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Careful consideration should be given to the following risk factors, in addition to the other information set forth in this Annual
Report and in other documents that we file with the SEC, in evaluating our business and our prospects. Investing in our common
stock involves a high degree of risk. If any of the following risks and uncertainties actually occurs, our business, prospects,
financial condition and results of operations could be materially and adversely affected. The risks described below are not
intended to be exhaustive and are not the only risks that we face. New risk factors can emerge from time to time, and it is not
possible to predict the impact that any factor or combination of factors may have on our business, prospects, financial condition
and results of operations. Summary of Risk Factors Risks Related to Our Financial Position and Need for Capital « We have
ceased marketing and selling our only commercial product in the pastinetrred-U. S. and Canada and will therefore not
contlnue to generate revenue from thls product for the treatment of ALS We expect to generate smmheant losses for and

not return be—ab-le—to aehieve—eﬁn&mt&m%eﬂgﬁerm—sust&m&ble—plohtab111ty unless —‘—Wle—ha-ve—a—l-uﬂtted-eperaﬁﬂg—hlstew—and

commercialize AMXGG%ehmy et-her—of our current or future p10duet Cand1ddtes -rn—t-he—U— S+ Our quarterly and annual
operating results may fluctuate in the future . As a result , Canada-we may fail to meet or exceed the expectations of
research analysts or investors, which could cause er-our elsewhetre-stock price to decline and negatively impact our
financing or funding ability ., as well as negatively impact our ability to exist as a standalone company. * We may require
substantial additional funding in the future to meet our financial needs and to pursue our busmess objectlves. If we are
unable to obtaln fundlng 1f and when a-ppreved—needed we may-b

a—ffeeted—‘—l-ﬁwe—fa-ﬂ-to delay, reduce ebta-rn—eever&g&&nd—retm-bursemeﬂt—feﬁ or AMXGGSé—ellmlnate or-our aﬂ-y—et-her—et\rreﬂt
er—futufe—pmduet discovery and development activities eandida

the Discovery and Development of Our C urrent and Future Product C andldates * We currently depend heav1ly on the success of
avexitide, our most advanced product candidate, and AMX0035. [f we are unable to maintatn-successfully complete late-
stage trials , er-obtain addittenal;-regulatory approvals for, and successfully commercialize, avexitide and / or AMX0035, or
expenenee smmhednt delays in doing so, our busmess mdy be mdterlally hdlmed . he delay or denial of regulatory approval 5

otra fort-he—reqtureﬂ&eﬂt—te—resubmrt
any of m&rket—mg—appheaﬁeﬂewrﬂa—addrﬁeﬂal—data—erour mfefm&&eﬁ—current -feie or AMX@@%any future product

detay v d-adversely impact eur-abtity-to

geﬂera-te—reveﬁtte,—om busmess and our Iesults of opemtlons and could cause us te—deldy or even cease operatlons * AMEX0035

ﬁeﬁded-pepﬂ-l&tﬂeﬂ—‘—We have hlstorlcally concentrated our Iesedlcl and dev elopment eﬁorts on the treatment 01‘
neurodegenerative diseases and-ENS-disorders-, a field that has seen very limited success in product development , and have
only recently further expanded upon our existing development efforts in the endocrine and metabolic field, an area in
which we have limited experience in drug development . * The regulatory approval processes of the FDA ;Health-Canada;
the-EMA-and other comparable foreign authorities are lengthy, time- consuming and inherently unpredictable, and if we are
ultlmdtely undble to mdmtam or obtam 1e0ulato1y dpplovdl for AMXGG%ehmy et-her—curlent or futu1e ploduct candidates, our

Our Dependence on Thnd Partles * We rely on thlrd parties to assnst in conductlng our chnlcal trlals. If they do not
perform satisfactorily, we may not be able to obtain regulatory approval or successfully commercialize avexitide,
AMXO003S5 or any other current or future product candidates, or such approval or commercialization may be delayed,
and our business could be substantially harmed. « We may seek to establish additional collaborations and if we are not



able to establish and maintain them on commercially reasonable terms, we may have to alter our development and
future commercialization plans. * We have entered and may in the future enter into collaborations with third parties for the
development and commercialization of avexitide, AMX0035 or any other current or future product candidates, and our
prospects with respect to avexitide, AMX0035 and our other current or future product candidates will depend in significant part
on the success of those collaborations. Risks Related to Commercialization of Avexitide, AMXO0035 or Future Product
Candidates - Ouruse-of The markets for avexitide for PBH, and congenital HI, for AMX0035 for Wolfram syndrome,
PSP and other neurodegenerative diseases, and for any other product candidates we are currently developing or may in
the future develop or acquire may be smaller than we expect. * If we are unable in the future to expand our sales,
marketing, manufacturing and distribution capabilities or enter into agreements with third parties to manufaetare-market
and sell avexitide, AMX0035 or ireomphanee-with-eGMP-may-inerease-the-other risk-that-current or future product
candidates for which we obtain marketing approval, we will nethavesuffietenteGMP-be unable to generate any
additional product revenue. * Even if any current or future product candidate of ours receives regulatory approval, it

may fail to maintain the degree of market acceptance by physicians, patients, third - eomphant-quantities-of AMX60635-or
party payors and others in the medical community necessary guantities-of saeh-materials-on-time-or-for at-anaceeptable-eost

continued commercial success or to remain profitable . Risks Related to Our Intellectual Property « Our commercial success
depends on our ability to protect our intellectual property and proprietary technology. Risks Related to Our Business Operations
sand Employee Matters and-Managing-Growth— We are currently operating in a period of economic uncertainty and capital
markets disruption, which has been significantly impacted by geopolitical instability, an-ongoing military eenfliet-conflicts ,
including the ongoing war between Russia and Ukraine and-, the Israel- Hamas conflict #ndsrael-and high-conflict in the
Middle East, a new U. S. presidential administration and accompanying regulatory activities and economic policies,
events related thereto, and changes in inflation and sistag-interest rates, any of which could have a material adverse effect on
our business, financial condition and results of operations. * We depend heavily on our executive officers, principal consultants
and others, and the loss of their services would materially harm our busmess . We 0nly have a limited numberA—paﬂdeﬁrte—
epidentie;or-outbreak-of employees to manage am-and operate +
business . * We are continuously evaluating and pursuing strateglc transactlons tne-l-ud-mg—and may pursue strateglc
transactions in the future that are aligned with our mission

our-supply-chait;-our-abtlity-to improve raise-eapital,-our underlying abrl-ttry—te—eeﬂd-uet—regu-}a-r—buuness performance aﬁd—euf
finanetalresults-. Risks Related to Our Common Stock ¢ Ynstable-Unfavorable macroeconomic conditions or market 5

volatility resulting from national or global cconomic ;pelitiealand-geoegraphieal-conditions may-have-setious-, including
those affecting the financial services industry, could adverse-adversely affect eonsequenees-emour business, financial
condition and-steekpriee-or results of operations . [nvestment 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 adequate effect or an acceptable safety profile, gain regulatory approval and become commercially viable. We have
invested substantial resources into our product development efforts of AMX003S, and toward the commercialization of
AMX0035 as RELYVRIO for ALS , which was has-beerapproved by the FDA, and ALBRIOZA and , whieh-hasreceived
marketing authorization with conditions from Health Canada . We voluntarily discontinued the marketing authorizations for
RELYVRIO / ALBRIOZA for ALS and removed the product from the market in the U. S. and Canada based on topline
results from the Phase 3 PHOENIX trial , but-which failed to meet its prespecified primary and secondary endpoints.
Followmg the withdrawal of RELYVRIO / ALBRIOZA from the market in the US and Canada, respectively, wc do not

have any enly-beengeneratingreventefronproduet-products approved for commercial sales— sale and we in-the 555

Canada-for-atimitedpertod—We-will continue to incur significant research and development and other expenses related to
clinical development and potential s-eommeretatization;-approvals in-additionaljurisdietions-and-for our current and future

product candidates, including for avexitide, AMXO0035 in additional indications other than ALS , and for ongoing
operations. Since our inception, we have devoted the majority of our financial resources and efforts to research and
development, including preclinical studies and our clinical trials, preparation for commercialization and commercialization
activities. Our financial condition and operating results, including our revenues, expenses and net income (loss), may-have in
the past and are likely in the future to fluctuate significantly from quarter to quarter and year to year . For example, we
generated revenues of $ 380. 8 million in 2023 as a result of sales of RELYVRIO / ALBRIOZA, but following its
withdrawal, we will no longer generate revenues from this product . Accordingly, you should not rely upon the results of
any prior quarterly or annual periods as indications of future operating performance. Additionally, net losses and negative cash
ﬂov\ s have had, and may in the future have, an adverse effect on our stockholders’ equity and working capital. As of December

%92—3—2024 , we had an dccumulated deficit of $ -394—606 9-7 million —W‘e—mayhaga—rrﬁn—fhe—fuﬁtremﬂr—ﬁgm-ﬁeaﬁ—}esses
AI:B-RI@Z%rrﬂ—G&nada— We dntwlpate that eufSlgnlﬁcant expenses may—rﬂefease—sabs%a—&ﬁa-l-}y—wﬂl be mcurred 1f and as we: =

