical community. Our commercial success
also depends on coverage and adequate reimbursement of our product candidates by third - party payors, including government
payors, generally, which may be difficult or time - consuming to obtain, may be limited in scope or might not be obtained in all
jurisdictions in which we may seek to market our products. The degree of market acceptance of any of our approved product
candidates will depend on a number of factors, including: * The efficacy and safety profile of our product candidates, including
relative to marketed products and product candidates in development by third parties; ¢ Prevalence and severity of any side
effects of our product candidates; ¢ Relative convenience and ease of administration of our product candidates; ¢ Cost
effectiveness of our product candidates; * The claims we may make for our product candidates based on the approved label or
any restrictions placed upon our marketing and distribution of our product candidates; « The time it takes for our product
candidates to complete clinical development and receive marketing approval; « How quickly and effectively we alone, or with a
partner, can market, launch, and distribute any of our product candidates that receive marketing approval; * The ability to
commercialize any of our product candidates that receive marketing approval; « The price of our approved produets— product
candidates , including in comparison to branded or generic competitors and relative to alternative treatments; « Potential or
perceived advantages or disadvantages of our approved product candidates over alternative treatments; * The ability to
collaborate with others in the development and commercialization of new products; « Whether coverage and adequate levels of
reimbursement are available under private and governmental health insurance plans, including Medicare; * The ability to
establish, maintain and protect intellectual property rights related to our product candidates; « The entry of generic versions of
any of our approved products onto the market; * The number of products in the same therapeutic class as our product candidates;
* The effect of current and future healthcare laws on our drug candidates; * The ability to secure favorable managed care
formulary positions for our approved product candidates , including federal healthcare program formularies; « The ability to
manufacture commercial quantities of any of our product candidates that receive marketing approval; * Acceptance of any of our
product candidates that receive marketing approval by physicians and other healthcare providers; and ¢ Potential post -
marketing commitments and post- marketing requirements imposed on an approved product candidate by regulatory
authorities, such as patient registries. If any product candidate is approved but does not achieve an adequate level of acceptance




by physicians, hospitals, third - party payors and patients, we might not generate or derive sufficient revenue from that product
candidate and might not become or remain profitable. We may expend our limited resources to pursue a particular product
candidate or indication and fail to capitalize on product candidates or indications that may be more profitable or for which there
is a greater likelihood of success. Qur near- term focus and reliance on AVTX- 009 increases the risk of such exposure.
Given our limited resources, we have prioritized certain product candidates over others at our management’ s discretion. We
have also diseentinted-de- prioritized development of certain product candidates. We continually evaluate our capital
allocation for each product candidate, and, in the future, may de- prioritize or cancel the development of certain product
candidates that-eurrently-appear-inrourmilestone-ehart-. [f the development of our product candidates is unsuccessful or, if
successful but the products do not achieve an adequate level of market acceptance, we may no longer have the ability or
resources to further develop other product candidates. Our resource allocation decisions may cause us to fail to capitalize on
viable commercial products or profitable market opportunities. Our spending on current and future research and development
programs and product candidates for specific indications might not yield any commercially viable products. If we do not
accurately evaluate the commercial potential or target market for a particular product candidate, we may relinquish valuable
rights to that product candidate through collaboration, licensing or other royalty arrangements in cases in which it would have
been more advantageous for us to retain sole development and commercialization rights to such product candidate. Our
intended near- term focus and reliance on AVTX- 009 increases the risk of this exposure. Our intended near- term focus
and reliance on AVTX- 009 exposes us to risk if AVITX- 009 does not perform in clinical trials or receive FDA approval
and market acceptance. We acquired AVTX- 009 in March 2024 and intend to focus our resources in the near- term
primarily on AVTX- 009. Consequently, our future financial condition and results of operations will be primarily
dependent on AVTX- 009. Any setback for or failure of AVTX- 009 during its planned clinical development could cause
material delays in and costs to its further development and commercialization. Any such delays or costs could have a
material adverse effect on our financial condition and results of operations and could require us to raise more capital,
turn to third- party collaborators to continue the development of AVTX- 009 or cease operations. In addition, our near-
term focus on AVTX- 009 may negatively impact the planned development of our other product candidates. While we
believe that we have adequately completed our due diligence on AVTX- 009, drug development is unpredictable and we
could encounter toxicity, safety, adverse reactions or other concerns with AVTX- 009 as we continue its development. We
will need to negotiate clinical trial and clinical supply arrangements with third parties for the development of AVTX-
009. If we experience difficulty in those negotiations, it could delay the development of AVTX- 009 as well as add to the
expected cost of that development. We might not be successful in negotiating such arrangements on acceptable terms or
at all. The development of AVTX- 009 will be subject to all of the risks inherent in drug development that we face with
our current product candidates. There can be no assurances that we will successfully develop AVTX- 009. Risks Related
to Regulatory Approval of Our Product Candidates The marketing approval processes of the FDA and eemparable-other
regulatory authorities are lengthy, time - consuming, costly and inherently unpredictable. Our inability to obtain regulatory
approval for our product candidates would substantially harm our business. The time required to develop and to obtain approval
from regulatory authorities to market a new drug is unique to each product. It typically takes many years in nonclinical and
clinical development and depends upon numerous factors . In addition , regulatory guidance frefir, laws and regulations as
well as interactions with regulatory authoritics may change the course of development —Iraddition-approvalpolietes;
regulations-oer-for a product candidate. Further, the type and amount of preclinical and clinical data necessary to gain
approval may change during the course of a-product eandidate-candidates ~s-ehnteal-development and may vary among
countries. We have not obtained regulatory approval for any product candidate and it is possible that none of our existing
product candidates or any future product candrdate% will ever obtain regulatory approval Mefeever—t-he—subﬁﬁssien—Submlssmn

1ndrcat10m domrg regimen, etc. ) requlres W%teh—eeﬁta-rﬁed—el-rﬁtea-l—&a’éa—me}ude-an application fee. The filing of an NDA or
BLA for any of our product candidates that-de-nethave-OBB-may be delayed due to our lack of financial resources to pay such
user fee. Our product candidates could fail to receive regulatory approval from the FDA or a other eemparable-foreign
regulatory authertty-authorities for many reasons, including: « The FDA or other eemparable-foreign-regulatory authorities
may disagree on the design or conduct of our key Phase 2 and pivetal phase 3 clinical trials, including the overall study design
methodelogy-usedinourtrial{s)-, primary and secondary endpoints, number of patients, statistical analysis plan, or our
proposed product indication. For instance, the FDA may find that the study designs that-we are utilizing in a planned clinical
trial dees-do not support an adequate and well - controlled study ersupportive of approval. The FDA also might not agree with
the proposed wvartous-disease-er-quality of life scales and other evaluation tools that we may use in a clinical trial to assess the
efficacy of a product candidate; « The FDA or other eemparableforetgn-regulatory authorities may disagree with our
development plans, specifically the number of studies and types of studies planned to support approval for each product and
indication; ¢ Our failure to demonstrate to the satisfaction of the FDA or eemparable-other regulatory authorities that a product
candidate is safe and effective for each proposed indication; * Our clinical trials may fail to meet statistical significance required
for a positive study; « We may fail to demonstrate that a product candidate’ s benefits outweigh its risks; « The FDA or other
eomparable-fereigrregulatory authorities may disagree with our interpretation of data from preclinical studies or clinical trials; ©
Data collected from clinical trials of our product candidates may be insufficient to support the submission of a marketing
application, other submission or to obtain marketing approval, and the FDA or other eemparable-feretgrrregulatory authority
may require additional studies to show a product candidate is safe and / or effective; * We may fail to obtain approval of the
manufacturing processes or facilities of third - party manufacturers with whom we contract for clinical and commercial supplies;
or » There may be changes in the-approval-polietes-or-precedence, regulatory guidance, laws and regulations that render our



preclinical and clinical data insufficient for approval. The FDA or other eemparable-fereignregulatory authority may require
more information, including additional preclinical or clinical studies to support approval, which may delay or prevent approval
and our commercialization plans, or we may decide to abandon the development program. This lengthy approval process, as
well as the unpredictability of future clinical trial results, may result in our failing to obtain approval to market our product
candidates, which would significantly harm our business, results of operations and prospects. In addition, even if we were to
obtain approval, regulatory authorities may approve any or all of our product candidates for fewer or more limited indications
than we request, may require that contraindications, warnings or precautions be included in the product labeling, including a
black - box warning, may grant approval with a requirement of post - marketing clinical trials or other post - market
requirements, or post- marketing commitments 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. Any of the foregoing
scenarios could materially harm the commercial prospects for our product candidates. Even if we complete the necessary
clinical trials, we cannot predict when or if we will obtain marketing approval to commercialize a product candidate or the
approval may be for a narrower indication than we expect. We cannot commercialize a product candidate until the appropriate
regulatory authorities have reviewed and approved the product candidate. Even if our product candidates demonstrate safety and
efficacy in clinical trials, regulatory agencies might not complete their review processes in a timely manner, or we might not be
able to obtain marketing approval. Additional delays may result if the FDA or other regulatory authority , or an FDA
Advisory Committee er-otherregilatory-authority-recommends non - approval or restrictions on approval. In addition, we may
experience delays or rejections based upon additional government regulation from future legislation or administrative action, or
changes in regulatory agency policy during the period of product development, clinical trials and the review process. Further,
regulatory agencies may not approve the labeling claims that are necessary or desirable for the successful commercialization of
our product candidates. Regulatory authorities may approve a product candidate for fewer or more limited indications than
requested, may impose significant limitations in the form of narrow indications, warnings, including black - box warnings,
precautions or contra - indications with respect to conditions of use, additional adverse reactions information or may grant
approval subject to the performance of post - marl(eting clinical trials or other post - marketing requirementq including a REMS.
Our drugs, if approved may be required to carry warnings comparable to this and other class - wide warnings. Any of the
foregorng scenarios Could materrally harm the Commercral pro%pect% for our product Candrdates Even 1f we—wefe—to—eb’fa-tﬁ

eeﬁd-i-t—ieﬁ-aﬂd—reﬁﬁ?s—e-ﬁepef&t—ieﬁs—Eveﬁ—rﬁour product Candrdates receive marketrng approval we will still be %ubject to

ongoing regulatory obligations and continued regulatory review, which may result in significant additional expense.
Additionally, our product candidates, if approved, could be subject to labeling and other restrictions and market withdrawal and
we may be subject to administrative sanctions or penalties if we fail to comply with regulatory requirements or experience
unanticipated problems with our products. Even if we obtain marketing approval for a product candidate, we would be subject to
ongoing requirements by the FDA and other regulatory authorities governing the meanufaetare-manufacturing , quality control,
further development, labeling, packaging, storage, distribution, safety surveillance, import, export, advertising, promotion,
recordkeeping and annual reporting of safety and other post - market information. The FDA and other regulatory authorities will
continue to closely monitor the safety profile of any product even after approval. If the FDA or other regulatory authorities
become aware of new safety information after approval of any of our product candidates, they may withdraw approval, require
labeling changes or establishment of a REMS or similar strategy, impose significant restrictions on a product’ s indicated uses or
marketing, or impose ongoing requirements for potentially costly post - approval studies or post - market surveillance. In
addition, any marketing approvals that we obtain for our product candidates may be subject to limitations on the approved
indicated uses for which the product may be marketed or to the conditions of approval or contain requirements for potentially
costly post - marketing testing and other requirements, including Phase 4 clinical trials, imposition of a REMS and surveillance
to monitor the safety and efficacy of the product candidate. In addition, manufacturers of drug products and their facilities,
including contracted facilities, are subject to periodic inspections by the FDA and other regulatory authorities for compliance



with cGMP regulations and standards. If we or a regulatory agency discover previously unknown problems with the facility
where the product is manufactured, we may be subject to reporting obligations and a regulatory agency may impose restrictions
on that product, the manufacturing facility, us, or our suppliers, including requesting recalls or withdrawal of the product from
the market or suspension of manufacturing. If we, our product candidates, our contractors, the manufacturing facilities for our
product candidates or others working on our behalf fail to comply with applicable regulatory requirements, either before or after
marketing approval, a regulatory agency may: ¢ Issue Warning Letters, Untitled Letters, or FDA Form 483s, all of which
document compliance issues identified by the FDA; « Mandate modifications to promotional materials or labeling, or require us
to provide corrective information to healthcare practitioners; « Require us to enter into a consent decree, which can include
imposition of various fines, reimbursements for inspection costs, required due dates for specific actions and penalties for
noncompliance; ¢ Seek an injunction or impose civil or criminal penalties or monetary fines, restitution or disgorgement, as well
as imprisonment; * Suspend or withdraw marketing approval; * Suspend or terminate any ongoing clinical studies; * Refuse to
approve pending applications or supplements to applications filed by us; ¢ Debar us from submitting marketing applications,
exclude us from participation in federal healthcare programs, require a corporate integrity agreement or deferred prosecution
agreements, debar us from government contracts and refuse future orders under existing contracts; * Suspend or impose
restrictions on operations, including restrictions on marketing, distribution or manufacturing of the product, or the imposition of
costly new manufacturing requirements or use of alternative suppliers; or ¢ Seize or detain products, refuse to permit the import
or export of products, or request that we initiate a product recall. The occurrence of any event or penalty described above may
inhibit our ability to continue our development programs, commercialize our products and generate revenue. Advertising and
promotion of any product candidate that obtams approval in the Umted States will be heaV1ly scrutlmzed by the FDA —and the
other federal agencies B h A
state attorneys general —meﬁabefs—eileoﬂgress—and the pubhc Whlle the F DA does not restrict phys1c1ans from prescrlblng
approved drugs for uses outside of the drugs” approved labeling, known as off - label use, pharmaceutical manufacturers are
strictly prohibited from promoting and marketing their products for such uses. Violations, including promotion of products for
off - label uses, are subject to enforcement letters, inquiries, investigations, civil and criminal sanctions by the government,
corporate integrity agreements, deferred prosecution agreements, debarment from government contracts and refusal of future
orders under existing contracts, and exclusion from participation in federal healthcare programs. Additionally, other regulatory
authorities will heavily scrutinize advertising and promotion of any product candidate that obtains approval outside of the
United States. In the United States, engaging in the impermissible promotion of eur-any products for off - label uses can also
subject #s-a company to false claims litigation under federal and state statutes, which can lead to civil and criminal penalties and
fines, debarment from government contracts and refusal of future orders under existing contracts, deferred prosecution
agreements, and corporate integrity agreements with governmental authorities that materially restrict the manner in which a
company promotes or distributes drug products. These false claims statutes include the federal civil False Claims Act, which
allows any individual to bring a lawsuit against a pharmaceutical company on behalf of the federal government alleging
submission of false or fraudulent claims, or causing to present such false or fraudulent claims, for payment by a federal program
such as Medicare or Medicaid. If the government decides to intervene and prevails in the lawsuit, the individual will share in any
fines or settlement funds. If the government does not intervene, the individual may proceed on his or her own. Since 2004, these
False Claims Act lawsuits against pharmaceutical companies have increased significantly in volume and breadth, leading to
several substantial civil and criminal settlements, such as settlements regarding certain sales practices promoting off - label drug
uses involving significant fines. This growth in litigation has increased the risk that a pharmaceutical company will have to
defend a false claim action, pay settlement fines or restitution, agree to comply with burdensome reporting and compliance
obligations, and be excluded from Medicare, Medicaid and other federal and state healthcare programs. If we do not lawfully
promote our approved products, we may become subject to such litigation and, if we do not successfully defend against such
actions, those actions may have a material adverse effect on our business, financial condition, results of operations and
prospects. The FDA” s or other regulatory authorities policies may change, and additional government guidance, laws and
regulations may be enacted that could prevent, limit or delay marketing approval, and the sale and promotion of our product
candidates. 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, which would adversely affect our business, prospects and ability to achieve or sustain profitability. If we are unable to
obtain, or are delayed in obtaining, state regulatory licenses for the distribution of our products, we would not be able to sell our
product candidates in such states. Most Fhe-majority-efstates require manufacturer and / or wholesaler licenses for the sale and
distribution of drugs into that state. The application process is complicated, time consuming, costly and requires dedicated
personnel or a third party to oversee and manage. If we are delayed in obtaining these state licenses, or denied the licenses, even
with FDA approval, we would not be able to sell or ship product into that state which would adversely affect our sales and
revenues. We intend may-in-the-fatare-ehoose-to conduct clinical trials for certain of our product candidates at sites outside the
Umted States and the FDA mlght not accept data from tr1a1s conducted in such 10cat10ns We intend Currently-alt-ofour

; ete ; : to conduct one or more of
our chnlcal trials outside the Umted States. Although the FDA may accept data from clinical trials conducted outside the United
States, acceptance of this data is subject to certain conditions imposed by the FDA. Generally, the patient population for any
clinical trials conducted outside of the United States must be representative of the population for whom we intend to seek
approval in the United States and the data must be applicable to the U. S. population and 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 be dependent upon its determination that the trials also complied with all applicable U. S. laws and regulations.
There can be no assurance that the FDA will accept data from trials conducted outside of the United States. If the FDA does not




accept the data from any of our clinical trials that we determire-decide to conduct outside the United States, it would likely
result in the need for additional trials, which would be costly and time - consuming and delay or permanently halt our
development of the product candidate. Any-In addition, any clinical trials outside of the United States might alse-be subject to
delays and risks surrounding geopolitical events. Our failure to obtain regulatory approval in international jurisdictions would
prevent us from marketing our product candidates outside the United States, which would limit our market opportunities and
adversely affect our business. In order to market and sell our products in other jurisdictions, we must be granted approval and
comply with numerous and varying regulatory requirements. The approval procedure varies among countries and can involve
additional testing. The time required to obtain approval may differ substantially from that required to obtain FDA approval. The
regulatory approval process outside the United States generally includes all of the risks associated with obtaining FDA approval.
In addition, in many countries outside the United States, we must secure product reimbursement approvals before regulatory
authorities will approve the product for sale in that country. Obtaining foreign regulatory approvals and compliance with foreign
regulatory requirements could result in significant delays, difficulties and costs for us and could delay or prevent the
introduction of our products in certain countries. Further, clinical trials conducted in one country might not be accepted by
regulatory authorities in other countries. If we fail to comply with the regulatory requirements in international markets and
receive applicable marketing approvals, our target market will be reduced and our ability to realize the full market potential of
our product candidates will be harmed and our business will be adversely affected. We might not obtain foreign regulatory
approvals on a timely basis, if at all. Approval by the FDA does not ensure approval by regulatory authorities in other countries
or jurisdictions. Approval by one regulatory authority outside the United States does not ensure approval by regulatory
authorities in other countries or jurisdictions or by the FDA. Also, regulatory approval for any of our product candidates may be
withdrawn. The failure to obtain approval in one jurisdiction may negatively impact our ability to obtain approval in another
jurisdiction. Our failure to obtain approval of any of our product candidates by regulatory authorities in another country may
significantly diminish the commercial prospects of that product candidate and our business prospects could decline. Risks
Related to the Commercialization of Our Product Candidates We might not be successful in our efforts to develop and
commercialize our product candidates. Our continued development of our product candidates will be dependent on receiving
positive data that, in our judgment, merits advancing such programs. Even if we are successful in continuing to build and expand
our pipeline, the petertiatl-product candidates that we identify might not be suitable for clinical development and
commercialization, including as a result of being shown to have harmful side effects or other characteristics that indicate that
they are unlikely to be-produets-that-witl-receive marketing approval and achieve market acceptance. Similarly, even if the FDA
accepts our INDs, there is no guarantee that we will be successful in our efforts to advance our product candidates through

v . If we obtain approval to commercialize our
product Candldates out51de of the United States, a variety of rlsks assomated with international operations could materially
adversely affect our business. If any of our product candidates are approved for commercialization, we may enter into
agreements with third parties to market them on a worldwide basis or in more limited geographical regions. We expect that we
would be subject to additional risks related to entering into international business relationships, including: ¢ Different regulatory
requirements for approval , advertising and promotion of drugs in foreign countries; « Challenges enforcing our contractual
and intellectual property rights, especially in those foreign countries that do not respect and protect intellectual property rights to
the same extent as the United States; ¢ Foreign reimbursement, pricing and insurance regimes; * Unexpected changes in tariffs,
trade barriers and regulatory requirements; « Economic weakness, including inflation, or political instability in particular foreign
economies and markets; « Compliance with tax, employment, immigration and labor laws for employees living or traveling
abroad; * Foreign currency fluctuations, which could result in increased operating expenses and reduced revenues, and other
obligations incident to doing business in another country; * Foreign taxes; ¢ Difficulties staffing and managing foreign
operations; « Workforce uncertainty in countries where labor unrest is more common than in the United States; ¢ Potential
liability under the FCPA or comparable foreign regulations; * Production shortages resulting from any events affecting raw
material supply or manufacturing capabilities abroad; and  Business interruptions resulting from geopolitical actions, including
war and terrorism, er-natural disasters , including earthquakes, typhoons, floods and fires , or pandemics . These and other risks
associated with any future international operations could materially adversely affect our ability to attain or maintain profitable
operations. Even if we commercialize any of our product candidates, these products may become subject to unfavorable third -
party coverage and reimbursement policies, healthcare reform initiatives, or pricing regulations, any of which could negatively
impact our business. Our ability to commercialize any preduets— product candidates successfully will depend in part on the
extent to which coverage and adequate reimbursement for these produets— product candidates will be available from
government authorities, private health insurers, health maintenance organizations and other entities. These third - party payors



determine which medications they will cover and establish reimbursement levels, and increasingly attempt to control costs by
limiting coverage and the amount of reimbursement for particular medications. Several third - party payors are-reeuiting
require that-drug companies to provide them with predetermlned dlscounts from hst prlces afe—ustﬂg—and use preferred drug
lists to 1everage greater discounts in competitive classes and- g gs-. In addition, federal
programs impose penalties on drug manufacturers in certain instances, in the form of mandatory additional rebates and / or
discounts, which can be substantial, and could impact our ability to raise commercial prices. We cannot be sure that coverage
and reimbursement will be available for any product candidate that we commercialize and, if coverage is available, what the
level of reimbursement will be. Coverage and reimbursement may impact the demand for, or the price of, any product candidate
for which we obtain marketing approval. If coverage and reimbursement are not available or available only to limited levels, we
might not successfully commercialize any product candidate for which we obtain marketing approval. There may be significant
delays in obtaining coverage and reimbursement for newly approved drugs, and coverage may be more limited than the
purposes for which the drug is approved by the FDA or other regulatory authorities. Moreover, eligibility for coverage and
reimbursement does not imply that a drug will be paid for in all cases or at a rate that covers our costs, including research,
development, manufacture, sale and distribution. Interim reimbursement levels for new drugs, if applicable, may also not be
sufficient to cover our costs and may only be temporary. Reimbursement rates for a drug may vary according to the clinical
setting in which it is used and may be based on reimbursement levels already set for lower cost drugs and may be incorporated
into existing payments for other services. Prices paid for a drug also vary depending on the class of trade. Prices charged to
government customers are subject to price controls and private entities obtain discounts through group purchasing organizations.
Net prices for drugs may be further reduced by mandatory discounts or rebates required by government healthcare programs and
demanded by private payors, and by any future relaxation of laws that presently restrict imports of drugs from countries where
they may be sold at lower prices than in the United States. Our inability to promptly obtain coverage and profitable
reimbursement rates from both government - funded and private payors for any approved products that we develop could have a
material adverse effect on our operating results, our ability to raise capital needed to commercialize product candidates and our
overall financial condition. Moreover, the regulations that govern pricing, coverage and reimbursement for new drug products
abroad vary widely from country to country. Current and future U. S. or foreign legislation may significantly change the pricing,
coverage and reimbursement in ways that could involve additional costs and cause delays in obtaining approvals. Adverse
pricing limitations may hinder our ability to recoup our investment in one or more product candidates even if our product
candidates obtain marketing approval. Product liability lawsuits against us could cause us to incur substantial liabilities and te
limit commercialization of any product candidates that we may develop. We face an inherent risk of product liability exposure
related to the testing of our product candidates in human clinical trials and related to the commercial sale of any approved
products. Product liability claims may be brought against us by subjects enrolled in our clinical trials, patients, healthcare
providers or others using, administering or selling our preduets-erproduct candidates or any approved product . For example,
we may be sued if any product candidate we test or, if approved, sell allegedly causes injury or is found to be otherwise
unsuitable during product testing, manufacturing, marketing or sale. Any such product liability claims may include allegations
of defects in manufacturing, defects in design, a failure to warn of dangers inherent in the product, negligence, strict liability and
a breach of warranties. Claims could also be asserted under state consumer protection acts. If we cannot successfully defend
ourselves against claims that our product candidates or products caused injuries, we could incur substantial liabilities.
Regardless of merit or eventual outcome, liability claims may result in: » Decreased demand for any product candidates or
approved products; « Termination of clinical trial sites or entire trial programs; * Injury to our reputation and significant negative
media attention; « Withdrawal of clinical trial participants; * Significant costs to defend the related litigation; ¢ Substantial
monetary awards to trial subjects or patients; * Loss of revenue; ¢ Product recalls, withdrawals or labeling, marketing or
promotional restrictions; * Diversion of management and scientific resources from our business operations; ¢ The inability to
commercialize any preduets— product candidates that we may develop; and « A decline in our stock price. We currently hold
product and clinical trial liability insurance coverage, but it might not adequately cover all liabilities that we incur. We might not
be able to maintain clinical trial insurance coverage at a reasonable cost or in an amount adequate to satisfy any liability that
may arise. We also maintain insurance coverage for our commercially available products, which might not adequately cover all
liabilities that we may incur. We might not be able to maintain insurance coverage for our product candidates and our approved
products at a reasonable cost or in an amount adequate to satisfy any liability that may arise. Large judgments have been
awarded in class action lawsuits based on drugs that had unanticipated side effects. A product liability claim or series of claims
brought against us, whether or not successful, but particularly if judgments exceed our insurance coverage, could decrease our
cash and adversely affect our reputation and business. If, in the future, we are unable to establish grew-etrown-sales, of
establish-marketing and distribution capabilities or enter into licensing or collaboration agreements for these purposes, we might
not be successful in commercializing our product candidates. We do not currently have a rebust-sales or marketing
infrastructure. To develop our internal sales, distribution and marketing capabilities for sew-product candidates, we will have to
invest significant ameunts-ef-financial and management resources, some of which will be committed prior to any confirmation
that any aew-product candidates will be approved. For product candidates for which we decide to perform sales, marketing and
distribution functions ourselves, we could face a number of additional risks, including: ¢ Our inability to recruit and retain
adequate numbers of effective sales and marketing personnel; ¢ Inability of marketing personnel to develop effective marketing
materials; « The inability of sales personnel to obtain access to physicians or educate adequate numbers of physicians on the
clinical benefits of our products to achieve market acceptance; ¢ The lack of complementary products to be offered by sales
personnel, which may put us at a competitive disadvantage relative to companies with more extensive product lines; ¢ The costs
associated with training sales personnel on legal compliance matters and monitoring their actions; ¢ Liability for sales personnel
failing to comply with applicable legal requirements; and ¢ Unforeseen costs and expenses associated with creating an