AMXO0035 feH-he—tre&tme&t—ef—A]:S—P—SP—WLS—AB—and peteﬁt-ml-any othe1 ade}rﬁeﬁal—rn&teaﬁeﬁs—current or future product
candidates ; ° seck to identify and advance additional product candidates; « initiate and continue research, preclinical and
clinical development efforts for any current or future product candidates; « add operational, financial and management
information systems and personnel, including personnel to support commercialization of any current or future product
candidate development and to help us comply with our obligations as a public company; ® maintain , expand and protect
our intellectual property portfolio; * seek 1egu1at0ry apprO\ als for avex1t1de tn—t-he—U—S—&ﬂd—Gfmada—fe& or RE—BL\LRI-G—&HG}




acquire or in- license othu product candidates ane-, products or technologies. We-Our ability to once again become and
remain profitable depends on our ability to generate revenue. While we have a limited history of generating revenue
from the commercialization of RELYVRIO / ALBRIOZA, we do not expect to generate additional significant revenue, if
any, unless and until we, either alone or with a collaborator, are eeﬂﬁﬂu-mg—able to bﬂﬁd—eﬁt—eﬁﬁﬂ-ﬁ‘&sﬁ‘ttefufeﬂbtﬁlﬂ

regulatory approval for . ineludingsates-and successfully
eemmefeta-hz&ﬁeﬁ—commerclahze of, avex1t1de, AMX0035 tn—ﬂae—U—S—&ﬁd—G&fradfh*s—e-ﬁBeeeﬂabeH{—ze%—we—ha%

or any other current or future product candidates or products we

- ; or abiity-to-in- license. steeessfully—-
Successful eemp}ete—commerclallzatlon w1ll require achlevement of many key milestones, which vary by jurisdiction and
may include demonstrating safety and efficacy in clinical trials, obtaining regulatory, including marketing, approval for
the-these development-ofproduct candidates , manufacturing, marketing and selling those products for which we, or any

of our future collaborators, may obhun the-regulatory &ppfeva}s- approvalﬂeeess&ry—te-eemmefeta-hze-euﬁpfe&uets—

e 7 S v ‘dllslym any post-
marketing requirements and —*—()btammg 1umbulxumtnl for our ploduus Tom private insuran e or government payors ;=

the—fut-ure— Because of the uncertainties and risks associated with these activities, we are unable to accurately and precisely
predict the timing and amount of revenues, if any, the extent of any further losses or if or when we might ‘achieve
profitability. We and any futurc lesses-etr-collaborators may never succeed in these activities and, even if we might-do, or
any future collaborators do, we may never generate revenues that are large enough for us to achieve profitability. Even
if we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis . Our
failure to resume revenue generating activities or remairrregain profitable-profitability may continue to depress the market
price of our common stock and could impair our ability to raise capital or obtain other financing , expand our business,
diversify our product offerings or continue our operations. If we continue to suffer losses as we have in the past , prior to the
commercialization of RELYVRIO and ALBRIOZA investors may not ILLLI\ e any ILll.llI] on their investment and mdy lose
their CnllIL investment. W : ; ; ; :




operating results have Varred in the past and W111 continue to fluctuate from quarter- to- quarter and year- to- year in the future
due to a variety of factors, many of which are beyond our control. Factors relating to our business that may contribute to these
fluctuations include the following, as well as other factors described elsewhere in this Annual Report: ¢ our ability to
manufacture and deliver supply of avexitide or AMX0035; ¢ our ability to maintain market acceptance of our product and
product candidates, if approved, as a treatment option; ¢ delays or failures in advancement of existing or future development
candidates into the clinic or product candidates in clinical trials; ¢ the feasibility of developing, manufacturing, and
commercializing our product and product candidates; ¢ our ability to manage our growth; ¢ the outcomes of research programs,
clinical trials or other product development or approval processes; ¢ our ability to successfully develop avexitide and
AMXO0035 for additional indications and to commercialize avexitide and AMX0035 for such additional indications, if
approved; ¢ risks associated with the international aspects of our business including the conduct of clinical trials in multiple
locations and potential commercialization in such locations; ¢ our ability to accurately report our financial results in a timely
manner; * our dependence on, and the need to attract and retain, key management and other personnel; ¢ our ability to obtain,
protect and enforce our IP rights; ¢ our ability to prevent the theft or misappropriation of our IP, know- how or technologies; ®
advantages that our competitors and potential competitors may have in securing funding, obtaining the rights to critical IP or
developing competing technologies or products; ¢ our ability to obtain additional capital that may be necessary to expand our
business; ¢ business interruptions such as power outages, strikes, acts of terrorism or natural disasters; and ¢ the ultimate impact
of global economic and geopolitical events. Due to the various factors mentioned herein, and others, the results of any of our
prior quarterly or annual periods should not be relied upon as indications of our future operating performance. Our financial
results may fluctuate significantly from quarter- to- quarter and year- to- year, such that a period- to- period comparison of our
results of operations may not be a good indication of our future performance. In any particular quarter or quarters, our operating
results could be below the expectations of securities analysts or investors, which could cause our stock price to decline. Our
stock prlce may al@o dechne as a reqult of unexpected clinical trial results in one or more of our ongorng or future Chnlcal trials.

development-aetivities-oreommeretalizationefforts—Our operations have Con%urned qubitantral amounts of cash since inception.
We expect to eentie-to-spend substantial amounts to continue to-eommeretalize-AMX0035-+njurisdtetionstr-whiehithas
reeetvedregulatory-approvatand-te-eentinue-the clinical development of avexitide, the clinical development of AMX0035 in

addittenal-indications other than ALS, and for the preclinical and clinical development of additional product candidates , or in
the in- license, acquisition or development of other product candidates or products . If we are unable to obtain additional
marketing approvals for avexitide, AMX0035 , or erfor any other current or future product candidates that we develop, in-
license or acquire, we may require significant additional amounts of cash in order to continue to develop avexitide, AMX0035
and any other current or future product candidates and fund our operations. In addition, other unanticipated costs may arise in
the course of our development and-eommeretatization-cfforts. Because the design and outcome of our ongoing and anticipated
clinical trials is highly uncertain, we cannot reasonably estimate the actual amounts necessary to successfully complete the
development and commercialization of any product candidate we develop. Our future capital requirements depend on many
factors, including: ¢ the scope, progre%% reiult% and CO%t@ of reqearchmg and developing avexitide, AMX0035 for Wolfram
syndrome 0 ved-, if-any-andin-PSP - WS-AD-and potentral
additional 1ndrcat10m AMXO0114 , as Well as any other product candidates we are currently developing or may in the future
develop; ¢ the timing of and the costs involved in, maintaining-our efforts to obtaln marketrng appr ovals for avex1t1de in
PBH, AMXO0035 for the treatment of A&=S-Wolfram syndrome , and : v
treatmentof ALS-and-for-the-treatmentof PSP -WS;-AD-and potential additional 1ndrcat10ni AMX01 14 and our efforts to
ebtaining—-- obtain approvals for other product candidates we are developing or may in the future develop and pursue; ¢ the
number of other product candidates that we may pursue and their development requirements; ¢ the costs of commercialization
activities for avexitide, AMX0035 and for any approved indications, or any other product candidate that receives regulatory
approval to the extent such costs are not the responsibility of any future collaborators, including the costs and timing of




establishing sufficient product sales, marketing, distribution and manufacturing capabilities;  subject to receipt and-maintenanee
of regulatory approval on a jurisdiction- by- jurisdiction basis, additienat-revenue , if any, received from commercial sales of
avexitide and AMXO0035 for any approved indications or any other current or future product candidates; ¢ the extent to which
we in- license , acquire, or acquire rights to other products, product candidates or technologies; * our obligation, if any, to pay
royalties in connection with the development and commercialization of avex1t1de or any other products or product
candidates we may in- l1cense or acquire; ® our headcount ﬂuctuatmn STOW

v ; ; ; » the costs of preparing, ﬁllng and
prosecuting patent appl1cat10ns maintaining and protectmg our 1ntellectual property rlghts including enforcing and defending
intellectual property related claims; and ¢ the ongoing costs of operating as a public company. We cannot be certain that
additional funding will be available on acceptable terms, or at all. As a result of the challenges caused by economic uncertainty
in various global markets due to geopolitical instability and conflict, including the ongoing eenthets-wars in Ukraine and Israel ,
the conflict in the Middle East, a new U. S. presidential administration and accompanying regulatory activities and
economic policies , the global credit and financial markets have experienced in recent periods significant volatility and
disruptions, including diminished liquidity and credit availability, declines in consumer confidence, high-changes to rates of
inflation and interest rates and uncertainty about economic and global stability. If the equity and credit markets deteriorate, it
may make any necessary debt or equity financing more difficult, more costly or more dilutive. We have no committed source of
additional capital and if we are unable to raise additional capital or secure other financing , if needed, in sufficient amounts or
on terms acceptable to us, we may have to significantly delay, scale back or discontinue the development er-eemmeretalization
of avexitide, AMX0035 or any other current or future product candidates or other research and development initiatives. We may
need to seek collaborators for avexitide, AMX0035 and any other current or future product candidates at an earlier stage than
otherwise would be desirable or on terms that are less favorable than might otherwise be available or relinquish or license on
unfavorable terms our rights to avexitide, AMX0035 and any other current or future product candidates in markets where we
otherwise would seek to pursue development or commercialization ourselves. Any of the above events could significantly harm
our business, prospects ﬁnanc1al condmon and results of operatlons and cause the pr1ce of our common stock to decline. We
believe the sen ; v our existing cash, cash
equivalents ;-and shoﬁ—marketable securities as of December 31 2024, along w1th the proceeds from the January follow -
terfrinvestments-on 2025 offering ("' January 2025 Offermg") w1ll be sufﬁment to meet our anticipated operating and capital
expenditure requirements through 2026 i v 0 . However, our estimate
may prove to be wrong, and we could use our ava1lable capital resources sooner than we currently expect. Further, changing
circumstances, some of which may be beyond our control, could cause us to consume capital significantly faster than we
currently anticipate, and we may need to seek additional funds sooner than planned. Raising additional capital may cause
dilution to our stockholders, restrict our operations or require us to relinquish rights to our technologies or product candidates.
We expect our expenses to continue to increase in connection with our planned operat1ons Unless and until we can generate a
substantial amount of revenue on a sustained basis , if at all : ales-, we may
be required to finance our future cash needs through public or private equ1ty offermgs royalty- based or debt ﬁnancmgs
collaborations, licensing arrangements or other sources, or any combination of the foregoing. In addition, we may seek
additional capital due to favorable market conditions or strategic considerations, even if we believe that we have sufficient funds
for our current or future operating plans. To the extent that we raise additional capital through the sale of common stock,
convertible securities or other equity securities, your ownership interest may be diluted, and the terms of these securities could
include liquidation or other preferences and anti- dilution protections that could adversely affect your rights as a common
stockholder. In addition, debt financing, if available, may result in fixed payment obligations and may involve agreements that
include restrictive covenants that limit our ability to take specific actions, such as incurring additional debt, making capital
expenditures, creating liens, redeeming stock or declaring dividends, that could adversely impact our ability to conduct our
business. Securing financing could also require a substantial amount of time and attention from our management and may divert
a disproportionate amount of their attention away from day- to- day activities, which may adversely affect our management’ s
ability to oversee the development and-eommetetalization-of avexitide, AMX0035 or any future product candidates. If we raise
additional funds through collaborations or marketing, distribution or licensing arrangements with third parties, we may have to
relinquish valuable rights to our technologies, future revenue streams or product candidates or grant licenses on terms that may
not be favorable to us. Changes in tax law could adversely affect our business and financial condition. The rules dealing with U.
S. federal, state, local and international income taxation are constantly under review by persons involved in the legislative
process and by the Internal Revenue Service and the U. S. Treasury Department. Changes to tax laws (which changes may have
retroactive application) could adversely affect us or holders of our common stock. In recent years, many such changes have been
made and changes are likely to continue to occur in the future. Future changes in tax laws could have a material adverse effect
on our business, cash flow, financial condition or results of operations. We urge investors to consult with their legal and tax
advisers regarding the implications of potential changes in tax laws on an investment in our common stock. Adverse
developments affecting the financial services industry, such as actual events or concerns involving liquidity, defaults or non-
performance by financial institutions or transactional counterparties, could adversely affect our current and projected business
operations and our financial condition and results of operations. Events involving limited liquidity, defaults, non- performance
or other adverse developments that affect financial institutions, transactional counterparties or other companies in the financial
services industry or the financial services industry generally, or concerns or rumors about any events of these kinds or other
similar risks, have in the past and may in the future lead to market- wide liquidity problems. Although we do not currently have
investments with any financial institution that has experienced such events, if any financial institution with which we have a
relationship were to be placed into receivership, we may be unable to access such funds. In addition, if any parties with whom