independent sales and marketing organization. Where and when appropriate, we may elect to utilize contract sales forces or
strategic partners to assist in the commercialization of our product candidates. If we enter into arrangements with third parties to
perform sales, marketing and distribution services for our products, the resulting revenues or the profitability from these
revenues to us are likely to be lower than if we had sold, marketed and distributed our products ourselves. In addition, we might
not be successful in entering into arrangements with third parties to sell, market and distribute our product candidates or may be
unable to do so on terms that are favorable to us. We likely will have little control over such third parties, and any of these third
parties may fail to devote the necessary resources and attention to sell, market and distribute our products effectively. Such third
parties may also not comply with the applicable regulatory requirements, which could potentially expose us to regulatory and
legal enforcement actions. Risks Related to Our Dependence on Third Parties We rely on third parties to conduct ;-sapervise-and
monitor our clinical trials. The failure of these third parties to successfully carry out their contractual duties or meet expected
deadlines could substantially harm our business because we might not obtain marketing approval for or commercialize our
product candidates in a timely manner or at all. We rely upon third - party CROs to monitor and manage data for our clinical
programs. We rely on these parties for execution of our clinical trials and, while we have agreements governing their activities,
we have limited influence over their actual performance and control only certain aspects of their activities. Nevertheless, we are
responsible for ensuring that each of our studies is conducted in accordance with the applicable protocol, legal, regulatory and
scientific standards, and our reliance on the CROs does not relieve us of our regulatory responsibilities. We, our clinical trial
sites, and our CROs are required to comply with GCP requirements, which are regulations and guidelines enforced by the FDA

that govern clinical trials. Similar requirements are imposed by -the-Competent-Atthorities-of the Member-States-of the

FurepeanEeonomie-Area-and-comparable foreign regulatory authorities for all of our product candidates in clinical
development. Regulatory authorities enforce these GCP requirements through periodic inspections of trial sponsors, principal

investigators and trial sites. If we, any of our CROs or clinical trial sites fail to comply with applicable GCP requirements, the
clinical data generated in our clinical trials may be deemed unreliable and the FDA or other eemparable—foretgn-regulatory
authorities may require us to perform additional clinical trials before approving our marketing applications, if at all. In addition,
we are required to report certain financial interests of our third - party investigators if these relationships exceed certain financial
thresholds or meet other criteria. The FDA or comparable foreign regulatory authorities may question the integrity of the data
from those clinical trials conducted by principal investigators who previously served or currently serve as scientific advisors or
consultants to us from time to time and receive cash compensation in connection with such services or otherwise receive
compensation from us that could be deemed to impact study outcome, proprietary interests in a product candidate, certain
company equity interests, or significant payments of other sorts. We cannot assure you that upon inspection by a given
regulatory authority, such regulatory authority will determine that any of our clinical trials comply with GCP requirements. In
addition, we must conduct our clinical trials with product produced under applicable cGMP requirements for drug
manufacturing . Failure to comply with these regulations may require us to repeat preclinical and clinical trials, which would
delay the marketing approval process. Our CROs and clinical trial sites— site personnel are not our employees, and, except for
remedies available to us under our agreements with such CROs and clinical trial sites, we cannot control whether ersnotthey
devote sufficient time and resources to our ongoing clinical, nonclinical and preclinical programs. These CROs and clinical trial
sites may also have relationships with other commercial entities, including our competitors, for whom they may also be
conducting clinical trials or other drug development activities that could harm our competitive position. If CROs or clinical trial
sites do not successfully carry out their contractual duties or obligations or meet expected deadlines, or if the quality or accuracy
of the clinical data they obtain is compromised due to the failure to adhere to our clinical protocols, regulatory requirements or
for other reasons, our clinical trials may be extended, delayed or terminated and we might not be able to obtain marketing
approval for or successfully commercialize our product candidates or we may be subject to regulatory enforcement actions. As a
result, our results of operations and the commercial prospects for our product candidates would be harmed, our costs could
increase and our ability to generate revenues could be delayed. To the extent we are unable to successfully identify and manage
the performance of third - party service providers in the future, our business may be adversely affected. Switching or adding
CROs involves substantial cost and requires extensive management time and focus. In addition, there is a natural transition
period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our
desired clinical development timelines. Though we carefully manage our relationships with our CROs, there can be no
assurance that we will not encounter similar challenges or delays in the future or that these delays or challenges will not have a
material adverse impact on our business, prospects, financial condition and results of operations. We use third parties to
manufacture all of our product candidates. This may increase the risk that we will not have sufficient clinical or commercial
quantities of our product candidates te-eonduet-our-elinteattriats-or such quantities at an acceptable cost, which could result in
the delay, prevention, or impairment of clinical development and commercialization of our product candidates. We do not own
or operate, and have no plans to establish, any manufacturing facilities for our product candidates. We have limited personnel
with experience in drug manufacturing and we lack the resources and the capabilities to manufacture any of our product
candidates on a clinical or commercial scale. We currently outsource all manufacturing of our product candidates to third parties
typically without any guarantee that there will be sufficient supplies to fulfill our requirements or that we may obtain such
supplies on acceptable terms. Any delays in obtaining adequate supplies with respect to our product candidates may delay the
development or commercialization of our other product candidates. In addition, we do not currently have agreements with all
third - party manufacturers for the long - term commercial supply of our product candidates. We may be unable to enter
agreements for commercial supply with third - party manufacturers, or may be unable to do so on acceptable terms. Even if we
enter into these agreements, the various manufacturers of each product candidate will likely be single source suppliers to us for a
significant period of time. The facilities used by our contract manufacturers to manufacture our product candidates mustmay be
inspected by the FDA after we submit an NDA or BLA and prior to approval thereof . While we are ultimately responsible



for the manufacture of our product candidates, other than through our contractual arrangements, we do not control the
manufacturing process of, and are completely dependent on, our contract manufacturing partners for compliance with cGMP
requirements for manufacture of both active drug substances and finished drug products for clinical supply and eventually for
commercial supply, if we receive regulatory approval. If our contract manufacturers cannot successfully manufacture material
that conforms to our specifications and the strict regulatory requirements of the FDA or other regulatory authorities, we will not
be able to secure and / or maintain regulatory approval for their manufacturing facilities. Failure of our contract manufacturers to
comply with the applicable regulatory requirements may also subject us to regulatory enforcement actions. In addition, other
than through our contractual agreements, we have no control over the ability of our contract manufacturers to maintain adequate
quality control, quality assurance and qualified personnel. If the FDA or other regulatory authorities do not approve these
facilities for the manufacture of our product candidates or if #-withdraws-any-swehapproval is withdrawn in the future, we may
need to find alternative manufacturing facilities, which would significantly impact our ability to develop, obtain marketing
approval for or market our product candidates, if approved. Reliance on third - party manufacturers subjects us to risks that
would not affect us if we manufactured the product candidates ourselves, including: * Reliance on the third parties for regulatory
compliance and quality assurance; ¢ The possible breach of the manufacturing agreements by the third parties because of factors
beyond our control; * The possible misappropriation of our proprietary information, including trade secrets and know - how; °
The possibility of termination or nonrenewal of the agreements by the third parties because of our breach of the manufacturing
agreement or based on our own business priorities; * The disruption and costs associated with changing suppliers, including
additional regulatory filings. * Failure to satisfy our contractual duties or obligations; ¢ Inability to meet our product
specifications and quality requirements consistently; * Delay or inability to procure or expand sufficient manufacturing capacity;
» Manufacturing and / or product quality issues related to manufacturing development and scale - up; ¢ Costs and validation of
new equipment and facilities required for scale - up; ¢ Failure to comply with applicable laws, regulations, guidance and
standards, including cGMP and similar foreign standards; « Deficient or improper record - keeping; * Contractual restrictions on
our ability to engage additional or alternative manufacturers; ¢ Inability to negotiate manufacturing agreements with third parties
under commercially reasonable terms; * Termination or nonrenewal of manufacturing agreements with third parties in a manner
or at a time that is costly or damaging to us; ¢ Reliance on a limited number of sources, and in some cases, single sources for
product components, such that if we are unable to secure a sufficient supply of these product components, we would be unable
to manufacture and sell our product candidates or any future product candidate in a timely fashion, in sufficient quantities or
under acceptable terms; * Lack of qualified backup suppliers for those components that are currently purchased from a sole or
single source supplier; * Lack of access or licenses to proprietary manufacturing methods used by third - party manufacturers to
make our product candidates; ¢ Operations of our third - party manufacturers or suppliers could be disrupted by conditions
unrelated to our business or operations, including the bankruptcy of the manufacturer or supplier or regulatory sanctions related
to the manufacturer; « Carrier and import disruptions or increased costs that are beyond our control; and * Failure to deliver our
products under specified storage conditions and in a timely manner. Our product candidates may compete with other products
and product candidates for access to manufacturing facilities. There are a limited number of manufacturers that operate under
c¢GMP regulations and that are both capable of manufacturing for us and willing to do so. In addition, the manufacture of
biologics requires significant expertise, including the development of advanced manufacturing techniques and process controls.
The process is highly complex and we may encounter difficulties in production. These issues may include difficulties with
production costs, production yields and quality control, including stability of the product candidate. Further, our product
candidates may require new or specialized manufacturing with limited third- party manufacturers available to provide these
services. The occurrence of any of these problems could significantly delay our clinical trials or the commercial availability of
our product candidates. If our existing third - party manufacturers, or the third parties that we engage in the future to
manufacture a product for commercial sale or for our clinical trials, should cease to continue to do so for any reason, we likely
would experience delays in obtaining sufficient quantities of our product candidates for us to advance our clinical trials or to
meet commercial demand while we identify and qualify replacement suppliers. If for any reason we are unable to obtain
adequate supplies of our product candidates or the drug substances used to manufacture them, it will be more difficult for us to
develop and commerecialize our product candidates and compete effectively. Our suppliers are subject to regulatory
requirements covering manufacturing, testing, quality control, manufacturing, and record keeping relating to our product
candidates, and subject to ongoing inspections by the regulatory agencies. Failure by any of our suppliers to comply with
applicable regulations may result in long delays and interruptions to our manufacturing capacity while we seek to secure another
supplier that meets all regulatory requirements, as well as market disruption related to any necessary recalls or other corrective
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commercialization of our product candidates . e might not succeed in establishing and maintaining development
collaborations, which could adversely affect our ability to develop and commercialize product candidates. A part of our strategy
is to enter into product development collaborations in the future, including collaborations with major biotechnology or
pharmaceutical companies for the development or commercialization of our current and future product candidates. We also face
significant competition in seeking appropriate development partners and the negotiation process is time - consuming and
complex. We might not succeed in our efforts to establish development collaborations or other alternative arrangements for any
of our existing or future product candidates and programs because our research and development pipeline may be insufficient,
our product candidates and programs may be deemed to be at too early a stage of development for collaborative effort and / or
third parties might not view our product candidates and programs as having the requisite potential to demonstrate safety and
efficacy. Furthermore, any collaborations that we enter into might not be successful. The success of our development




collaborations will depend heavily on the efforts and activities of our collaborators. Our relationship with any future
collaborations may pose several risks, including the following: ¢ Collaborators have significant discretion in determining the
amount and timing of the efforts and resources that they will apply to these collaborations; * Collaborators might not perform
their obligations as expected; * The nonclinical studies and clinical trials conducted as part of these collaborations might not be
successful; ¢ Collaborators might not pursue development and commercialization of any product candidates that achieve
regulatory approval or may elect not to continue or renew development or commercialization programs based on nonclinical
study or clinical trial results, changes in the collaborators’ strategic focus or available funding or external factors, such as an
acquisition, that divert resources or create competing priorities; « Collaborators may delay nonclinical studies and clinical trials,
provide insufficient funding for nonclinical studies and clinical trials, stop a nonclinical study or clinical trial or abandon a
product candidate, repeat or conduct new nonclinical studies or clinical trials or require a new formulation of a product
candidate for nonclinical studies or clinical trials; « Collaborators could independently develop, or develop with third parties,
products that compete directly or indirectly with our product candidates if the collaborators believe that competitive products are
more likely to be successfully developed or can be commercialized under terms that are more economically attractive than ours;
* Product candidates developed in collaboration with us may be viewed by our collaborators as competitive with their own
product candidates or products, which may cause collaborators to cease to devote resources to the commercialization of our
product candidates; ¢ A collaborator with marketing and distribution rights to one or more of our product candidates that achieve
regulatory approval might not commit sufficient resources to the marketing and distribution of any such product candidate; ¢
Disagreements with collaborators, including disagreements over proprietary rights, contract interpretation or the preferred course
of development of any product candidates, may cause delays or termination of the research, development or commercialization
of such product candidates, may lead to additional responsibilities for us with respect to such product candidates or may result in
litigation or arbitration, any of which would be time consuming and expensive; ¢ Collaborators might not properly maintain or
defend our intellectual property rights or may use our proprietary information in such a way as to invite litigation that could
jeopardize or invalidate our intellectual property or proprietary information or expose us to potential litigation; ¢ Disputes may
arise with respect to the ownership or inventorship of intellectual property developed pursuant to our collaborations; ¢
Collaborators may infringe the intellectual property rights of third parties, which may expose us to litigation and potential
liability; » The terms of our collaboration agreement may restrict us from entering into certain relationships with other third
parties, thereby limiting our eptiens-oppeortunities ; and » Collaborations may be terminated for the convenience of the
collaborator and, if terminated, we could be required to raise additional capital to pursue further development or
commercialization of the applicable product candidates. Even if we are successful in our efforts to establish development
collaborations, the terms that we agree upon might not be favorable to us and we might not be able to maintain such
development collaborations if, for example, development or approval of a product candidate is delayed or sales of an approved
product candidate are disappointing. Any delay in entering into development collaboration agreements related to our product
candidates could delay the development and commercialization of our product candidates and reduce their competitiveness if
they reach the market. Additionally, collaborations with pharmaceutical or biotechnology companies and other third parties
often are terminated or allowed to expire by the other party. Any such termination or expiration would adversely affect us
financially and could harm our business reputation. If we fail to establish and maintain additional development collaborations
related to our product candidates: * The development of certain of our enrrent-er-fature-product candidates may be terminated or
delayed; » Our cash expenditures related to development of certain of our esrrenter-fatare-product candidates would increase
significantly and we may need to seek additional financing, which might not be available on favorable terms, or at all; + We may
be required to hire additional employees or otherwise develop expertise, such as sales and marketing expertise, for Whtelh-which
we have not budgeted; « We would bear all of the risk related to the development of any such product candidates; « We may
have to expend unexpected efforts and funds if we are unable to obtain the results of third - party clinical trials; and * The
competitiveness of any product candidate that is commercialized could be reduced. Risks Related to Intellectual Property As
appropriate, we intend to seek all available periods of regulatory exclusivity for our product candidates. However, there is no
guarantee that we will be granted these periods of regulatory exclusivity or that we will be able to maintain these periods of
exclusivity. The FDA grants product sponsors certain periods of regulatory exclusivity, during which the agency might not
approve, and in certain instances, might not accept, certain marketing applications for competing drugs. For example, product
sponsors may be eligible for five years of exclusivity from the date of approval of a new chemical entity, twelve years of
exclusivity from the date of approval of a biologic, seven years of exclusivity for drugs that are designated to be orphan drugs,
and / or a six - month period of exclusivity added to any existing exclusivity period or patent life for the submission of FDA
requested pediatric data. While we intend to apply for all periods of market exclusivity that we may be eligible for, there is no
guarantee that we will receive all such periods of market exclusivity. Additionally, under certain circumstances, the FDA may
revoke the period of market exc1u51V1ty As aresult, there 1s no guarantee that we erl be able to maintain a perrod of market
exc1u51V1ty, even 1f granted —1n ; y

beneﬁ-ts—asseei&ted—wt&l—pfegrams— If we are unable tO Obtarn or malntaln 1nte11ectual property rlghts or 1f the scope of patent
protection is not sufficiently broad, competitors could develop and commercialize products similar or identical to ours, and we

might not be able to compete effectively in our market. Our success depends in significant part on our and our licensors’,
licensees’ or collaborators’ ability to establish, maintain and protect patents and other intellectual property rights and operate
without infringing the intellectual property rights of others. We have filed numerous patent applications both in the United States
and in foreign jurisdictions to obtain patent rights to inventions we have discovered. We have also licensed from third parties’
rights to patent portfolios. The patent prosecution process is expensive and time - consuming, and we and our current or future



licensors, licensees or collaborators might not be able to prepare, file and prosecute all necessary or desirable patent applications
at a reasonable cost or in a timely manner. It is also possible that we or our licensors, licensees or collaborators will fail to
identify patentable aspects of inventions made in the course of development and commercialization activities before it is too late
to obtain patent protection on them. Moreover, in some circumstances, we might not have the right to control the preparation,
filing and prosecution of patent applications, or to maintain the patents, covering technology that we license from or license to
third parties and are reliant on our licensors, licensees or collaborators. Therefore, these patents and applications might not be
prosecuted and enforced in a manner consistent with the best interests of our business. If our current or future licensors,
licensees or collaborators fail to establish, maintain or protect such patents and other intellectual property rights, such rights may
be reduced or eliminated. If our licensors, licensees or collaborators are not fully cooperative or disagree with us as to the
prosecution, maintenance or enforcement of any patent rights, such patent rights could be compromised. The patent position of
biotechnology and pharmaceutical companies generally is highly uncertain, involves complex legal and factual questions and
has in recent years been the subject of much litigation. As a result, the issuance, scope, validity, enforceability and commercial
value of our and our current or future licensors’, licensees’ or collaborators’ patent rights are highly uncertain. Our and our
licensors’, licensees’ or collaborators’ pending and future patent applications might not result in patents being issued which
protect our technology or products, in whole or in part, or which effectively prevent others from commercializing competitive
technologies and products. The patent examination process may require us or our licensors, licensees or collaborators to narrow
the scope of the claims of our or our licensors’, licensees’ or collaborators’ pending and future patent applications, which may
limit the scope of patent protection that may be obtained. Our and our licensors’, licensees’ or collaborators’ patent applications
cannot be enforced against third parties practicing the technology claimed in such applications unless and until a patent issues
from such applications, and then only to the extent the issued claims cover the technology. Furthermore, given the amount of
time required for the development, testing and regulatory review of new product candidates, patents protecting such candidates
might expire before or shortly after such candidates are commercialized. As a result, our owned and licensed patent portfolio
might not provide us with sufficient rights to exclude others from commercializing products similar or identical to our products.
We expect to seek extensions of patent terms where these are available in any countries where we are prosecuting patents. This
includes in the United States under the Drug Price Competition and Patent Term Restoration Act of 1984, which permits a
patent term extension of up to five years beyond the expiration of the patent. However, the applicable authorities, including the
FDA in the United States, and any equivalent regulatory authority in other countries, might not agree with our assessment of
whether such extensions are available, and may refuse to grant extensions to our patents, or may grant more limited extensions
than we request. If this occurs, our competitors may take advantage of our investment in development and clinical trials by
referencing our clinical and preclinical data and launch their product earlier than might otherwise be the case. If we breach the
license and development agreements related to our product candidates, we could lose the ability to develop and commercialize
our product candidates. Our commercial success depends upon our ability, and the ability of our licensors and collaborators, to
develop, manufacture, market and sell our product candidates and use our and our licensors’ or collaborators’ proprietary
technologies without infringing the proprietary rights of third parties. If we fail to comply with our obligations in the agreements
under which we license intellectual property rights from third parties or otherwise experience disruptions to our business
relationships with our licensors, we could lose the ability to continue the development and commercialization of our product
candidates or face other penalties under these agreements. We are party to the following agreements for our eere-programs: ®
The Lilly License Agreement (related to AVTX- 009); « The Leap Agreement (related to AVTX- 009); - The KKC License
Agreement (related to AVTX- 002); « The Children’ s Hospital of Philadelphia License Agreement (related to AVTX- 002); and
» The SBP License Agreement (related to AVTX- 008). If we fail to comply with the obligations under these agreements,
including payment terms, our licensors may have the right to terminate any of these agreements, in which event we might not be
able to develop, market or sell the relevant product candidate. Such an occurrence could materially adversely affect the value of
the product candidate being developed under any such agreement. Termination of these agreements or reduction or elimination
of our rights under these agreements may result in us having to negotiate new or reinstated agreements, which might not be
available to us on equally favorable terms, or at all, or cause us to lose our rights under these agreements, including our rights to
intellectual property or technology important to our development programs. Any of these occurrences may harm our business,
financial condition and prospects significantly. We may be required to make significant payments in connection with our license
and development agreements. We are party to license and development agreements with various third parties. For example, for
our eere-programs we are party to the Lilly License Agreement, Leap Agreement, KK C License Agreement and the SBP
License Agreement. We may be required to make significant payments in connection with our license and development
agreements including (but not limited to): « Under the Lilly License Agreement, we will incur development costs for AVTX-
009 and are required to make significant payments in connection with the achievement of specified development and
regulatory milestones. Additionally, upon commercialization, we are obligated to pay Lilly sales- based milestones and
royalties; « For AVTX- 009, we are subject to additional sales- based milestones payable to Leap Therapeutics, Inc.; ©
For AVTX- 009, we are subject to additional contingent development milestones payable to the former AlmataBio
stockholders; « Under the KKC License Agreement, we will incur development costs for AVTX- 002 and are required to make
significant payments in connection with the achievement of specified development and regulatory milestones. Additionally,
upon commercialization, we are obligated to pay KKC sales- based milestones and royalties; ¢ In addition to the KKC License
Agreement, for AVTX- 002 we are subject to additional royalties upon commercialization of up to an amount of less than 10 %
of net sales; and ¢ Under the SBP License Agreement, we will incur development costs for AVTX- 008 and are required to
make significant payments in connection with the achievement of specific development and regulatory milestones. Additionally,
upon commercialization, we are obligated to pay Sanford Burnham Prebys sales- based milestone payments and royalties. If the
obligations become due under the terms any of these agreements, we might not have sufficient funds available to meet our



obligations and our development efforts may be negatively impacted. Obtaining and maintaining our patent protection depends
on cornpliance with various procedural, document submission, fee payment and other requirements imposed by governmental
patent agencies, and our patent protection could be reduced or eliminated for non - compliance with these requirements. Periodic
maintenance and annuity fees on any issued patent are due to be paid to the GSPTO;-and-foretgnpatent-agenetesinseverat
stages-over-the-lifetime-of thepatent—The-U. S. Patent and Trademark Office (*“ USPTO ), and foreign patent agenc1es in
several stages over the lifetime of the patent. The USPTO and various foreign governmental patent agencies require
compliance with a-namber-ofprocedural, documentary, fee payment and other similar provisions during the patent application
process. While an inadvertent lapse can often ir-many-eases-be cured by payment of a late fee or by other means in accordance
with the applicable rules, there are situations in which noncompliance can result in abandonment or lapse of the patent or patent
application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. Non - compliance events that could
result in abandonment or lapse of a patent or patent application include failure to respond to official actions within prescribed
time limits, non - payment of fees and failure to properly legalize and submit formal documents. If we or our licensors or
collaborators fail to maintain the patents and patent applications covering our product candidates, our competitors might be able
to enter the market, which would have a material adverse effect on our business. We may become involved in lawsuits to protect
or enforce our intellectual property, which could be expensive, time - consuming and unsuccessful and have a material adverse
effect on the success of our business. Third parties may infringe on our or our licensors’ or collaborators’ patents or
misappropriate or otherwise violate our or our licensors’ or collaborators’ intellectual property rights. In the future, we or our
licensors or collaborators may initiate legal proceedings to enforce or defend our or our licensors’ or collaborators’ intellectual
property rights, to protect our or our licensors’ or collaborators’ trade secrets or to determine the validity or scope of intellectual
property rights we own or control. Also, third parties may initiate legal proceedings against us or our licensors or collaborators to
challenge the validity or scope of intellectual property rights we own or control. The proceedings can be expensive and time -
consuming and many of our or our licensors’ or collaborators’ adversaries in these proceedings may have the ability to dedicate
substantially greater resources to prosecuting these legal actions than we or our licensors or collaborators can. Accordingly,
despite our or our licensors’ or collaborators’ efforts, we or our licensors or collaborators might not prevent third parties from
infringing upon or misappropriating intellectual property rights we own or control, particularly in countries where the laws
might not protect those rights as fully as in the United States. Litigation could result in substantial costs and diversion of
management resources, which could harm our business and financial results. In addition, in an infringement proceeding, a court
may decide that a patent owned by or licensed to us is invalid or unenforceable, or may refuse to stop the other party from using
the technology at issue on the grounds that we or our licensors’ or collaborators’ patents do not cover the technology in
question. An adverse result in any litigation proceeding could put one or more of our or our licensors’ or collaborators’ patents
at risk of being invalidated, held unenforceable or interpreted narrowly. Third party pre - issuance submission of prior art to the
USPTO, or opposition, derivation, reexamination, inter partes review or interference proceedings, or other pre - issuance or post
- grant proceedings in the United States or other jurisdictions provoked by third parties or brought by us or our licensors or
collaborators may be necessary to determine the priority of inventions with respect to our or our licensors’ or collaborators’
patents or patent applications. An unfavorable outcome could require us or our licensors or collaborators to cease using the
related technology and commercializing our product candidates, or to attempt to license rights to it from the prevailing party.
Our business could be harmed if the prevailing party does not offer us or our licensors or collaborators a license on
commercially reasonable terms or at all. Even if we or our licensors or collaborators obtain a license, it may be non - exclusive,
thereby giving our competitors access to the same technologies licensed to us or our licensors or collaborators. In addition, if the
breadth or strength of protection provided by our or our licensors’ or collaborators’ patents and patent applications is threatened,
it could dissuade companies from collaborating with us to license, develop or commercialize current or future product
candidates. Even if we successfully defend such litigation or proceeding, we may incur substantial costs and it may distract our
management and other employees. We could be found liable for monetary damages, including treble damages and attorneys’
fees if we are found to have willfully infringed a patent. Furthermore, because of the substantial amount of discovery required in
connection with intellectual property litigation, there is a risk that some of our confidential information could be compromised
by disclosure during this type of litigation. There could also be public announcements of the results of hearings, motions or
other interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it could have
a material adverse effect on the price of our warrants or shares of our common stock. Our inability to protect our confidential
information and trade secrets would harm our business and competitive position. In addition to seeking patents for some of our
technology and products, we also rely on trade secrets, including unpatented know - how, technology and other proprietary
information, to maintain our competitive position. Though we seek to protect these trade secrets, in part, by entering into non -
disclosure and confidentiality agreements with parties who have access to them, such as our employees, corporate collaborators,
outside scientific collaborators, contract manufacturers, consultants, advisors and other third parties, as well as by entering into
confidentiality and invention or patent assignment agreements with our employees and consultants, any of these parties may
breach the agreements and disclose our proprietary information, including our trade secrets, and we might not be able to obtain
adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is
difficult, expensive and time - consuming, and the outcome is unpredictable. In addition, some courts both within and outside
the United States may be less willing or unwilling to protect trade secrets. If a competitor lawfully and without breach of a
confidentiality obligation obtained or independently developed any of our trade secrets, we would have no right to prevent such
competitor from using that technology or information to compete with us, which could harm our competitive position. Changes
in patent law could diminish the value of patents in general, thereby impairing our ability to protect our product candidates. As is
the case with other biotechnology and pharmaceutical companies, our success is heavily dependent on intellectual property,
particularly patents. Obtaining and enforcing patents in the biopharmaceutical industry involves technological and legal