we conduct business are unable to access funds pursuant to instruments or lending arrangements with such a financial
institution, such parties’ ability to pay their obligations to us or to enter into new commercial arrangements requiring additional
payments to us could be adversely affected. Inflation and rapid increases in interest rates have led to a decline in the trading
value of previously issued government securities with interest rates below current market interest rates. Although the U. S.
Department of Treasury, FDIC and Federal Reserve Board have announced a program to provide up to $ 25 billion of loans to
financial institutions secured by certain government securities held by financial institutions to mitigate the risk of potential
losses on the sale of such instruments, widespread demands for customer withdrawals or other l1qu1d1ty needs of financial
institutions for immediate liquidity may exceed the capacity of such program. Additionally, there is no guarantee that the U. S.
Department of Treasury, FDIC and Federal Reserve Board will provide access to uninsured funds in the event of the closure of
other banks or financial institutions in the future, or that they would do so in a timely fashion. Although we assess our banking
relationships as we believe necessary or appropriate, our access to funding sources in amounts adequate to finance or capitalize
our current and projected future business operations could be significantly impaired by factors that affect us, the financial
institutions with which we have financial arrangements directly, or the financial services industry or economy in general. These
factors could include, among others, events such as liquidity constraints or failures, the ability to perform obligations under
various types of financial, credit or liquidity agreements or arrangements, disruptions or instability in the financial services
industry or financial markets, or concerns or negative expectations about the prospects for companies in the financial services
industry. In addition, investor concerns regarding the U. S. or international financial systems could result in less favorable
commercial financing terms, including higher interest rates or costs and tighter financial and operating covenants, or systemic
limitations on access to credit and liquidity sources, thereby making it more difficult for us to acquire financing on acceptable
terms or at all. Any decline in available funding or access to our cash and liquidity resources could, among other risks, adversely
impact our ability to meet our operating expenses, financial obligations or fulfill our other obligations, result in breaches of our
financial and / or contractual obligations or result in violations of federal or state wage and hour laws. Any of these impacts, or
any other impacts resulting from the factors described above or other related or similar factors not described above, could have
material adverse impacts on our liquidity and our current and / or projected business operations and financial condition and
results of operations. Qur future success depends significantly on our ability to maintain-successfully develop,and obtain
regulatory approvals for and eeﬁt—rntte—te—sueeessful-l-y—com1nerc1"ll1ze AMXG@%—fer—AI:S— avex1t1de in PBH and—te
; ; and
AMX0035 hil addrrt-teﬂaljt&wd-teﬁeﬂﬁ— 1nd1catlons other than ALS,lncludlng Wolfram syndrome and PSP Avexitide has
been evaluated in five Phase 2 clinical studies for other-indieattonnrs-PBH and Congenital HI.In February 2025 , we
activated sueh-as PSP, WS;AD-and-other—- the neurotogieal-diseasesfirst sites for the pivotal Phase 3 LUCIDITY clinical
trial for avexitide in PBH .To date,we have obtained limited clinical trial data supporting AMX0035 in indications other than
ALS having only completed a-ehnteatrial-of 437 patients-with-AS-and-a clinical trial in 95 patients with AD.We are
conducting a glebatPhase-3-ehnteattrialof AMXO035-4rAES;a-Phase 2 clinical trial of AMX0035 in W-S-Wolfram syndrome
,and a global Phase 3 clinical trial of AMX0035 in PSP,and intend to conduct additional clinical trials for other indications and
product candidates in the future. Our business success depends heavily on our ability We-are-alsocondueting EIND-—enabling

stadies-of AMXOH4-in-ALS-and-plan-to iitiate-successfully complete clinical trials i#-for our product candidates. We have
limited-sales-completed the IND enabling studies of AMX0114 in ALS and marketing-expertenee-the first site was activated

for a Phase 1 multiple ascending dose, placebo- controlled trial in Canada in February 2025 . We will need H-we-ate
unable-to eontinte-to-have sufficient funds for, and successfully complete, our clinical development of avexitide, AMX0035
for the treatment of PSP, Wolfram syndrome and other indications, and AMX0114 in ALS. The future regulatory and
eommeretalize--- commercial success of avexitide, AMX0035 or any other current or future product candidates the-5—S-
are subject to a number of risks , Canada-including the following: ¢ successful completion of preclinical studies and
clinical trials;  successful patient enrollment in clinical trials; ¢ positive data from et-our elsewhereifpreclinical studies
and clmlcal trlals that supports and» an when—&ppreved—acceptable risk- benefit profile of avexitide , and—we—may—be

team-for-- or the-ma distribution-ofAdv v-future produd cand1ddtes in the 1ntended populatlons,
« satisfaction of appllcable regulatory requlrements 1nclud1ng ifapproved—Inorderto eontinue-satisfy applicable rules
governing fixed dose combination products, as applicable;  the interpretation of our preclinical and clinical data by
regulatory authorities to sueeessfully-eommereialize-support marketing approvals; ¢ potential unforeseen safety issues or
adverse side effects; * receipt and maintenance of marketing approvals from applicable regulatory authorities, including
with any expected NCE and new clinical investigation data exclusivity and orphan drug market exclusivity, as
applicable; ¢ receipt and maintenance of designations from applicable regulatory authorities, including breakthrough
designation for avexitide and orphan designation for avexitide and AMX0035 ; ¢ obtaining for-the-treatmentof-ALS;-and to
eemereta—l-rze—malntalmng patent and trade secret protectlon and regulatory exclus1v1ty for avexitide, AMX0035 for- or
attze any e-femthel current or future product candidates 3
at-may-be-a Vet y o ———maklng—sa-les—d-tstﬂbut-teﬂ—maﬂageﬂa-l
aﬁd—et-her—e&pabi-l-i-t-ies—eﬁrake—cu r’lngements with th1rd party manufacturers paﬁies—te—perfefm—these—sa%es— or

establishing manufacturing capabilities, for G

cllnlcal estabhsh—rng—etrﬁewn—sa-les—dnd




candidates

marketing-personnel; t-he—rn&bﬂ-rty—entry mto collaboratlons to eupp-}y—further lhe naarket—wrth—development of avex1t1de,
AMXO0035 our—- or drag-any other current or future pmduu candldates —rnel-udtng—m&nufaetuﬂng—efdﬂtﬂbu&eﬂ—eha{-}eﬂges

yre-may-faee-; * establishing the-nability-ofsales pe , marketing and

distribution capabilities and launching commercial sales of our products, 1f and when approved whether alone or in
collaboration with others; * acceptance of avexitide, AMX0035 or any other preduet-products , if that-ve-are-eurrently

develep-rng—e%ma—y—m—the—future—deve}ep—dmi gefs—when applo\ ed, ,—‘—&ny—\ﬁews—efepﬁnens—e*pressed—bv AI:S—e%patlents, the

avex1t1de, AMXO003S or atrany + : A A reg-patients gted
AMXOB035-or-any-other current or future pmduu candidates and accurately estlmatlng the size of apphcable patlent
populations or disease prevalence ;° obtaining and maintaining third- party coverage and adequate reimbursement;®
maintaining a continued acceptable safety profile of the-products following any approval;e effectively competing with other
drugs or therapies;* ensuring that we promote and distribute our products consistent with all applicable healthcare laws;and *
enforcing and defending intellectual property rights and claims.Many of these risks are beyond our control,including the risks
related to clinical development,the regulatory submission process,potential threats to our intellectual property rights and the
manufacturing,marketing and sales and-efforts of any future collaborator. If we are unable to develop, obtain or maintain
regulatory approvals for, or successfully commercialize avexitide, AMX0035 or any of our other current or future
product candidates, or if we experience delays as a result of any of these risks or otherwise, our business could be
materially harmed. In addition, of the large number of drugs in development in the pharmaceutical industry, only a
small percentage result in the submission of marketing applications erganization—-we-enter-into-arrangements-with-third
parttes—to perforntsatesregulatory authorities , marketing-and distributionserviees-even fewer are approved for
commercialization. Furthermore , even if we do receive regulatory approval for our current eur—- or any of our future
product candidates, any such approval may revenue-orprofitability-fromrthese-revenue-streams-is-tkelyto-be subject tower
than-if-we-were-to limitations on the indications or uses or the patient populations for which we may market and-set-the
product. Additionally, we may not realize the full commercial potential of avexitide, AMX003S or any other current or
future product (,dndlddks that receive marketlng approval if we are unable to appropriately identify patients develop
ackettton fre s-with third-partiesto-sel-and-market AMX0635-or
an—y—e-f—euﬁet-her——— the eurreﬁt—e-lhfuture-dlseases targeted by such m)duel candidates ermay-be-. Accordingly, even if we are
unable—- able to do-so-onterms-obtain the requisite financing to continue to fund our development activities, we cannot
assure you that we are—faverab’:e—te—us—\&le—l-ﬂeel-y-\\ ill successfully develop or commerclahze have—l-nﬂrted-eeﬁfrel-evefsueh

payors-on-the-benefits-of AMX0035-or any future product candidates for any 1nd1catlon in any Jlll‘lSdlCthIl may-require
signifteantresourees-and-may never-be-sueeessful-. Sueheffortsmay require-more-resourees-tham1f we or any of our future
collaborators arc unable typieallyrequired-due-to the-eomplexity-and-untqueness-of AMX6635-develop, maintain, or obtain

regulatory approvals for, or, if approved, successfully commercialize our current or any future product candidates ;and-the
for our initial or potential additional indications , we may not be able to generate sufficient revenue to continue our
business. In addition, our failure to demonstrate positive results in our clinical trials in any indication for which we are
used-in-developing our current product candidates, etr— or to satisfy other regulatory requirements,could adversely
affect our development efforts for avexitide,AMXO0035 in other indications,or for AMX0114.The delay or denial of
regulatory approval for any of our current or any future product candidates in any jurisdiction could adversely impact
our business and our results of operations,and could cause us to delay or even cease operations.The
research,testing,manufacturing,labeling,approval,sale,marketing,distribution and post- market obligations of drug
products are subject to extensive regulation by the FDA and other regulatory agencies in the U.S.and other countries,and
such regulations differ from country to country.The FDA or any other foreign regulatory agency can delay,limit,deny or
withdraw approval to market avexitide, AMX003S or any future product candidates for many reasons,including:e our
inability to demonstrate to the satisfaction of,the FDA or any other applicable foreign regulatory agency that
avexitide,AMX0035 or any future product candidate is safe and effective for the requested indication;* our inability to
gain agreement from applicable foreign regulatory authorities that avexitide, AMX0035 or any future product candidate
is appropriate for approval under applicable regulatory pathways;e the FDA’ s or any other applicable foreign
regulatory agency’ s disagreement with the interpretation of data from elinieal-preclinical and clinical studies and trials;*
our inability to demonstrate that the clinical and other benefits of avexitide, AMX003S or any future product candidate
outweigh any safety or other perceived risks;e the FDA’ s ;Health-Canada-or any other applicable foreign regulatory
agency s requirement for additional preclinical or clinical studies or trials , including studies to satisfy applicable rules
governing fixed dose combination products or post- market requirements,as applicable;e the FDA’ s or any the-other
EMA-applicable foreign regulatory agency’ s having differing requirements for the trial protocols used in our clinical
trials;e the FDA ’ s or any other applicable foreign regulatory agency’ s non- approval of the formulation,labeling and / or the
specifications of avexitide, AMX0035 or any future product candidates ;° the FDA *s;Health-Canada’s;the EMA-" s or any



other applicable foreign regulatory agency’ s failure to accept the manufacturing processes or third- party manufacturers with
which we contract;or * the potential for approval policies or regulations the FDA ;ofHealth-Canadasthe EMA-or any other
apphcable forelgn regulatory agencreq to Srgmhcantly change in a manner renderlng our chnlcal data insufficient for approval

approve avexrtlde, AMXOO%S or any future product candidates for a more limited indication and / or a narrower patient
population than we originally request,and the FDA ;Health-Canada;the-EMA—or any other applicable foreign regulatory agency
may not approve the labeling that we believe is necessary or desirable for the successful commercialization of avexitide,
AMXO0035 or any future product candidates .Any delay in obtaining,or inability to obtain,applicable regulatory approval
would delay or prevent commercialization of avexitide, AMX0035 or any future product candidates and would materially
adversely impact our business and prospects. AMX003S is a fixed- dose combination drug product and certain regulatory
authorities may require a demonstration that each component makes a contribution to the claimed effects in addition to
demonstrating that the combination is safe and effective for the intended population. Under the FDA’ s combination
rule,the FDA may-generally will not file or approve an NDA for a fixed- dose combination product unless each component of a
proposed drug product is shown to make a contribution to the claimed effects and the dosage of each component
(amount,frequency,duration) is safe and effective for the intended population.For additional information on FDA’ s combination
rule see the section entitled ““ Business — Government Regulation — Combination Rule for Fixed- Dose Combination Products
” in this-our 2024 Annual Report.Similar requirements may be imposed on us by the EMA in the EU and comparable regulatory
authormeq in other Jurl@dlctlonq Where we 1ntend to @eek regulatory approval -See—t-he—seet—teﬁ-eﬁt—rt-}ed—Bus-mess—Gevefﬂmeﬂt

eembtﬂ&t—ton—fu-}e—feh%hﬁé@%é-oﬁany e{-her—hxed do%e comblnatlon products we may develop , for-the-treatment-of-any-other
indieations-we may purste-in-advanee-be required to produce clinical data supporting the contribution of apprevat-each
component when present at the levels included in the fixed- dose combination in order to obtain marketing authorization
in the U.S.or EU .If the FDA ;sthe-EMA-or other comparable foreign regulatory authorities require us to conduct one or more
clinical trials to support such a demonstration,such as a factorial study,the design,duration,and scope of such clinical trials will
be decided upon after further discussions with those agencies and other comparable foreign regulatory authorities.As a result,we
are unable to predict with certainty the estimated timing or scope of any future clinical trials of AMX0035 we may be required
to conduct to satisfy these requirements governing fixed dose combination products in various jurisdictions.Ongoing third- party
data in neurology,specifically within ALS,on our products or other products may influence regulatory decision making,including
for fixed- dose combinations.We have focused our research and development efforts on addressing neurodegenerative diseases
and €NS-disorders-have only recently further expanded upon our existing development efforts in the endocrine and
metabolic field with the acquisition of avexitide.This shift in focus may result in additional costs arising from operating
expenses and hiring personnel,challenges with building our expertise in the endocrine and metabolic field,or diversion of
management’ s attention away from AMXO0035 .Historically,efforts by pharmaceutical companies in the field of
neurodegenerative diseases and-ENS-diserders-have experienced limited successes in product development.The development of
neurodegenerative and-ENS-therapies presents unique challenges,including an imperfect understanding of the biology,the
presence of the blood brain barrier that can restrict the flow of drugs to the brain,a frequent lack of translatability of preclinical
study results in subsequent clinical trials and dose selection,and the product candidate having an effect that may be too small to
be detected using the outcome measures selected in clinical trials or if the outcomes measured do not reach statistical
significance.There are few approved therapeutic options available for patients with ALS ;AP-and other neurodegenerative
disorders.Our future success is highly dependent on the successful development and commercialization of avexitide, AMX0035
and any other current or future product candidates for treating neurodegenerative diseases or for treating endocrine and ENS
metabolic disorders.Developing and commercializing avexitide, AMX0035 and any other current or future product candidates
for treatment of neurodegenerative diseases or for treating PBH and €NS-diserders-Congenital HI subjects us to a number of
challenges,including ensuring that we have developed or acquired the requisite expertise in these areas, sclected the optimal
doses, exeenting-execute an-appropriate clinical ¢rtat-trials to test for efficacy and ebtaining--- obtain and-maintaining
regulatory approval from Health-Canada-the FDA sthe EMA-and other comparable foreign regulatory authorities. The
regulatory approval processes of the FDA ;Health-Canadasthe EMA-and other comparable foreign authorities are lengthy,time-
consuming and inherently unpredictable,and if we are ultimately unable to matntatr-er-obtain regulatory approval for AMX8635

er-our aﬂ-y—et-her—current or any future product candidates,our buqlneiq W111 be iubqtantlally harmed A—ﬁ-ﬂd-rﬂg—t-hﬁt—etu“g-}e-ba-l-

permltted to Commercrahze market promote or sell any product Candldate in the U. S —G&nada—or elsewhere -t-he—E-U—Wlthout
obtaining regulatory approval from the FDA and ;Health-Canada;er-the-other EMAsrespeetively-comparable foreign



regulatory authorities .Regulatory authorities in other jurisdictions may have similar requirements. The time required to obtain
approval by the FDA ;Health-Canadasthe EMA—and other comparable foreign regulatory authorities is unpredictable,and
typically takes many years following the commencement of clinical trials and depends upon numerous factors,including
substantial discretion of such regulatory authorities.In addition,approval policies,regulations,or the type and amount of clinical
data necessary to gain approval may change during the course of a product candidate’ s clinical development and may vary
among jurisdictions. Fhe-For example,the U.S.Supreme Court’ s July 2024 decision to overturn prior established case law
giving deference to regulatory agencies’ interpretations of ambiguous statutory language has introduced uncertainty
regarding the extent to which FDA’ s regulations,policies,and decisions may become subject to increasing legal
challenges,delays,and / or changes.In addition,the FDA in any approval needs to determine that there is substantial evidence
of effectiveness.This finding can be substantiated based on two adequate and well- controlled studies,or in certain circumstances
on a single,large,multicenter,adequate and well- controlled study that is very persuasive or from a single adequate and well-
controlled study together with confirmatory evidence.FDA regulatron% and gurdanee also allow for greater ﬂexrbrhty and
tolerance for uncertainty in the context of rare and fatal diseases. On 5 8 g

-rmp&x-fed—Chnlcal teitrng is expensive,difficult to desrgn and 1mp1ement can take many years to Complete and is mherently
uncertain as to outcome.We cannot guarantee that any clinical trials will be conducted as planned or completed on schedule,if at
all. The clinical development of avexitide, AMX0035 for our initial-and-potentiat-additional-indications other than ALS or any
current or future product candidates sinehading-AMXOH4:-1s susceptible to the risk of failure inherent at any stage of
development,including failure to demonstrate efficacy in a clinical trial or across a broad population of patients,the occurrence of
AEs adverse-events-that are severe or medically or commercially unacceptable,failure to comply with protocols or applicable
regulatory requirements,and determination by the FDA ;Health-Canadasthe EMA—or any other comparable foreign regulatory
authority that a product candidate may not continue development or is not approvable .For example,our Phase 3 clinical trial
of AMXO0035 for the treatment of ALS failed to meet its primary and secondary endpoints .Additionally,our expenses
could increase if we are required by the FDA ;Health-Canadasthe- EMA—or any other comparable foreign regulatory authority to
perform clinical trials in addition to those currently expected,or if there are any delays in completing our clinical trials or the
development of avexitide, AMX0035 in additional indications and efAMX6+H4-any current or future product candidates .1t
is possible that even if avexitide, AMX0035 or any other current or future product candidate has a beneficial effect,that effect
will not be detected during clinical evaluation as a result of one or more of a variety of factors,including the
size,duration,design,measurements,conduct or analysis of our clinical trials.Conversely,as a result of the same factors,our
clinical trials may indicate an apparent positive effect of avexitide, AMX0035 or any other current or future product candidate
that is greater than the actual positive effect,if any.Similarly,in our clinical trials we may fail to detect toxicity of or

intolerability caused by avexitide, AMX0035 or any other current or future product candidate,or mistakenly believe that
avexitide, AMX0035 or any other current or future product Candrdateg are tox1c or not well- tolerated when that is not in fact the
case. Avexitide, AMX0035 and Adv 3 Ao it al-regula : ats;8
- or future product candidates could fail to obtain regulatory approvals, and any of our future product candldates could fail
to obtain regulatory approvals, for many reasons,including the following:e the FDA ;Health-Canada;the EMA—or other
comparable foreign regulatory authorities may disagree as to the design or implementation of our clinical trials and may require
additional data to support regulatory approval;® we may be unable to demonstrate to the satisfaction of the FDA ;Healthk
Canadasthe EMA-or other comparable foreign regulatory authorities that a product candidate is safe and effective for its
proposed indication (s) and,if necessary,that a product candidate and any active components thereof are safe and effective for
the proposed indication;e the results of clinical trials may not meet the level of statistical significance required by the FDA
sHealth-Canada;the- EMA—or other comparable foreign regulatory authorities for approval;e we may be unable to demonstrate
that a product candidate’ s clinical and other benefits outweigh its safety risks;* the FDA ;Health-Canada;the EMA-and
comparable authorities in other countries may disagree with our interpretation of data from clinical trials or preclinical studies
and our request may require additional trials or studies to support marketing approval;e the data collected from clinical trials of
avexitide, AMX0035 or any other current or future product candidates may not be sufficient to support the submission of an
NDA or other submission to the FDA or other comparable foreign regulatory authority to obtain regulatory approval in the U.S.
sCanada;the- EU-or elsewhere;e the FDA ;Health-Canadasthe EMA—or other comparable foreign regulatory authorities may find
deficiencies with clinical trial sites or fail to approve the manufacturing processes or facilities of third- party manufacturers with
which we contract for clinical and commercial supplies;and ¢ the approval policies or regulations of the FDA ;Health-Canadasthe