complexity, and obtaining and enforcing biopharmaceutical patents is costly, time - consuming, and inherently uncertain. The
United States Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection
available in certain circumstances or weakening the rights of patent owners in certain situations. In addition to increasing
uncertainty with regard to our and our licensors’ or collaborators’ ability to obtain patents in the future, this combination of
events has created uncertainty with respect to the value of patents, once obtained. Depending on decisions by Congress, the
federal courts, and the USPTO, the laws and regulations governing patents could change in unpredictable ways that would
weaken our and our licensors’ or collaborators’ ability to obtain new patents or to enforce existing patents and patents we and
our licensors or collaborators may obtain in the future. Patent reform legislation could increase the uncertainties and costs
surrounding the prosecution of our and our licensors’ or collaborators’ patent applications and the enforcement or defense of our
or our licensors’ or collaborators’ issued patents. In addition, the America Invents Act includes the first - to = file provisions,
which increases the uncertainties and costs surrounding the prosecution of our or our licensors’ or collaborators’ patent
applications and the enforcement or defense of our or our licensors’ or collaborators’ issued patents. Future changes in patent
law could have a material adverse effect on our business and financial condition. We might not be able to protect our intellectual
property rights throughout the world. Filing, prosecuting, enforcing and defending patents on product candidates in all countries
throughout the world would be prohibitively expensive, and our or our licensors’ or collaborators’ intellectual property rights in
some countries outside the United States can be less extensive than those in the United States. In addition, the laws of some
foreign countries do not protect intellectual property rights to the same extent as federal and state laws in the United States.
Consequently, we and our licensors or collaborators might not be able to prevent third parties from practicing our and our
licensors’ or collaborators’ inventions in all countries outside the United States, or from selling or importing products made
using our and our licensors’ or collaborators’ inventions in and into the United States or other jurisdictions. Competitors may
use our and our licensors’ or collaborators’ technologies in jurisdictions where we or our licensors or collaborators have not
obtained patent protection to develop their own products and further, may export otherwise infringing products to territories
where we and our licensors or collaborators have patent protection, but enforcement is not as strong as that in the United States.
These products may compete with our product candidates and our and our licensors’ or collaborators’ patents or other
intellectual property rights might not be effective or sufficient to prevent them from competing. Many companies have
encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal
systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents and other
intellectual property protection, particularly those relating to biopharmaceuticals, which could make it difficult for us and our
licensors or collaborators to stop the infringement of our and our licensors’ or collaborators’ patents or marketing of competing
products in violation of our and our licensors’ or collaborators’ proprietary rights generally. Proceedings to enforce our and our
licensors’ or collaborators’ patent rights in foreign jurisdictions could result in substantial costs and divert our and our licensors’
or collaborators’ efforts and attention from other aspects of our business, could put our and our licensors’ or collaborators’
patents at risk of being invalidated or interpreted narrowly and our and our licensors’ or collaborators’ patent applications at risk
of not issuing and could provoke third parties to assert claims against us or our licensors or collaborators. We or our licensors or
collaborators might not prevail in any lawsuits that we or our licensors or collaborators initiate and the damages or other
remedies awarded, if any, might not be commercially meaningful. The requirements for patentability may differ in certain
countries, particularly developing countries. For example, unlike other countries, China has a heightened requirement for
patentability, and specifically requires a detailed description of medical uses of a claimed drug. Furthermore, generic or
biosimilar drug manufacturers or other competitors may challenge the scope, validity or enforceability of our or our licensors’ or
collaborators’ patents, requiring us or our licensors or collaborators to engage in complex, lengthy and costly litigation or other
proceedings. Generic or biosimilar drug manufacturers may develop, seek approval for, and launch biosimilar versions of our
products. Certain countries, including India and China, have compulsory licensing laws under which a patent owner may be
compelled to grant licenses to third parties. In those countries, we and our licensors or collaborators may have limited remedies
if patents are infringed or if we or our licensors or collaborators are compelled to grant a license to a third party, which could
materially diminish the value of those patents. This could limit our potential revenue opportunities. Accordingly, our and our
licensors’ or collaborators’ efforts to enforce intellectual property rights around the world may be inadequate to obtain a
significant commercial advantage from the intellectual property that we own or license. Risks Related to Legal Compliance
Ongoing changes to healthcare laws and regulations may increase the difficulty of and eest-costs associated with
commercializing our products and may affect the prices we are paid for those products. The Healthcare sector is heavily
regulated in the United States and abroad . New sandsew-laws, regulations, judicial decisions and / or payment and coverage
policies — or new interpretations of such laws, regulations, decisions or policies — could negatively impact our business,
operations, and financial condition. The United States federal government, state governments, and foreign governments have
shown significant and increasing interest in cost- containment initiatives intended to limit the growth of healthcare costs,
including without limitation price controls, restrictions on reimbursement, requirements for substitution of generic products for
branded prescription drugs, prior authorization requirements, and increased copays and cost shares for beneficiaries. The Patient
Protection and Affordable Care Act increased federal oversight of private health insurance plans and included a number of
provisions designed to reduce Medicare expenditures and the cost of health care generally, to reduce fraud, waste, abuse and to
provide access to increased health coverage. Since its enactment, there have been numerous legal challenges and Congressional
actions to repeal and replace provisions of the Affordable Care Act that have resulted in profound changes to the law, and efforts
to reform the ACA and healthcare sector are ongoing. For example, the Affordable Care Act’ s “ individual mandate ” was
repealed in 2019. Fhe-In addition, the former president Trump ’ s administration took executive actions to delay
implementation of portions of the Affordable Care Act. The Biden administration has stgnaled-thatit-ptans-to-buitd-built on the
Affordable Care Act and has worked to expand the number of people who are presently—cligible for subsidies under the law.



Also, on January 28, 2021, President Biden issued an Executive Order directing federal agencies to reconsider rules and other
policies that limit Americans’ access to health care and to consider actions that will protect and strengthen that access. The
executive order also instructed certain governmental agencies to review and reconsider their existing policies and rules
limiting access to healthcare, including without limitation reexamining Medicaid demonstration projects and waiver
programs that include work requirements and policies that create unnecessary barriers to obtaining access to health
insurance coverage through Medicaid or the ACA. The implementation of the ACA is ongoing, and the law appears
likely to continue the downward pressure on pharmaceutical pricing, especially under the Medicare program. Litigation
and legislation related to the ACA are likely to continue, with unpredictable and uncertain results. We expect further
reform to the Affordable Care Act, to the Medicare and Medicaid programs and other state and federal healthcare programs, and
to the regulation of the healthcare sector generally. Some of these changes could have a material adverse effect on our business
and operations. Ongoing and future healthcare reform measures may result, for instance, in more rigorous clinical coverage
criteria limiting when our product (s) may be covered and in additional downward pressure on the price that we receive for our
product and product candidates, if approved, and could harm our future revenues. Significant uncertainty exists as to the
coverage and reimbursement status of products approved by the FDA and other government authorities. Sales of
products approved for marketing in the United States by the FDA will depend, in part, on the extent to which products
are covered by third- party payors, including government health programs in the United States such as Medicare and
Medicaid, commercial health insurers and managed care organizations. The process for determining whether a payor
will provide coverage for a product may be separate from the process for setting the price or reimbursement rate that
the payor will pay for the product once coverage is approved. Third- party payors may limit coverage to specific
products on an approved list, or formulary, which might not include all of the approved products for a particular
indication. Additionally, the containment of healthcare costs has become a priority of federal and state governments, and
the prices of drugs have been a focus in this effort. The U. S. government, state legislatures and foreign governments
have shown significant interest in implementing cost- containment programs, including price controls, restrictions on
reimbursement and requirements for substitution of generic products. Adoption of price controls and cost- containment
measures, and adoption of more restrictive policies in jurisdictions with existing controls and measures, could further
limit our net revenue and results. In order to secure coverage and reimbursement for any product that might be
approved for sale, a company may need to conduct expensive pharmacoeconomic studies in order to demonstrate the
medical necessity and cost- effectiveness of the product, which are separate and apart from the costs required to obtain
FDA or other comparable regulatory approvals based on the product’ s safety and effectiveness. A payor’ s decision to
provide coverage for a product does not imply that an adequate reimbursement rate will be approved. Third- party
reimbursement may not be sufficient to maintain price levels high enough to realize an appropriate return on investment
in product development. In Europe and other countries outside of the United States, pricing and reimbursement schemes
vary widely from country to country. Some countries provide that drug products may be marketed only after a
reimbursement price has been agreed to. Some countries may require the completion of additional studies that compare
the cost- effectiveness of a particular product candidate to currently available therapies. In some countries, cross- border
imports from low- priced markets exert competitive pressure that may reduce pricing within a country. Any country
that has price controls or reimbursement limitations for drug products may not allow favorable reimbursement and
pricing arrangements. As stated above, the prices of prescription drugs have been the subject of considerable debate and
regulation in the United States and abroad. Recent years have seen several U. S. congressional inquiries into prescription drug
pricing, as well as proposed and enacted state and federal legislation designed to, among other things, bring more transparency
to drug pricing, review the relationship between pricing and manufacturer patient programs, reduce the costs of drugs under
Medicare, and reform government program reimbursement methodologies for drugs and related products. Legislative efforts at
cost containment in healthcare programs are ongoing. For example, President Biden signed an Executive Order on July 9,
2021, affirming the administration’ s policy to (i) support legislative reforms that would lower the prices of prescription
drug and biologics, including by allowing Medicare to negotiate drug prices, by imposing inflation caps, and, by
supporting the development and market entry of lower- cost generic drugs and biosimilars; and (ii) support the
enactment of a public health insurance option. Among other things, the Executive Order also directs HHS to provide a
report on actions to combat excessive pricing of prescription drugs, enhance the domestic drug supply chain, reduce the
price that the Federal government pays for drugs, and address price gouging in the industry; and directs the FDA to
work with states and Indian Tribes that propose to develop section 804 Importation Programs in accordance with the
Medicare Prescription Drug, Improvement, and Modernization Act of 2003, and the FDA’ s implementing regulations.
In addition, individual states in the United States have also increasingly passed legislation and implemented regulations
designed to control pharmaceutical product pricing, including price or patient reimbursement constraints, discounts,
restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases,
desngned to encourage importation from other countries and bulk purchasing. On August 16, 2022 the Inflation Reduction
Act of 2022 ineludes-severatprovistons-was passed, which among other things, allows CMS to tewerpreseription-negotiate
prices for certain single- source drugs and biologics reimbursed under Medicare Part B and Part D, beginning in 2026
with ten high- cost drugs paid for by Medicare Part D, followed by 15 Part D drugs in 2027, 15 Part B or Part D drugs in
2028, and 20 Part B or Part D drugs in 2029 and beyond. The legislation subjects drug eestsmanufacturers to civil
monetary penalties and a potential excise tax for failing to comply with the legislation by offering a price that is not equal
to or less than the negotiated “ maximum fair price ” under the law or for taking price increases that exceed inflation.
The legislation also caps Mecdicare patients-and-reduee-beneficiaries’ annual out- of- pocket drug spending-by-expenses at $
2, 000. The effect of Inflation Reduction Act of 2022 on our business and the federal-governmenthealthcare industry in