EMA-or other comparable foreign regulatory authorities may significantly change in a manner rendering our clinical data
insufficient for approval. This lengthy approval process as well as the unpredictability of clinical trial results may result in our
failing to obtain regulatory approval to market avexitide, AMX0035 or any future product candidate we develop,which would
significantly harm our business,results of operations and prospects.There is no assurance that the endpoints and trial designs
used for the approval of currently approved drugs for the treatment of neurodegenerative diseases will be acceptable for future
approvals,including for avexitide, AMX0035 and AMX6+4-any current or future product candidates.Similarly,there is no
assurance that the endpoints and trial designs for avexitide will be acceptable for its future approval .The FDA ;Health
Canadasthe EMA-and other comparable foreign authorities have substantial discretion in the approval process and determining
when or whether regulatory approval will be obtained for any product candidate that we develop.Even if we believe the data
collected from past or future clinical trials of avexitide, AMX0035 or any other current or future product candidates are
promising,such data may not be sufficient to support approval by the FDA or any other regulatory authority.The FDA reviews
an NDA to determine whether the product is safe and effective for its intended use (s),with the latter determination being made
on the basis of substantial evidence.This finding can be substantiated based on two adequate and well- controlled studies,or in
certain circumstances on a single,large,multicenter,adequate and well- controlled study that is very persuasive or from a single
adequate and well- controlled study together with confirmatory evidence. The FDA may not agree that this standard is
met.Accordingly,there can be no assurance that for avexitide, AMX0035 or any other current or future product candidates the

FDA and other regulatory agenme% —me{ud-i-r}g—Hea-}ﬂa—Gaﬂﬁéa—aﬁd-t-he—Ek%wﬂl not quulre additional Chmcal trials beyond

What we may plan to conduct -

addluon dlqruptlonq caused by any future publlc health crisis may increase the hkehhood that we encounter dlfﬁcultle% or delays
in initiating,screening,enrolling,conducting,or completing our ongoing and planned preclinical studies and clinical trials.Clinical
site initiation and patient screening and enrollment may be delayed due to prioritization of hospital resources in the event of a
future public health crisis.Investigators and patients may not be able to comply with clinical trial protocols if quarantines impede
patient movement or interrupt healthcare services.Similarly,our ability to recruit and retain patients and principal investigators
and site staff who,as healthcare providers,may have heightened exposure to such future highly infectious or contagious
diseases,could be limited,which in turn could adversely impact our clinical trial operations.Additionally,we may experience
interruption of key clinical trial activities,such as clinical trial site monitoring,due to limitations on travel,quarantines or social
distancing protocols imposed or recommended by federal or state governments,employers and others in connection with any
future outbreak of any highly infectious or contagious diseases.As a result of a future public health crisis,we may face delays in
meeting our anticipated timelines for our ongoing and planned clinical trials.In addition,regulatory authorities may subject our
clinical or manufacturing operations to inspections,including routine surveillance,bioresearch monitoring and pre- approval
inspections.In addition,even if we were to obtain approval,regulatory authorities may approve avexitide, AMX0035 or any other
current or future product candidates for fewer or more limited indications than we request,may not approve the price we intend
to charge for our products,may grant approval contingent on the performance of costly post- marketing preclinical studies and
clinical trials,or may approve a product candidate with a label that does not include the labeling claims necessary or desirable
for the successful commercialization of that product candidate. Any of the foregoing scenarios could materially harm the
commercml pro%pectq for avexmde, AMX0035 or any other current or future product candldates Jn-Canada;pre—approval-GMP

may incur unexpected costs or experience delayi in Completmg or ultimately be unable to complete the development of
avexitide, AMX0035 or any other current or future product candidates.To obtain regulatory approval to commercialize
avexitide, AMX0035 and any other current or future product candidates,we must demonstrate through extensive preclinical



studies and clinical trials that such product candidates are safe and effective in humans.Preclinical and clinical testing are
expensive and can take many years to complete,and their outcome is inherently uncertain.Failure can occur at any time during
the clinical trial process and our future clinical trial results may not be successful,which could impact our ability to obtain
regulatory approvals for avexitide, AMX003S or any other current or future product candidates.We may experience
delays in completing our clinical trials or preclinical studies and initiating or completing additional regutatory-clinical
trials.We may also experience numerous unforeseen events during our clinical trials that could delay or prevent our
ability to receive marketing approvals—- approval fer— or commercialize avexitide, AMX0035 or any other current or
future product candidates we develop . including:* regulators,or institutional review boards,or IRBs,or other reviewing
bodies may not authorize us or our investigators to satisfi-commence a clinical trial,or to conduct or continue a clinical
trial at a prospective or specific trial site;» we may not reach agreement on acceptable terms with prospective contract
research organizations,or CROs,and clinical trial sites,the terms of which can be subject to extensive negotiation and
may vary significantly among different CROs and trial sites;* the number of subjects or patients required for clinical
trials of avexitide, AMX0035 in any- an applieable-postindication or any future product candidate may be larger than we
anticipate,enrollment in these clinical trials may be insufficient or slower than we anticipate,and the number of clinical
trials being conducted at any given time may be high and result in fewer available patients for any given clinical trial,or
patients may drop out of these clinical trials at a higher rate than we anticipate;e our third - market-eonditions-party
contractors,including those manufacturing avexitide,AMX0035 or any other current or future product candidates or
conducting clinical trials on etr-our behalf,may fail to comply with regulatory requirements or meet te-eontinne-marketing
AMXO6035-in-the-their U-S—contractual obligations to us in a timely manner,or at all;» we may have to and-amend
Canada-We-eonld-alse-clinical trial protocol submitted to regulatory authorities or conduct additional studies to reflect
changes in regulatory requirements or guidance,which we may be required to resubmit to an IRB and regulatory
authorities for re- examination;* unforeseen safety events may occur during the course of a clinical trial and these events
may result in the temporary suspension or termination of a clinical trial,or require urgent safety measures or restrictions
to protect human subjects during the conduct of a clinical trial;e regulators,IRBs or other reviewing bodies may fail to
approve or subsequently find fault with the manufacturing processes or facilities of third- party manufacturers with
which we enter into agreement for clinical and commercial supplies,or the supply or quality of avexitide, AMX003S or
any other current or future product candidate or other materials necessary to conduct clinical trials of

avexitide, AMX003S or any other current or future product candidates may be insufficient,inadequate or not available at
an acceptable cost,or we may experience interruptions in supply;and ¢ the potential for approval policies or regulations
of the FDA or any other applicable foreign regulatory agencies to significantly change in a manner rendering our clinical
data insufficient for approval.Regulators,IRBs of the institutions in which clinical trials are being conducted or data
monitoring committees may suspend or terminate a clinical trial due to a number of factors,including failure to conduct
the clinical trial in accordance with regulatory requirements or our clinical protocols,inspection of the clinical trial
operations or trial site by the FDA or other regulatory authorities resulting in the imposition of a clinical hold,unforeseen
safety issues or adverse side effects,failure to withdraw-AMX6635-demonstrate a benefit from using a drug,changes in
governmental regulations or administrative actions or lack of adequate funding to continue the marketplaee-clinical trial .
Fhis-For example,we submitted an Investigational New Drug application to the FDA for AMX0114.The FDA restricted
dosing to an amount that is lower than our proposed targeting—- starting dose of 12.5 mg and has requested additional
information,which resulted in a clinical hold.Toxicology studies showed a greater than 10X safety margin at the starting
dose of 12.5 mg based on the no observed adverse effect level,or NOAEL determined by independent toxicology firms.In
January 2025,we announced that the clinical hold had been lifted,however there can be no assurance that future clinical
holds relating to any of our current or future product candidates will not be imposed.Negative or inconclusive
1mpressmns of the results from earher cllnlcal trlals of avex1t1de performed by Elger or any other eﬁﬁeﬂ-t—e%fu’fure—preéuet-

|71L(,11111(,dl xludlu or Llll]lull llmls and u)ul(l delay mar l\umg approv al\ or result in Lhan%\ to or dle\\ in preclinical studies or
clinical trials of AMX0035 in other indications.We do not know whether any clinical trials that we may conduct will
demonstrate adequate efficacy and safety to result in regulatory approval to market avexitide, AMX0035 for our intended
indications or any future product candidate.Our failure to successfully initiat-initiate and complete clinical trials of

avex1t1de,AMX0035 for Wolfram syndrome,PSP or poumml addmonal lll(lltdll()n\ —e%&ny—fut&re—pfedﬁet—eaﬁd-td&teﬂ-ﬂafer




or-po dieattons—and to demonstrate the efficacy and safety of
avex1t1de and AMXOO35 1nclud1ng each component thereof neceqsary to obtaln aﬂd—nﬁa-rnta—m—regulatory approval to market

8 G - ,would significantly harm our
business and ability to continue developlng “and marketlng avexitide and AMX0035 for any indications.Our product candidate
development costs will also increase if we experience delays in testing or obtaining and maintaining regulatory approvals and
we may be required to obtain additional funds to complete clinical trials. We cannot assure you that our clinical trials will begin
as planned or be completed on schedule,if at all,or that we will not need to restructure our trials after they have
begun.Significant clinical trial delays or the need for additional data from our clinical trials also could shorten any periods
during which we may have the exclusive right to commercialize avexitide, AMX0035 or any other current or future product
candidates or allow our competitors to bring products to market before we do and impair our ability to successfully
commercialize such product candidates,which may harm our business and results of operations.In addition,many of the factors
that cause,or lead to,delays of clinical trials may ultimately lead to the denial of regulatory approval of avexitide, AMX0035 or
any future product candidate.Even if we complete the necessary preclinical studies and clinical trials,the marketing approval
process is expensive,time- consuming and uncertain and may prevent us or any future collaboration partners from obtaining or
maintaining approvals for the commercialization of AMX0035-for-ourinitial-or-our current petential-additional-indieations-as
syelasfer- or any future product candidate we develop.Any product candidate we may develop and the activities associated
with its development and commercialization,including its
design,testing,manufacture,safety,efficacy,recordkeeping,labeling,storage,approval,advertising,promotion,sale,and
distribution,are subject to comprehensive regulation by Health-Canada-the FDA sthe- EMA-and other regulatory authorities in
the U.S.and in other countries.Failure to obtain marketing approval for a product candidate will prevent us from
commercializing that product candidate in a given jurisdiction.Although we have invested substantial time and resources to date
in pursuit of regulatory approval and toward potential commercialization,we have only received regulatory approval for
AMX0035 (RELYVRIO) in the U.S.and marketing authorization with conditions for AMX0035 (ALBRIOZA) in Canada
,which products we have since ceased marketing and selling from the market, and have not received any other regulatory
approvals to market any product candidates from regulatory authorities in any jurisdiction,and it is possible that none of the
product candidates we may seek to develop in the future will ever obtain regulatory approval. We have no experience in filing
and supporting the applications necessary to gain marketing approvals and rely on third- party CROs or regulatory consultants to
assist us in this process.Securing regulatory approval requires the submission of extensive preclinical and clinical data and
supporting information to the various regulatory authorities for each therapeutic indication to establish the bietegte-product
candidate’ s safety,purity,efficacy and potency.Securing regulatory approval also requires the submission of information about
the product manufacturing process to,and inspection of manufacturing facilities by,the relevant regulatory authority.Any product
candidates we develop may not be effective,may be only moderately effective,or may prove to have undesirable or unintended
side effects,toxicities or other characteristics that may preclude our obtaining marketing approval or prevent or limit commercial
use.The process of obtaining marketing approvals,in the U.S. ;&anada;EH-and other foreign jurisdictions,is expensive,may take
many years if additional clinical trials are required,if approval is obtained at all,and can vary substantially based upon a variety
of factors,including the type,complexity,and novelty of the product candidates involved.Changes in marketing approval policies
during the development period,changes in or the enactment of additional statutes or regulations,or changes in regulatory review
for each submitted product application,may cause delays in the approval or rejection of an application. The FDA ;Health
Canadasthe EMA-and comparable authorities in other countries have substantial discretion in the approval process and may
refuse to accept any application or may decide durlng the reVleW proce%i that our data are insufficient for approval and require
additional preclinical, chnlcal or other Studreq o—th p v

from prechnlcal and clinical te%trng could delay,hnnt or prevent nlarketlng approval of,or lnn1t the approved labehng for a
product candidate - . W . d d . d o .

FDA has discretion to refer an apphcatlon for anovel drug or a drug that presents difficult que%tlons of Safety or efficacy to an
advisory committee.For example,our approval of RELY VRIO b¥-in the U.S.underwent two FDA-was-granted-following-the
seeeﬁd—vﬁua-l-meeﬁng—e-ﬁt-he—Adeory Committee reviews he}d-eﬁ—SeptembeH— whlch delayed ultlmate %GQQ—Pheﬁdﬂsefy



al-eommitments-thate er-the-approvedp et-not-eommeretally-wiable- [ we experience delays in obtaining
approval or 1f we fail to maintain or obtain approval of avexitide, AMX0035 or of any product candidates we may develop,the
commercial prospects for those product candidates,including for avexitide or AMX0035,may be harmed,and our ability to
generate revenues will be materially impaired. The results of early- stage clinical trials and preclinical studies may not be
predictive of future results.Initial or preliminary data in our clinical trials may not be indicative of results obtained when these
trials are completed or in later stage trials. The results of preclinical studies may not be predictive of the results of clinical
trials,and the results of any early- stage clinical trials we commence may not be predictive of the results of the later- stage
clinical trials.In addition,initial data in clinical trials may not be indicative of results obtained when such trials are

completed. There can be no assurance that any of our clinical trials will ultimately be successful or support further clinical
development of avexitide, AMX0035 or any other current or future product candidates. n-additterrFor example ,the clinical
results seen in the CENTAUR tr1a1 may—net—be—repe&ted—were dlfferent than the results seen in our global Phase 3 PHOENIX
chmcal tr1al whie h 0

addi-t-teﬁa-l—rnd-te&t-t&ns— There isa hlgh failure rate for drugs and blOlOglCS proceedlng through chmcal trlals A number of
companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in clinical development even
after achieving promising results in earlier studies,and any such setbacks in our clinical development could have a material
adverse effect on our business and operating results.Additionally,we have in the past utilized and may in the future utilize an
open- label  clinical trial design.An “ open- label ” clinical trial is one where both the patient and investigator know whether
the patient is receiving the investigational product candidate or either an existing approved drug or placebo.Most open- label
clinical trials test only the investigational product candidate and sometimes may do so at different dose levels.Open- label
clinical trials are subject to various limitations that may exaggerate any therapeutic effect as patients in open- label clinical trials
are aware when they are receiving treatment.Open- label clinical trials may be subject to a *“ patient bias ”” where patients
perceive their symptoms to have improved merely due to their awareness of receiving an experimental treatment.In
addition,open- label clinical trials may be subject to an “ investigator bias ”” where those assessing and reviewing the
physiological outcomes of the clinical trials are aware of which patients have received treatment and may interpret the
information of the treated group more favorably given this knowledge.The results from an open- label trial may not be
predictive of future clinical trial results with avexitide, AMX0035 or any future product candidates when studied in a controlled
environment with a placebo or active control.Interim topline and preliminary data from our clinical trials that we announce or
publish from time to time may change as more patient data become available and are subject to audit and verification procedures
that could result in material changes in the final data.From time to time,we may publish interim topline or preliminary data from
our clinical trials.Interim data from clinical trials that we may complete are subject to the risk that one or more of the clinical
outcomes may materially change as patient enrollment continues and more patient data become available.Preliminary or topline
results also remain subject to audit and verification procedures that may result in the final data being materially different from
the preliminary data we previously published.As a result,interim and preliminary data should be viewed with caution until the
final data are available.Adverse differences between preliminary or interim data and final data could significantly harm our
reputation and business prospects.Enrollment and retention of patients in clinical trials is an expensive and time- consuming
process and could be made more difficult or rendered impossible by multiple factors outside our control.Patient enrollment is a
significant factor in the timing of clinical trials,and the timing of our clinical trials depends,in part,on the speed at which we can
recruit patients to participate in our trials,as well as completion of required follow- up periods. We may not be able to initiate or
continue clinical trials for avexitide, AMX0035 or any other current or future product candidates if we are unable to locate and
enroll a sufficient number of eligible patients to participate in these trials to such trial” s conclusion as required by Health
€anada;-the FDA sthe EMA-—or other comparable foreign regulatory authorities.Additionally,certain clinical trials for avexitide,
AMXO0035 and any other current or future product candidates may be focused on indications with relatively small patient
populations,which may further limit enrollment of eligible patients or may result in slower enrollment than we anticipate.The
eligibility criteria of our clinical trials,once established,may further limit the pool of available trial participants.For example , the
number of patients suffering from AES-Wolfram syndrome and PBH .is small and,in some cases,has not been established with
precision.If the actual number of patients with these diseases is smaller than we anticipate,we may encounter difficulties in
enrolling patients in our clinical trials,thereby delaying or preventing development and approval of avexitide, AMX0035 or any
other current or future product candidates.Even once enrolled,we may be unable to retain a sufficient number of patients to
complete any of our trials. Neurodegenerative diseases Forexample;ALSpatients-have particular challenges,lncludlng
significant mobility issues rnorbldltles and other cornphcatlons that have hlstorlcally made retentlon 1n AL—S—clmlcal trials more
challenging - it A s-indieations hieh
We—ma-y—rmi-eﬁmea-l-&ta-ls—tﬂ—t-he—ﬁi‘fufe— ln the past we have had dlseontlnuatlons in our ehnlcal trlals 1nclud1ng in our
CENTAUR trial and CENTAUR-OEE-our PHOENIX frial ,and their open label extensions .Discontinuations may occur in
current or future trials and could result in delays of completion of our clinical trials and affect our ability to enroll additional
patients in our clinical trials and impact the integrity of data from our clinical trials.Patient enrollment and retention in clinical
trials depends on many factors,including the size of the patient population,the severity of the disease under investigation,the
nature of the trial protocol,the existing body of safety and efficacy data for the product candidate,the number and nature of
competing treatments and ongoing clinical trials of or expanded access to competing therapies for the same indication,the
proximity of patients to clinical sites,the eligibility criteria for the trial,the ability to adequately monitor patients during a
trial,clinicians’ and patients’ perceptions as to the potential advantages of the product candidate being studied,and the risk that