general is not yet known . Future legislation and regulation may result in further changes in Medicare and other healthcare
funding and otherwise affect the prices we may obtain for any of our product candidates for which we may obtain regulatory
approval or the frequency with which any such product candidate is prescribed or used. Any reduction in reimbursement from
Medicare, Medicaid, or other government programs may result in a similar reduction in payments from private payers. The
implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue,
attain and maintain profitability of our product and product candidates, if approved. At the state level, individual states are
increasingly aggressive in passing legislation and implementing regulations designed to control pharmaceutical and biological
product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access and
marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from other
countries and bulk purchasing. In addition, regional health care authorities and individual hospitals are increasingly using
bidding procedures to determine what pharmaceutical products and which suppliers will be included in their prescription drug
formularies and other health care programs. These measures could reduce the ultimate demand for our product candidates and
potential-produets-, if approved, and / or may constrain the prices that we are able to charge for such products. We expect that
state and federal healthcare program reform measures will be ongoing, any of which could limit the amounts that we receive for
our preduets— product candidates and-serviees-or-, result in reduced demand for our product erpreduetcandidates , if
approved . Our relationships with commercial and government customers, healthcare providers, third- party payors, and others
are subject to applicable anti- kickback, fraud and abuse, transparency and other healthcare related laws, regulations and
requirements, which could expose us to criminal and civil liability, exclusion from participation in federal healthcare programs,
contractual damages and consequences reputatronal harm admrnrstratrve burdens and d11n1n1shed proﬁts and future earnrngs

fedefa-l—Federal and state health care fraud and abuse laws and regulatlons —’Phese—}aws—a-}se—apply to the healthcare provrders
and third- party payors who play a primary role in the recommendation and prescription of drug eur-eommereialty—available
products. These laws constrain the business or financial arrangements and relationships through which we would market, sell,
and distribute our preduets— product candidates and will impact, among other things, any of our prepesed-future sales,
marketing and educational programs. There are also laws, regulations, and requirements applicable to the award and
performance of federal grants and contracts . Our business operations and any current or future arrangements with third-
party payors, healthcare providers and physicians may expose us to broadly applicable fraud and abuse and other
healthcare laws and regulations that may constrain the business or financial arrangements and relationships through
which we develop, market, sell and distribute any drugs for which we obtain marketing approval. In the United States,
these laws include, without limitation, state and federal anti- kickback, false claims, physician transparency, and patient
data privacy and security laws and regulations, including but not limited to those described below . Actions resulting in
violations of these laws regulations and requirements may result in civil and criminal liability, damages and restitution, as well
as exclusion from participation in federal healthcare programs, corporate integrity agreements, deferred prosecution agreements,
debarment from government contracts and grants and refusal of future orders under existing contracts or contractual damages,
reputational damage, and other consequences. Restrictions under applicable federal and state healthcare related laws and
regulations include but are not limited to the following: * The federal Anti- Kickback Statute, which prohibits any person from,
among other things, knowingly and willfully soliciting, offering, receiving or providing anything of value, directly or indirectly,
overtly or covertly, in cash or in kind, to induce or reward, or in return for, the referral of an individual for the furnishing or
arranging for the furnishing, or the purchase, lease or order, or arranging for or recommending purchase, lease or order, of any
good or service for which payment may be made under a federal healthcare program; « The Veterans Health Care Act, which
requires manufacturers of covered drugs to offer them for sale on the Federal Supply Schedule and requires compliance with
applicable federal procurement laws and regulations; ¢ The civil monetary penalties statute, which imposes penalties against any
person or entity who, among other things, is determined to have presented or caused to be presented a claim to a federal health
program that the person knows or should know is for an item or service that was not provided as claimed or is false or
fraudulent; ¢ The false claims act, which imposes liability and significant civil penalties on any person who submits or causes to
be submitted a claim to the federal government that he or she knows (or should know) is false; ¢ Federal transparency laws,
including the federal Physician Sunshine Act (PSA), which requires manufacturers of drugs, devices, biologics and medical
supplies for which payment is available under Medicare, Medicaid or the Children’ s Health Insurance Program (with certain
exceptions) to report annually to the Centers for Medicare and Medicaid Services (CMS), information related to payments or
other “ transfers of value ” made to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors)
and teaching hospitals, and requires applicable manufacturers and applicable group purchasing organizations to report annually
to CMS ownership and investment interests held by physicians (as defined above) and their immediate family members; and ¢
Analogous or similar state, federal, and foreign laws, regulations, and requirements which may apply to sales or marketing
arrangements and claims involving healthcare items or services reimbursed by non- governmental third party payors, including
private insurers; state and foreign laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the applicable compliance guidance promulgated by the federal government or otherwise
restrict payments that may be made to healthcare providers; state and foreign laws that require drug manufacturers to report
information related to payments and other transfers of value to physicians and other healthcare providers or marketing
expenditures; laws, regulations, and requirements applicable to the award and performance of federal contracts and grants and
state, federal and foreign laws that govern the privacy and security of health and other information in certain circumstances,
many of which differ from each other in significant ways and often are not preempted by federal law, thus complicating
compliance efforts. Efferts-The laws and regulations applicable to ensure-that-our business atrangentents-are complex,
changing and often subject to varying interpretations. As a result, we may not be able to adhere to all applicable laws



and regulations. Any violation or alleged violation of any of these laws or regulations by us could have a material adverse
effect on our business, financial condition, cash flows and results of operations. We may be a party to various lawsuits,
demands, claims, qui tam suits, third- party complaints to the FDA, government investigations and audits, of which any
could result in, among other things, substantial financial penalties or awards against us, reputational harm, termination
of relationships or contracts related to our business, mandated refunds, substantial payments made by us, required
changes to our business practices, exclusion from future participation in Medicare and other healthcare programs and

pOSSlble criminal penaltles. Comphance with these fhﬂd—p&mes—wﬂl—eefﬂpﬁ—w&t-}r&mvheab}e—healthmre laws and regulatlom
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requirements that-may-apply-to-us-, we-it may be subject to significant civil, criminal and administrative penalties, damages,
fines, imprisonment, restitution exclusion from government funded healthcare programs, corporate integrity agreements,
deferred prosecution agreements, debarment from government contracts and grants and refusal of future orders under existing
contracts contractual damages, the curtallment or restructurmg of our operatlons and other consequences I—Paﬁy—e-ﬂt-he

we may receive or f01 Wthh we may apply is subject to fedelal apploprlatlons law. Such grant funding may also be Wlthdrawn
or denied due to a violation of the above laws and / or for other reasons. Failure to obtain or maintain orphan product...... the
trading price of our stock. Risks Related to Employee Matters and Managing Our Growth If we fail to attract and keep
management and other key personnel, as well as our board members, we may be unable to develop our product candidates or
otherwise implement our business plan. Our success will depend on the retention of our directors and members of our
management and leadership team including Dr. Garry A. Neil, Chief Executive Officer and Chairman of the Board, Christopher
Sullivan, Chief Financial Officer, Lisa Hegg Ph. D., Senior Vice President of Program Management, Corporate Infrastructure,
and Clinical Operations, Colleen Matkowski, Senior Vice President of Global Regulatory Affairs and Quality Assurance, and
Dino Miano, Senior Vice President, CMC and Technical Operations, and on our ability to continue to attract and retain highly
skilled and qualified personnel. We might face challenges to employee retention and attraction due to our reliance and
intended focus on AVTX- 009. In addition, Fremfrom time to time, there may be changes to our executive management team
resulting from the hiring or departure of other executives, Wthh could dmupt our business. For example * our executive
management changed mnF ebruary 2022 ; ; ; v ;
.
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could have a serious adverse effect on our business. To continue to execute our business strategy, we must be able to attract and
retain highly skilled personnel. We might not be able to attract or retain qualified management and other key personnel in the
future due to the intense competition for qualified personnel among biotechnology, pharmaceutical and other businesses. Our
intended reliance on AVTX- 009 might make the attraction of personnel who may be concerned with employment
exposure due to one principal product candidate more difficult. Additionally, our lack of experience with indications in
dermatology might also make the attraction of personnel more difficult. Our industry has experienced a high rate of
turnover of management personnel in recent years. As such, we could have difficulty attracting experienced personnel to our
company and may be required to expend significant financial resources in our employee recruitment and retention efforts . In
addition, our limited financial resources may hinder our ability to attract and retain competent personnel . Many of the
other 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 have. They also may provide more diverse
opportunities and better chances for career advancement. Some of these characteristics may be more appealing to high quality
candidates than that which we have to offer. If we are not able to attract and retain the necessary personnel to accomplish our
business objectives, we may experience constraints that will impede significantly our ability to implement our business strategy
and achieve our business objectives. There can be no assurance that we will retain the services of any of our directors, officers or
employees, or attract or retain additional senior managers or skilled employees when and as needed. Furthermore, we do not
intend to carry key man insurance with respect to any of such individuals. We may encounter difficulties in managing our
growth , including the focus on AVTX- 009 and the resources necessary for its development, and expanding our operations
successfully . In March 2024, we acquired AVTX- 009 and intend to focus our business primarily on AVTX- 009 in the
near future at least. While we have experience with anti- inflammatory product candidates and AVTX- 009 is an anti-
inflammatory product candidate, we only have recently begun incorporating it into our operations. This could pose
challenges to us in developing AVTX- 009. In addition, our focus on AVTX- 009 could negatively impact the planned
development of our other product candidates . As we seek to advance our product candidates through clinical trials, we will
need to expand our development, regulatory, manufacturing, administrative, marketing and sales capabilities or contract with
third parties to provide these capabilities for us . Considering the recent acquisition of AVTX- 009 and our intended focus
in at least the near- term on the progression of a phase 2 trial of AVTX- 009 in hidradenitis suppurativa and potentially
other autoimmune indications, we will need to increase our research and development infrastructure . As our operations
expand, we expect that we will need to manage additional relationships with various strategic partners, suppliers and other third
parties. Any future growth will impose significant added responsibilities on members of management. Our future financial
performance and our ability to commercialize our product candidates and to compete effectively will depend, in part, on our



ability to manage any future growth efficiently and effectively. To that end, we must be able to manage our product
development efforts and clinical trials effectively and hire, train and integrate additional management, administrative and sales
and marketing personnel. The hiring, training and integration of new employees may be more difficult, costly and / or time -
consuming for us because we have fewer resources than a larger organization. We might not be able to accomplish these tasks,
and our failure to accomplish any of them could prevent us from successfully developing our product candidates and growing
our company. Our Chief Executive Officer has interests in the development of AVTX- 006 pursuant to a royalty agreement that
may conflict with interests of stockholders. Entities affiliated with Dr. Garry Neil, our Chief Executive Officer, are parties to a
Royalty Agreement with us relating to AVTX- 006. The Royalty Agreement was entered into in July 2019 and we assumed the
agreement in the Aevi Merger. The Investors will be entitled to an aggregate amount equal to a low- single digit percentage of
the aggregate net sales of AVTX- 006 products. At any time beginning three years after the date of the first public launch of
AVTX- 006 product, we may exercise, at our sole discretion, a buyout option that terminates any further obligations under the
Royalty Agreement in exchange for a payment to the Investors of an aggregate of 75 % of the net present value of the royalty
payments. As a result of this arrangement, the interests of Dr. Neil with respect to our development programs may conflict with
the interests of our stockholders. Dr. Neil could make substantial profits as a result of opportunities related to AVTX- 006,
which may result in him having more interest in advancing programs related to AVTX- 006 as opposed to our other pipeline
programs. In addition, there would be a conflict of interest if the Company determines to exercise its buyout rights under the
Royalty Agreement, the exercise of which would be subject to certain approvals including by our Audit Committee and a
majority of our independent directors. We may be subject to claims by third parties asserting that our employees or we have
misappropriated their intellectual property, or claiming ownership of what we regard as our own intellectual property. Many of
our employees, including our senior management, were previously employed at universities or at other biotechnology or
pharmaceutical companies, including our competitors or potential competitors. Some of these employees executed proprietary
rights, non - disclosure and non - competition agreements in connection with such previous employment. We may be subject to
claims that we or these employees have used or disclosed confidential information or intellectual property, including trade
secrets or other proprietary information, of any such employee’ s former employer. In addition, we may be subject to claims that
former employees, collaborators, or other third parties of ours have an ownership interest in our patents or other intellectual
property. While it is our policy to require our employees and contractors who may be involved in the development of intellectual
property to execute agreements assigning such intellectual property to us, we may be unsuccessful in exeeutinrg-obtaining or
enforcing such an agreement te-with each party who in fact develops intellectual property that we regard as our own. We could
be subject to ownership disputes arising, for example, from conflicting obligations of consultants or others who are involved in
developing our product candidates. Litigation may be necessary to defend against these claims. If we fail in prosecuting or
defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel or sustain damages. Such intellectual property rights could be awarded to a third party, and we could be required to
obtain a license from such third party to commercialize our technology or products. Such a license might not be available on
commercially reasonable terms or at all. Even if we successfully prosecute or defend against such claims, litigation could result
in substantial costs and distract management. Risks Related to our Stock The market price of our stock is volatile, and you could
lose all or part of your investment. The market price of our shares of ear-common stock has been highly volatile and subject to
wide fluctuations in response to various factors, some of which we cannot control. From our initial public offering in October
2015 through December 31, 20222023 | the per share adjusted closing trading price of our common stock has been as high as $
86-20, 777 . 64-81 and as low as § 2-8 . 96-32 (adjusted for the 1- for- 42240 reverse stock split that occurred in July-December
2622-2023 ). As a result of this volatility, you might not be able to sell your shares of our common stock at a favorable price. In
addition to the factors discussed in this “ Risk Factors ” section and elsewhere in this Annual Report on Form 10- K, these
factors that could negatively affect or result in fluctuations in the market price of shares of our common stock include: ¢ Our
ability to generate significant product revenues, cash flows and a profit; « The success of competitive products or technologies; ©
Actual or anticipated changes in our growth rate relative to our competitors; « Announcements by our competitors of significant
acquisitions, strategic collaborations, joint ventures, collaborations or capital commitments; * Regulatory or legal developments
in the United States and other countries; ® The results of our efforts to discover, develop, in - license or acquire additional
product candidates or products; * Actual or anticipated changes in estimates as to financial results, development timelines or
recommendations by securities analysts; ¢ Variations in our financial results or those of companies that are perceived to be
similar to us; ¢ Variations in the level of expenses related to our product candidates or preclinical and clinical development
programs, including relating to the timing of invoices from, and other billing practices of, our CROs and clinical trial sites; ®
Fluctuations in the valuation of companies perceived by investors to be comparable to us; « Warrant or stock price and volume
fluctuations attributable to inconsistent trading volume levels of our warrants or shares; ¢ Announcement or expectation of
additional-financing efforts; « Changes in operating performance and stock market valuations of other pharmaceutical
companies; * Market conditions in the pharmaceutical and biotechnology sectors; ¢ The public’ s response to press releases or
other public announcements by us or third parties, including our filings with the U. S. Securities and Exchange Commission (*
SEC ) and announcements relating to litigation or other disputes, strategic transactions or intellectual property impacting us or
our business; * Anneuneement-Announcements related to litigation; * Fluctuations in quarterly operating results, as well as
differences between our actual financial and operating results and those expected by investors; * The financial projections we
may provide to the public, any changes in these projections or our failure to meet these projections; « Changes in financial
estimates by any securities analysts who follow our warrants-er-shares of common stock, our failure to meet these estimates or
failure of those analysts to initiate or maintain coverage of our warrants-er-shares of common stock; ¢ Ratings downgrades by
any securities analysts who follow our watrants-er-shares of common stock; ¢ The development and sustainability of an active
trading market for our shares of common stock; ¢ Future sales of our shares of common stock by our officers, directors and