patients will drop out of a trial before completing all site visits.There are limited patient pools from which to draw in order to
complete our clinical trials in a timely and cost- effective manner,including due to the fact that the rearelogieal-diseases we
target are rare .Moreover,for example,the patient population for PBH may decrease due to the development of novel
treatments for obesity,reducing the potential need for bariatric surgery .Furthermore,our efforts to build relationships with
patient communities may not succeed,which could result in delays in patient enrollment in our clinical trials.Any negative
results we may report in clinical trials of avexitide, AMX0035 or any future product candidate may also make it difficult or
impossible to recruit and retain patients in other clinical trials of that same product candidate .For example,the PHOENIX trial
did not meet its primary or secondary endpoints,which may discourage patients from participating in clinical trials of
AMXO0035 in other indications .Delays or failures in planned patient enrollment or retention may result in increased
costs,program delays or both,which could have a harmful effect on our ability to develop AMX0035 in AES-Woelfram
syndrome PSP ;¥WS;AP-and additional indications ,avexitide and any other current or future product candidates,or could
render further development impossible.Further,if patients drop out of our clinical trials,miss scheduled doses or follow- up
visits,or otherwise fail to follow clinical trial protocols,whether as a result of public health epidemics and related illness,the
integrity of data from our clinical trials may be compromised or not accepted by Health-Canada;—the FDA sthe-EMA-or other
regulatory authorities,which would represent a significant setback for the applicable program.In addition,we may rely on CROs
and clinical trial sites to ensure proper and timely conduct of our future clinical trials and,while we intend to enter into
agreements governing their services,we will be limited in our ability to compel their actual performance.Changes in methods of
product candidate manufacturing or formulation may result in additional costs or delay.As product candidates proceed through
preclinical studies to late- stage clinical trials towards potential approval and commercialization,it is common that various
aspects of the development activities,such as manufacturing methods and formulation,are altered along the way in an effort to
optimize processes and results.Any of these changes could cause avexitide, AMX0035 or any other current or future product
candidates to perform differently and affect the results of ongoing clinical trials or other future clinical trials conducted with the
materials manufactured using altered processes.For example,in seeking approval of AMX0035 in Europe,we submitted data
supporting a different formulation of AMX0035 from the formulation evaluated in the CENTAUR trial. Changes to commercial
formulations from those studied clinically could lead regulatory authorities to delay the approval of our marketing applications
until we can demonstrate through additional clinical data that there is comparability in the bioavailability of the two different
formulations or may require us to revert to the prior formulation evaluated clinically.Should we have to conduct comparability
testing to bridge earlier clinical data obtained from product candidates produced under earlier manufacturing methods or
formulations with the planned commercial formulation,regulatory authorities may disagree on the interpretation of results from
this testing. This could delay completion of clinical trials,require the repetition of one or more clinical trials,increase clinical trial
costs,delay approval of avexitide, AMX0035 or any other current or future product candidates and jeopardize our ability to
commence sales and generate revenue. Our product candidates require specific shipping,storage,handling and
administration,which in some cases,may require cold- chain logistics and subject our product candidates to risk of loss
or damage if failures occur.Our product candidates are sensitive to temperature,storage and handling conditions.They
must be stored at very low temperatures in specialized freezers or specialized shipping containers until immediately
prior to use.The handling and administration of the product,if approved,may need to be performed according to specific
instructions and in some steps within specific time periods.Failure to correctly handle our product could negatively
impact the efficacy and or safety of our product,or cause a loss of product.In addition,if approved,our products may need
to be frozen using specialized equipment and maintained following specific procedures in order to be stored without
damage in a cost- efficient manner and without degradation.We will need to scale- up a cost- effective and reliable cold-
chain distribution and logistics network,which we may be unable to accomplish.Failure to effectively scale- up our cold-
chain supply logistics,by us or third parties,could in the future lead to additional manufacturing costs and delays in our
ability to supply required quantities for commercial supply.For these and other reasons,we may not be able to
manufacture our current or future product candidates at commercial scale or in a cost- effective manner.Even if we are
able to manufacture and distribute the product candidates,if our products require specific procedures to maintain and
use them,we may be limited in commercial opportunity.Avexitide, AMX0035 or any future product candidate may cause
undesirable side effects or have other properties that could delay or prevent its regulatory approval,limit the commercial profile
of an approved label,or result in significant negative consequences following regulatory approval,if obtained.Undesirable side
effects caused by AMX0035-avexitide , AMXO0035 or any future product candidate,could cause us or regulatory authorities to
interrupt,delay or halt clinical trials and could result in a more restrictive label or the delay,denial or withdrawal of regulatory
approval by the FDA ;Health-Canadasthe EMA—or comparable foreign regulatory authorities.Results of our preclinical studies or
clinical trials could reveal a high and unacceptable severity and prevalence of side effects or unexpected characteristics .In
clinical trials to date of avexitide,avexitide was generally well- tolerated.The most common AEs were injection site
bruising,headache,and nausea;these occurred more often with placebo than either avexitide dose.However,there can be
no guarantee that we would observe a similar tolerability profile of avexitide in future clinical trials or for other
indications .In clinical trials of AMX0035 to date, AMX0035 has been generally well- tolerated,with most common treatment-
emergent AEs adverse-events-including diarrhea,abdominal pain,nausea,upper respiratory
infection,constipation,headache,fatigue,proteinuria,and decreased appetite.In addition,it has been reported that patients
experience a bad taste when taking AMX0035.In animal studies,administration of AMX0035 to rats throughout pregnancy and
lactation resulted in increased offspring mortality at all doses tested,which were less than or similar to the clinical doses tested in
our clinical trials.However,there can be no guarantee that we would observe a similar tolerability profile of AMX0035 in eu

global-Phase 3-PHOENehnteal-trial-erin-other-future clinical trials or for A&ES-er-other indications.Many compounds that

initially showed promise in clinical or earlier stage testing are later found to cause undesirable or unexpected side effects that



prevented further development of the compound.If unacceptable or severe side effects arise in the development of avexitide,
AMXO0035 or any other current or future product candidates,we,the FDA ;Health-Canadasthe EMA—or comparable foreign
regulatory authorities,the IRBs,or independent ethics committees at the institutions in which our trials are conducted,or the
independent safety monitoring committee could suspend or terminate our clinical trials or regulatory authorities could order us
to cease clinical trials or deny approval of avexitide, AMX0035 or any other current or future product candidates for any or all
targeted indications. Treatment- emergent side effects that are deemed to be drug- related could also affect subject recruitment or
the ability of enrolled subjects to complete the trial or result in potential product liability claims.Undesirable side effects in one
of our clinical trials for AMX0035 in one indication or avexitide could adversely affect enrollment in clinical trials,regulatory
approval and commercialization of AMX0035 in other indications or avexitide .Additionally ,there may be negative findings
regarding components of avexitide,AMX0035 or future product candidates by other parties.Any negative findings by
third parties may impact the future approvability or labeling of avexitide, AMX0035 or other product candidates we may
develop.In addition,side effects may not be appropriately recognized or managed by the treating medical
staff.Inadequate training in recognizing or managing the potential side effects of avexitide,AMX0035 or any future
product candidates could result in patient injury or death.Any of these occurrences may harm our business,financial
condition and prospects significantly.Bitter taste was frequently observed in our clinical trials of AMX0035.While bitter
taste,by itself,does not present a safety risk for patients,it may lead to higher levels of patient non- compliance,which
could have the effect of reducing the observed efficacy of AMX003S5 in our clinical trials,or limit its commercial
adoption.AMXO0035 is a combination of TURSO and PB.PB has been approved by the FDA and other regulatory
authorities for the treatment of patients with certain urea cycle disorders and TURSO has been approved in Italy for
diseases of cirrhotic liver disorders such as primary biliary cirrhosis.It is possible that one or more of the active moieties
in AMXO0035 has also been approved by FDA or other regulatory authorities . Even if AMX0035 receives marketing
approval and is commercialized in a jurisdiction, we would continue to be subject to the risks that the applicable
regulatory authorities could revoke approval of PB or TURSO or any platforms-presents-new-risks-and-challenges-active
moiety in AMXO0035,if applicable,or that efficacy,manufacturing or supply issues could arise with PB or TURSO or any
active moiety in AMX0035,if applicable . Seetal-media-This could result in our own products being removed from the
market or being less commercially successful.Finally,clinical trials of avexitide and AMX0035 are conducted in carefully
defined sets of patients who have agreed to enter into clinical trials.Consequently,it is possible that inereasingly-being
used-to-eommunteate-abeut-our clinical developmentaetivities-trials,or those of any future collaborator,may indicate and--
an the-diseases-apparent positive effect of avexitide, AMX0035 or any other current or future product candidate that is
being-developed-to-treat-greater than the actual positive effect , and-we-intend-if any,or alternatively fail to eontinae-identify
undesirable side effects.Demand for expanded access to utilize-appropriate-AMX0035 could negatively affect our
reputation and harm our business.We are developing AMXO0035 for the treatment of Wolfram syndrome,PSP and other
potential future indications for which there are currently limited or no available therapeutic options.It is possible for
individuals or groups to target companies with disruptive social media #reenteetion-campaigns related to a request for
access to unapproved drugs for patlents W uh slgmﬁcant unmet etuheemmefer&hz&&eﬁ—effeﬁs—fer—RE%q&efﬁ—t}te—U—S—&nd

&ﬂd-eﬂ%eﬁegt&aters—Fe%ex&nm}e—p&ﬁemﬁnayhuse—\oual 1mdm ehaﬁne}s—campalgn regardmg our dec1s10n to pr0v1de or not
provide access to commentomn-their-expertenee-ontreatment-with-AMX 0035 or theirexperienee-in-any of our future product
candidates under an engoing-blinded-elinteal-trial-expanded access policy, or-our reputation may be negatively affected
and our business may be harmed.In the past,media attention to repertindividual patients’ expanded access requests has
resulted in the introduction and enactment of legislation at the local and national level,including “ Right to Try ”
laws,such as the federal Right to Try Act of 2017,which are intended to allow patients access to unapproved therapies
earlier than traditional EAPs.A possible consequence of both activism and legislation in this area may be the need for us

to 1n1t1ate an EAP beyond that whlch we have submltted to &Heged—adverse—eveﬂt—}ﬁsueh—dﬂe}esures—eeeu%ﬂ&efe——— the FDA

the—pel-it—ieal—&nd—market———makeAMXO%S 3 d-by-seeia diad ieti 4 avsav-ab
ot or any future product Lan(hdales more w1dely avallable sooner than antlclpated —"Phere—rs—a-}se—a—ﬂslee-ﬁrﬁapprepﬂafe

ﬂefweﬁemg—websﬁe— In addmon we—m&y—eﬁeeuﬂtefa&aeks—some patlents who receive access to drugs prlor to thelr

commercial approval through compassionate use,EAPs or right to try access have life- threatening illnesses and have
exhausted all other available therapies. The r1sk for suspected AEs in this patlent populatlon is hlgh,whlch could have a

candidates H-an ;
tneur-cause s1gn1ﬁcant delays or an -1-tab1-1-rty= mablhty —faee—regu-}a-tefy—aeﬁeﬁs—eﬁﬂeuﬁefher—h&rm—m successfully ot
businesstH-we-faitto-devetop-and-commercialize AMX0035 or future product candidates,which could materially harm our
business.We may in the future need to restructure or pause any future compassionate use and / or EAP we initiate in
order to perform the controlled clinical trials required for regulatory approval and successful commercialization of
AMXO003S5 or future product candidates,which could prompt adverse publicity or other disruptions related to current or



potential participants in such programs.If we fail to develop and commercialize avexitide or AMX0035 for additional
indications or fail to discover,develop or acquire and commercialize other ewrrent-or-futare-product candidates,we may be
unable to grow our buqme%% and our ablllty to achleve our %trateglc objectlveq would be 1mpa1red We Al-t-heﬁg-h—t-he