significant stockholders; * Other events or factors, including those resulting from war, incidents of terrorism, natural disasters or
responses to these events; * Changes in accounting principles; and ¢ General economic, industry and market conditions. In
addition, the stock market in general, and the market for biotechnology companies in particular, have experienced extreme price
and volume fluctuations that have often been unrelated or disproportionate to the operating performance of these companies.
Broad market and industry factors may negatively affect the market price of shares of common stock, regardless of our actual
operating performance. The realization of any of the above risks or any of a broad range of other risks, including those described
in this ““ Risk Factors ” section, could have a material adverse impact on the market price of our shares of common stock. When
the market price of a stock is volatile, security holders may institute class action litigation against the company that issued the
stock. If we become involved in this type of litigation, regardless of the merits or outcome, we could incur substantial legal
costs and our management’ s attention could be diverted from the operation of our business, which could have a material adverse
effect on our business, financial condition, results of operations and cash flows. Conversion of the outstanding shares of our
preferred stock and the exercise of outstanding warrants will dilute the percentage ownership of the holders of our
common stock. Subject to our stockholder approval, the non- voting convertible preferred stock that we issued in March
2024 is automatically convertible upon such approval into an aggregate of approximately 22. 4 million shares of our
common stock, subject to certain beneficial ownership limitations. We intend to seek such stockholder approval in the
near future. In addition, if exercised, the warrants issued in March 2024 could result in the issuance of up to an
aggregate of approximately 12. 0 million shares of Avalo’ s common stock or an equivalent amount (as converted to
common stock) of non- voting convertible preferred stock. The conversion and / or issuance of those shares will cause the
percentage of voting ownership of our existing stockholders to be significantly diluted, although the economic interest
will not change because the value of shares issuable upon conversion was reflected in the purchase price of the preferred
stock. Future sales and issuances of shares of our common stock or rights to purchase common stock, including pursuant to our
equity incentive plans, could result in additional dilution of the percentage ownership of our stockholders and could cause our
stock price to fall. We expect that-to need to raise additional capital may-be-needed-in the future to continue our planned
operations, including conducting clinical trials, commercialization efforts, and expanded research and development activities.
To raise capital, we may-expect to sell common stock, convertible securities or other equity securities in one or more
transactions at prices and in a manner we determine from time to time. If we sell common stock, convertible securities or other
equity securities, investors may be materially diluted by such sales and new investors could gain rights, preferences and
privileges senior to our existing stockholders. We are authorized to grant equity awards, including stock grants and stock
options, to our employees, directors and consultants. As of December 31, 20222023 , there were 450 264;290-shares available
for future issuance under the Third Amended and Restated 2016 Equity Incentive Plan (the “ 2016 Amended Plan ). During the
term of the 2016 Amended Plan, the share reserve will automatically increase on the first trading day in January of each calendar
year, by an amount equal to 4 % of the total number of outstanding shares of our common stock on the last trading day in
December of the prior calendar year. On January 1, 2023-2024 , en-under the-these terms— term of the20+6-AmendedPlan-,
an additional 377-32 , 224-070 shares were made available for issuance. In addition, as of December 31, 2622-2023 , there were
784 176;,-635-shares available for future issuance under the 2016 Employee Stock Purchase Plan (the “ ESPP ). On January 1 of
each calendar year, the aggregate number of shares that may be issued under the ESPP will automatically increase by a number
equal to the lesser of (i) 1 % of the total number of shares of our common stock outstanding on December 31 of the preceding
calendar year, and (ii) 174 445-667shares of our common stock, or (iii) a number of shares of our common stock as determined
by our board of directors or compensation committee. On January 1, 2623-2024 , under these terms , the number of shares
available for issuance under the ESPP increased by 174 445-667shares available for issuance . In connection with the
acquisition of AVTX- 009, we have agreed to increase the shares available for issuance under the 2016 Amended Plan by
5 % as a means to incentivize our management and employees . Future issuances, as well as the possibility of future
issuances, under the 2016 Amended Pl"ln or the ESPP or other equlty mcentl\ e pldns could cause the mdlket prlce of our




continued listing requirements or stand’lrds of The Nasdaq Stock Market Nasdaq could delist our common stock. Our common
stock is currently listed on The Nasdaq Stock Market. In order to maintain that listing, we must satisfy minimum financial and
other continued listing requirements and standards, including those regarding director independence and independent committee
requirements, minimum stockholders’ equity, a minimum closing bid price of $ 1. 00 per share, and certain corporate
governance requirements. There can be no assurances that we will be able to comply with the applicable listing standards. For
example, on Mareh+7August 8 , 2022-2023 , Nasdaq notified us that we failed the $ 1. 00 minimum bid price requirement and
the $ 35 million minimum Market Value of Listed Securities (“ MVLS ”) requirement. The Company affected a 1- for-
240 reverse stock split on December 28, 2023, which has allowed its common stock to trade above $ 1. 00 since December
29,2023 . On -J-u-}y%—January 30, %92—2—2024 We—, the Company received written notification from Nasdaq confirming that
ot f o the Company ten-eonseeutive-trading-datesfrom-July-S-toJuly
2—1—292—2—aﬁd-t-hﬁt-as—a—fes'u-l-t—we—had regdmed comphance with the Bid mintmuanr-bid-priee-Price requirement Rule . However
Nasdagq also notified the Company that it is subject to a mandatory panel monitor for a period of one year from January
30, 2024. If, within the one- year monitoring period, Nasdaq finds the Company again out of compliance with the Bid
Price Rule, then notwithstanding Nasdaq Rule 5810 (¢) (2), the Company will not be permitted to provide Nasdaq with a
plan of compliance with respect to that deficiency and Nasdaq will not be permitted to grant additional time for the
Company to regain compliance with respect to that deficiency, nor will the Company be afforded an applicable cure or
compliance period pursuant to Nasdaq Rule 5810 (c) (3). Instead, Nasdaq will issue a Delist Determination Letter and
the Company will have an opportunity to request a new hearing with the initial Nasdaq panel assigned to the Company
for its recent noncompliance or newly convened hearings panel if the initial panel is unavailable. The Company will have
the opportunity to respond to the hearings panel as provided by Nasdaq Rule 5815 (d) (4) (C). If the Company fails to
satisfy the Nasdaq panel, its securities would be delisted from Nasdaq. there-There can be no assurance that we will
continue to maintain such requirement or remain in compliance with any other Nasdaq listing requirements . [n the event
that our common stock is delisted from The Nasdaq Stock Market and is not eligible for quotation or listing on another market
or exchange, trading of our common stock could be conducted only in the over - the - counter market or on an electronic bulletin
board established for unlisted securities such as the Pink Sheets or the OTC Bulletin Board. In such event, it could become more
difficult to dispose of, or obtain accurate price quotations for, our common stock, and there would likely also be a reduction in
our coverage by securities analysts and the news media, which could cause the price of our common stock to decline further.
Also, it may be difficult for us to raise additional capital if we are not listed on an a-majerexchange. A Steh-a-de—tisting
delisting would also likely have a negative effect on the price of our common stock and would impair your ability to sell or
purchase our common stock when you wish to do so. In the event of a de—Hsting-delisting , we may take actions to restore our
compliance with The Nasdaq Stock Market’ s listing requirements, but we can provide no assurance that any such action taken
by us would allow our common stock to become listed again, stabilize the market price or improve the liquidity of our common
stock, prevent our common stock from dropping below The Nasdaq Stock Market minimum bid price requirement or prevent
future-non - compliance with The Nasdaq Stock Market’ s listing requirements. Low trading volume of our common stock on
the Nasdaq Capital Market may increase price volatility. Our common stock may be subject to price volatility, low trading
volume and large spreads in bid and ask prices quoted by market makers. Low Pue-to-the tow-volume-of shares-traded-on-any

trading means that trading day;persons-buyngorseting-in relatively small quantities may easily influence prices of our
common stock. Low Fhistew-trading volume could also cause the price of our stock to fluctuate greatly, with large percentage

changes in price occurring in any trading day session. Holders of our common stock may also not be able to readily liquidate
their investment or may be forced to sell at depressed prices due to low trading volume. If large spreads between the bid and ask
prices of our common stock exist at the time of a purchase, the stock would have to appreciate substantially on a relative
percentage basis for an investor to recoup their investment. No assurance can be given that a higher volume active market in our
common stock will develop or be sustained. If a higher volume active market does not develop, holders of our common stock
may be unable to readily sell the shares they hold or may not be able to sell their shares at all. Sales of a significant number of
shares of our common stock in the public markets, or the perception that such sales could occur, could depress the market price
of our common stock. We expect to need to raise capital to fund our operations in the future and may do so through the
sale of common stock or securities convertible into shares of common stock. Sales of a substantial number of shares of our
common stock in the public markets could depress the market price of our common stock and impair our ability to raise capital
through the sale of'additional equity securities. As-Sales of shares of common stock or common stock equivalents also may
be offered in private placements, and these sales also may have a depressive effect on the market for our shares of
common stock due to the delayed issuance of these shares into the public market. Further, as additional shares of our
common stock become av. allable for resale in the publlc market, and otherwise, the supply of our common stock Wlll increase,

s’feeHhefefefe—we-cannot predlct the effect that future sales of our common stock or common stock or common stock
equivalents would have on the market price of our common stock . Subject to our stockholder approval, the non- voting
convertible preferred stock that we issued in March 2024 is automatically convertible upon such approval into an
aggregate of approximately 22. 4 million shares of our common stock, subject to certain beneficial ownership limitations.
We intend to seek such stockholder approval in the near future. In addition, if exercised, the warrants issued in March
2024 could result in the issuance of up to an aggregate of approximately 12. 0 million shares of Avalo’ s common stock or



an equivalent amount (as converted to common stock) of non- voting convertible preferred stock. We have agreed to
register the shares of common stock underlying the non- voting convertible preferred stock and warrants for resale by
the investors holding the non- voting convertible preferred stock and warrants. When the registration is effective, the
pending sale and the actual sale of those shares of common stock on the open market could depress the market price of
our common stock and impair our ability to raise capital through the sale of additional equity securities . If securities or
industry analysts do not publish research or publish inaccurate or unfavorable research about our business, our securities prices
and trading volume could decline. The trading market for our securities wilt-depend-depends in part on the research and reports
that securities or industry analysts publish about us or our business. We currently have limited, and might not sustain, research
coverage by securities and industry analysts. If we do not sustain coverage of ourselves, the trading price for our securities
would be negatively impacted. If the securities and industry analysts are unable to predict accurately the cost of advancing our
prpehne that Could result in our reported costs belng dlfferent than expectations, which could negatively affect our stock price.

W ; G age-af one or more of the analysts who covers us downgrades our
securities or pubhshes inaccurate or unfavorable research about our business, our securities prices would likely decline. If one or
more of these analysts ceases coverage of us or fails to publish reports on us regularly, demand for our securities could decrease,
which could cause our securities prices and trading volume to decline. We have never paid cash dividends on our capital stock,
and we do not anticipate paying any cash dividends in the foreseeable future. The continued operation and expansion of our
business will require substantial funding. We currently intend to retain all of our future earnings, if any, to finance the growth
and development of our business. Accordingly, we do not anticipate that we will pay any cash dividends on shares of our
common stock for the foreseeable future. Consequently, currently stockholders must rely on sales of their common stock after
price appreciation, which may never occur, as the only way to realize any fatare-gains on their investment. Any determination to
pay dividends in the future will be at the discretion of our board of directors and will depend upon results of operations,
financial condition, contractual restrictions, restrictions imposed by applicable law and other factors our board of directors
deems relevant. We incur increased costs and obligations as a result of being a public company. As a public company, we are
required to comply with certain additional corporate governance and financial reporting practices and policies. As a result, due
to compliance requirements of the Exchange Act, the Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Protection
Act, the listing requirements of the Nasdaq, and other applicable securities rules and regulations, we have and will continue to
incur significant legal, accounting, and other expenses. The Exchange Act requires, among other things, that we file annual,
quarterly, and current reports with respect to our business and operating results with the SEC. We are also required to ensure that
we have the ability to prepare financial statements and other disclosures that are fully compliant with all SEC reporting
requirements on a timely basis. Compliance with these rules and regulations has increased and may continue to increase our
legal and financial compliance costs, make some activities more difficult, time- consuming, or costly, and increase demand on
our systems and resources. Our amended and restated certificate of incorporation provides that unless we consent in writing to
the selection of an alternative forum, the Court of Chancery of the State of Delaware will be the sole and exclusive forum for
substantially all disputes between us and our stockholders, which could limit our stockholders’ ability to obtain a favorable
judicial forum for disputes with us or our directors, officers or employees. Our amended and restated certificate of incorporation
provides that, unless we consent in writing to the selection of an alternative forum, the Court of Chancery of the State of
Delaware will be the exclusive forum for any derivative action or proceeding brought on our behalf; any action asserting a
breach of fiduciary duty; any action asserting a claim against us arising pursuant to the DGCL, our amended and restated
certificate of 1ncorp0rat10n or our bylaws or any action asserting a clalm against us that is governed by the 1nternal affalrs
doctrine. ; d v ; ;

W Ve Waty a a s gtira —Any person or entrty purchasmg or
otherwise acquiring any interest in any of our securities will be deemed to have notice of and consented to these provisions.
These exclusive - forum provisions may limit a stockholder’ s ability to bring a claim in a judicial forum of its choosing for
disputes with us or our directors, officers or other employees, which may discourage lawsuits against us and our directors,
officers and other employees. If a court were to find the choice of forum provision contained in our amended and restated
certificate of incorporation to be inapplicable or unenforceable in an action, we may incur additional costs associated with
resolving such action in other jurisdictions, which could harm our business, results of operations, and financial condition. Even
if we are successful in defending against these claims, litigation could result in substantial costs and be a distraction to
management and other employees . This choice of forum provision does not preclude or contract the scope of exclusive
federal or concurrent jurisdiction for any actions brought under the Securities Act or the Exchange Act. Accordingly,
our exclusive forum provision will not relieve us of our duties to comply with the federal securities laws and the rules and
regulations thereunder, and our stockholders will not be deemed to have waived our compliance with these laws, rules
and regulations . Some provisions of our charter documents and Delaware law may have anti - takeover effects that could
discourage an acquisition of us by others, even if an acquisition would benefit our stockholders and may prevent attempts by our
stockholders to replace or remove our current management. Provisions in our amended and restated certificate of incorporation
and third amended and restated bylaws, as well as provisions of Delaware law, could make it more difficult for a third party to
acquire us or increase the cost of acquiring us, even if doing so would benefit our stockholders, or remove our current
management. These provisions include: * Authorizing the issuance of *“ blank check ™ preferred stock, the terms of which we
may establish and shares of which we may issue without stockholder approval; ¢ Prohibiting cumulative voting in the election of
directors, which would otherwise allow for less than a majority of stockholders to elect director candidates; * Prohibiting
stockholder action by written consent, thereby requiring all stockholder actions to be taken at a meeting of our stockholders; °



Eliminating the ability of stockholders to call a special meeting of stockholders; and ¢ Establishing advance notice requirements
for nominations for election to the board of directors or for proposing matters that can be acted upon at stockholder meetings.
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, who are responsible for appointing the
members of our management. Because we are incorporated in Delaware, we are governed by the provisions of Section 203 of
the DGCL which may discourage, delay or prevent someone from acquiring us or merging with us whether or not it is desired
by or beneficial to our stockholders. Under the DGCL, a corporation mtght-may not, in general, engage in a business
combination with any holder of 15 % or more of its capital stock unless the holder has held the stock for three years or, among
other things, the board of directors has approved the transaction. Any provision of our amended and restated certificate of
incorporation or third amended and restated bylaws or Delaware law that has the effect of delaying or deterring a change of
control could limit the opportunity for our stockholders to receive a premium for their shares of our common stock, and could
also affect the price that some investors are willing to pay for our securities. General Risk Factors Qur business and operations
could suffer in the event of computer system failures, cyber- attacks or deficiencies in our cyber- security. n the ordinary
course of our business,we collect and store sensitive data,including intellectual property,research data,our proprietary business
information and that of our suppliers,technical information about our preduaets— product candidates .clinical trial plans and
employee records.Similarly,our third- party providers possess certain of our sensitive data and confidential information.The
secure maintenance of this information is critical to our operations and business strategy.Despite the implementation of security
measures,our internal computer systems,and those of third parties on which we rely,are vulnerable to damage from computer
viruses,malware,ransomware,cyber fraud,natural disasters,terrorism,war,telecommunication and electrical failures,cyber- attacks
or cyber- intrusions over the Internet,attachments to emails,persons inside our organization,or persons with access to systems
inside our organization.The risk of a security breach or disruption,particularly through cyber- attacks or cyber-
intrusion,including by computer hackers,foreign governments,and cyber terrorists,has generally increased as the
number,intensity and sophistication of attempted attacks and intrusions from around the world have increased.Any such breach
could compromise our networks and the information stored there could be accessed,publicly disclosed,encrypted,lost or
stolen.Any such access,inappropriate disclosure of confidential or proprietary information or other loss of information,including
our data being breached at third- party providers,could result in legal claims or proceedings,liability or financial loss under laws
that protect the privacy of personal information,disruption of our operations or the development of our pipeline assets and
damage to our reputation,which could adversely affect our business.For example,the loss of clinical trial data from completed or
ongoing or planned clinical trials could result in delays in our regulatory approval efforts and significantly increase our costs to
recover or reproduce the data.Furthermore,as a result of cyber- attacks we may inadvertently misappropriate assets that we may
not be able to fully recover.We may be subject to future litigation against us,which could be costly and time - consuming to
defend.We may become subject,from time to time,to legal proceedings and claims that arise in the ordinary course of business
such as claims brought by our elients-collaborators in eenneetion-with-connection with the-reperting-ef commercial disputes,
ot or employment claims made by our current or former employees. Litigation might result in substantial costs and
may divert management’ s attention and resources, which might seriously harm our business, overall financial condition,
and operating results of. Insurance might not cover such claims, might not provide sufficient payments to cover all the
costs to resolve one or more such claims, and might not continue to be available on terms acceptable to us. A claim
brought against us that is uninsured or underinsured could result in unanticipated costs, thereby reducing our eperations
- operating results —we—afe-fequtfed-te—make—est-ﬁna’ees—and judgmeﬂts—leadmg analysts or potentlal investors to reduce thelr
expectations of our performance, Wthh HY
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numerous and Varylng privacy and security lawq and our fallure to comply could reqult in penaltle% and reputatlonal damage.
We maintain a large quantity of sensitive information, including confidential business information and information associated
with clinical trials. Because of the sensitivity of this information, our privacy and security measures related to such information
are very important. Although we have privacy and security measures in place designed to protect sensitive data and our systems,
techniques used to obtain unauthorized access or to sabotage systems and data change frequently and often are not recognized
until launched against a target. It is also possible that, due to the surreptitious nature of certain data breaches and other incidents,
they may remain undetected for an extended period, which may exacerbate harm to the company. We cannot ensure that our
privacy and security measures will not be breached or otherwise fail to protect sensitive information or prevent disruption of our
operations, including as a result of inadvertent disclosures through technological or human error (including employee or service
provider error), malfeasance, hacking, ransomware, social engineering (including phishing schemes), computer viruses,
malware, or otherwise. Unauthorized individuals may acquire or obtain unauthorized access to sensitive information. Data
breaches, failures of our privacy or security measures, inadvertent disclosures, disruptions of our services, and other incidents
could result in serious harm to our reputation, our business might suffer, and we could incur serious liability and other expenses
related to litigation (such as damages associated with breach- of- contract claims), penalties for violation of applicable laws or



regulations, costly litigation or government investigations, and significant costs for remediation and remediation efforts to
prevent future occurrences. The harm associated with these negative results is likely to be exacerbated if the affected
information is personally identifiable. Like others in our industry, we experience cyber- attacks and other attempts to disrupt or
gain unauthorized access to our systems on a regular basis. When we become aware of privacy or security incidents, we work
diligently to address them, including by working to terminate unauthorized or inappropriate access and implementing additional
measures, training, and providing guidance to end users in order to avoid the reoccurrence and future incidents. Although to
date, privacy and security incidents have not been material, they could expose us to significant expense, legal liability, and harm
to our reputation, which might result in an adverse impact our operating results. We are subject to certain laws and regulations
governing the privacy and security of personal information, including regulations pertaining to health information. The
legislative and regulatory landscape for privacy and data security continues to evolve, and there has been an increasing focus on
privacy and data security issues that may affect our business. In the United States, there are numerous federal and state privacy
and data security laws and regulations that govern the collection, use, disclosure, and protection of personal information,
including federal and state health information privacy laws, federal and state security breach notification laws, and federal and
state consumer protection laws. Each of these laws is subject to varying interpretations by courts and government agencies,
creating complex compliance issues for us. If we fail to comply with applicable laws and regulations, we could be subject to
lawsuits, penalties, or sanctions. The HHS Office for Civil Rights, which enforces HIPAA, remains active in its enforcement of
the law. Additionally, state attorneys general may bring civil actions seeking either injunctions or damages in response to
violations of HIPAA that threaten the privacy of state residents. Privacy and data security has become an area of emphasis for
some state legislatures. For example, the California Privacy Rights Act, the Colorado Privacy Act, and the Virginia Consumer
Data Protection Act were all enacted recently and swi-beeeme-became operative in 2023. {Seme-provisions-are-already
eperative)-State legislatures may pass additional privacy and data security laws with inconsistent requirements. In addition to
the risk associated with enforcement, compliance with and implementation of these evolving laws, rules, and regulations
regarding the privacy, security and protection of personal information could result in higher compliance and technology costs
for us and present challenges for our business model. There are numerous federal and state laws that generally require notice to
affected individuals, regulators, and sometimes the media or credit reporting agencies in the event of a data breach impacting
personal information. For example, at the federal level, HIPAA Breach Notification Rule mandates notification of breaches
affecting protected health information to affected individuals and regulators under conditions set forth in the Rule. Covered
entities must report breaches of unsecured protected health information to affected individuals without unreasonable delay, but
not to exceed 60 days of discovery of the breach by a covered entity or its agents. Notification must also be made to HHS and, in
certain circumstances involving large breaches, to the media. Business Associates must report breaches of unsecured protected
health information to covered entities. All states, the District of Columbia, Guam, Puerto Rico, and the Virgin Islands have
enacted data breach notification laws. These laws may impose notification obligations in addition to, or inconsistent with, the
HIPAA Breach Notification Rule when a data breach implicates protected health information. In that event that we fail to detect
or timely report a data breach it may be subject to significant penalties under federal and state law. In the event that we report a
data breach as required by federal or state law, federal or state regulators may initiate an investigation into, and / or litigation
related to, our privacy or data security practices. Private plaintiffs may also initiate costly class action litigation following a data
breach. Numerous other countries have, or are developing, laws governing the collection, use, and transmission of personal
information. These laws often impose significant compliance obligations. For example, the General Data Protection Regulation
(“ GDPR ) has imposed stringent obligations and restrictions on the ability to collect, analyze, and transfer personal
information, including health data from clinical trials and substantial fines for breaches of the data protection rules in the
European Economic Area (“ EEA ). To the extent that our activities are or become subject to the GDPR, we may need to
devote significant effort and resources to complying with those legal regimes. Any failure to comply with the rules arising from
the GDPR could lead to government enforcement actions and significant penalties against us and adversely impact our operating
results. If our operations are found to violate GDPR requirements, we may incur substantial fines, have to change our business
practices, and face reputational harm, any of which could have an adverse effect on our business. In particular, serious breaches
of the GDPR can result in administrative fines of up to 4 % of annual worldwide revenues. Fines of up to 2 % of annual
worldwide revenues can be levied for other specified violations. The validity of data transfer mechanisms remains subject to
legal, regulatory, and political developments in both Europe and the United States, such as recent recommendations from the
European Data Protection Board, the invalidation of the EU- U. S. Privacy Shield, and potential invalidation of other data
transfer mechanisms, which could have a significant adverse impact on our ability to process and transfer personal data outside
of the EEA. These developments create some uncertainty, and compliance obhgatlons could cause us to incur costs or harm the
operatlons of our products and services in ways that harm our busmess ; :