stf&tegy—we—ale currently,and plan to continue to, develop and evaluate avex1t1de and evaluate AMXOO35 in other 1nd1cat10n§
and-other than ALS,to continue to develop other product candidates.We intend to evaluate internal opportunities from
avexitide, AMX0035 or other potential product candidates,and also may choose to in- license or acquire other product
candidates as well as commercial products to treat patients suffering from neurodegenerative diseases and CNS or other
disorders with significant unmet medical needs and limited treatment options. Fhese-For example,we recently completed the
acquisition of substantially all of the rights,title and interests in,to and under those assets and interests used by Eiger in
the development,manufacture and commercialization of avexitide.Avexitide has been evaluated in five Phase 2 clinical
studies for PBH and Congenital HI,both diseases with unmet need,and we intend to initiate a Phase 3 program in
PBH.Avexitide and any other potential product candidates have and will require additional,time- consuming development
efforts prior to commercial sale,including preclinical studies,clinical trials and approval by the FDA ;Health-Canada;the-EMA
and / or other applicable foreign regulatory authorities.All product candidates are prone to the risks of failure that are inherent in
pharmaceutical product development,including the possibility that the product candidate will not be shown to be sufficiently
safe and effective for approval by regulatory authorities.In addition,we cannot assure you that any such products that are
approved will be manufactured or produced economically,successfully commercialized or widely accepted in the marketplace or
be more effective than other commercially available alternatives.Research activities to identify product candidates require
substantial technical,financial and human resources,whether or not any product candidates are ultimately identified.Our
research activities or observation of third- party research activities may initially show promise in identifying potential
product candidates,yet fail to yield product candidates for clinical development for many reasons,including the following:e the
research methodology used may not be successful in identifying potential product candidates;* competitors may develop
alternatives that render our potential product candidates obsolete;* product candidates that we develop may nevertheless be
covered by third parties’ patents or other exclusive rights;* a product candidate may,on further study,be shown to have harmful
side effects or other characteristics that indicate it is unlikely to be effective or otherwise does not meet applicable regulatory
criteria;® a product candidate may not be capable of being produced in commercial quantities at an acceptable cost,or at all;and *
a product candidate may not be accepted as safe and effective by patients,the medical community or third- party payors.If we
are unsuccessful in identifying and developing additional product candidates,our potential for growth and achieving our strategic
objectives may be impaired. We may not be successful in our efforts to expand our pipeline by identifying additional product
candidates or indications and modifications for which to investigate avexitide or AMX0035 in the future. We may expend our
limited resources to pursue particular product candidates or nedieattorrindications or formulatienr-formulations for avexitide
for-- or AMX0035 and fail to capitalize on such product candidates or indications or formulations of avexitide or AMX0035
that may be more profitable or for which there is a greater likelihood of success.Because we have limited financial and
managerial resources,we are focused on specific indications and modifications for avexitide, AMX0035 and AMX0114 .As a
result,we may fail to generate additional clinical development opportunities for AMX6635-such candidates for a number of
reasons,including,that AMX6035-such candidates may in certain indications,on further study,be shown to have harmful side
effects,limited to no efficacy,or other characteristics that suggest it is unlikely to receive marketing approval and achieve market
acceptance in such additional indications.We plan to conduct several clinical trials for AMX0035 in parallel over the next
several years,including clinical trials in patients with W-S-Wolfram syndrome ,PSP and other indications,which may make our
decision as to which indication to prioritize more difficult .Moreover,we intend to conduct a clinical trial of avexitide in PBH
and may conduct others in other indications as well .As a result,we may forgo or delay pursuit of opportunities with other
indications that we believe could have had greater commercial potential or likelihood of success.In addition,we are continuing to
evaluate plans to explore the use of AMX0035 in patients with AD,and other product candidates in ALS and additional
neurodegenerative diseases.However,we may focus on or pursue one or more of our target indications over other potential
indications and product candidates and such development efforts may not be successful,which would cause us to delay the
clinical development and approval of avexitide, AMX0035 ;and other product candidates.Furthermore,research activities to
identify additional indications for avexitide, AMX0035 and other product candidates require substantial
technical,financial,and human resources. We may not successfully develop these additional modifications for Chemlitry—

related %tablllty— related or other reasons.We have completed eently ed-the pien AM a1 Sens

AMXQ—l—H—t-hfeﬂg-h—lN D- enabling studies and-expeet-of AMX0114,a potent antlsense ol1gonucleot1de targetmg 1nh1b1t10n of
Calpain- 2,a key contributor to enter-the elinte-axonal (also known as Wallerian) degeneration pathway,and began the
Phase 1 multiple ascending dose,placebo- controlled trial in Canada in February 2624-2025 .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 activities for specific indications or formulations of avexitide, AMX0035 or for
AMXO0114 or other product candidates may not yield any commercially viable products.Additionally,we may pursue in- licenses
or acquisitions of development- stage assets or programs,which entails additional risk to us. For example,we recently
completed the acquisition of substantially all of the rights,title and interests in,to and under those assets and interests
used by Eiger in the development,manufacture and commercialization of avexitide.Avexitide has been evaluated in five
Phase 2 clinical studies for PBH and congenital HI,both diseases with unmet need,and we initiated a Phase 3 program in
PBH in February 2025. [dentifying,selecting and acquiring promising product candidates requires substantial
technical,financial,and human resources expertise and,once acquired,requires us to devote substantial resources .Efforts to



do so may not result in the actual acquisition or license of a particular product candidate, and,if acquired,may results in
extensive diligence and preparation efforts,each of which may potentially resulting—-- result in a diversion of our
management’ s time and the expenditure of our resources with no resulting benefit.For example,if we are unable to identify
programs that ultimately result in approved products,we may spend material amounts of our capital and other resources
evaluating,acquiring and developing products that ultimately do not provide a return on our investment. Competitive products
may reduce or eliminate the commercial opportunity for AMX0035 for our intended indications or avexitide.If our
competitors develop technologies or product candidates more rapidly than we do,or their technologies or product
candidates are more effective or safer than ours,our ability to develop and successfully commercialize avexitide or
AMXO0035 may be adversely affected. The clinical and commercial landscape for the treatment of AES-and-other—- the
newredegenerative-diseases —mel-udmg—kB—we are focused on is hlghly competmve and subject to rapid and significant

technological change.We will face competition with

respect to any future indications of aveXItlde, AMXOO35 or other drag-candidates that we may seek to develop or commercialize
in the future, from maj or pharmaceutlcal compameq %pe(‘,lalty pharmaceutlcal compame@ and b10techn010gy companles
worldwide - v y g he Rtes

also a number of large pha1 maceutlcal and blotechnology companies that currently market and sell drugs or are pursuing the
development of drug candidates for the treatment of the indications that we are pursuing.Potential competitors also include
academic institutions,government agencies and other public and private research organizations that conduct research,seek patent
protectlon and e%tabhqh collaboranve arrangements for research development manufacturing and commer(‘,lahzatmn Severat

m%MMany of our Competltors have slgmﬁcantly greater flnanClal resources, e%tabh%hed

presence in the market,expertise in research and development,manufacturing,preclinical and clinical testing,obtaining regulatory
approvals and reimbursement and marketing approved products than we do.Accordingly,our competitors may be more
successful than we may be in obtaining regulatory approval for therapies and achieving widespread market acceptance.Our
competitors’ products may be more effective,or more effectively marketed and sold,than any product candidate we may
commercialize and may render avexitide, AMX0035 or any future product candidates obsolete or non- competitive before we
can recover development and commercialization expenses.If avexitide or AMX0035 is approved for the indications we are
currently pursuing,it could compete with a range of therapeutic treatments that are in development.In addition,our competitors
may succeed in developing,acquiring or licensing technologies and drag-products that are more effective or less costly than
avexitide, AMX0035 or any future product candidates that we may develop,which could render such product candidates
obsolete and noncompetitive.Following any approval for avexitide, AMX0035 or any other future product candidate,we may
face competition based on many different factors,including the efficacy,safety and tolerability of our products,the ease with
which our products can be administered,the timing and scope of regulatory approvals for these products,the availability and cost
of manufacturing,marketing and sales capabilities,price,reimbursement coverage and patent position.Existing and future
competing products could present superior treatment alternatives,including being more effective,safer,less expensive or
marketed and sold more effectively than any products we commercialize.Competitive products may make any products we
commercialize obsolete or noncompetitive before we recover the expense of developing and commercializing our product
candidates.Such competitors could also recruit our employees,which could negatively impact our level of expertise and our
ability to execute our business plan.In addition,our competitors may obtain patent protection,regulatory exclusivities or
regulatory approval and commercialize products more rapidly than we do,which may 1mpact future approval% or qale% of any of
our product Candldates that receive regulatory approval W 0 W 5

Hea-}t-h—eaﬂada—the F DA or t-he—other E—MA—forelgn regulatory bodies for the commerc1al sale of avexmde, AMXO0035 or any
future product candidates,we will also be competing with respect to marketing capabilities and manufacturing efficiency. We
expect competition among products will be based on product efficacy and safety,the timing and scope of regulatory
approvals,availability of supply,marketing and sales capabilities,product price,reimbursement coverage by government and
private third- party payors,regulatory exclusivities and patent position.Our profitability and financial position will suffer if our
product candidates receive regulatory approval,but cannot compete effectively in the marketplace.Mergers and acquisitions in
the pharmaceutical and biotechnology industries may result in even more resources being concentrated among a smaller number
of our competitors.Smaller and other early stage companies may also prove to be significant competitors,particularly through
collaborative arrangements with large and established companies.These third parties compete with us in recruiting and retaining
qualified scientific and management personnel and establishing clinical trial sites,as well as in acquiring technologies
complementary to,or necessary for,our activities.Obtaining and maintaining regulatory approval of avexitide, AMX0035 or any



future product candidates in one jurisdiction does not mean that we will be successful in obtaining regulatory approval of those
product candidates in other jurisdictions.Obtaining and maintaining regulatory approval of avexitide, AMX0035 and any future
product candidates in one jurisdiction does not guarantee that we will be able to obtain or maintain regulatory approval in any
other jurisdiction,while a failure or delay in obtammg regulatory approval in one Jurlsdrctron may have a negatrve effect on the
regulatory approval process in others v otte ; v v A alth

eountries—Approval procedures vary among jurisdictions and can mvolve requlrements and administrative review periods
different from,and greater than,those in the U.S. and ;€anada-er-the-other Eb-jurisdictions ,including additional preclinical
studies or clinical trials,as clinical trials conducted in one jurisdiction may not be accepted by regulatory authorities in other
jurisdictions.In many jurisdictions outside the U.S.,including Canada,and certain jurisdictions in the EU,a product candidate
must be approved for reimbursement before it can be approved for sale in that jurisdiction.In some cases,the price that we intend
to charge for our products is also subject to approval.Regulatory authorities in jurisdictions outside of the U.S.have requirements
for approval of product candidates with which we must comply prior to marketing in those jurisdictions and such regulatory
requirements can vary widely from country to country.Obtaining other regulatory approvals and compliance with other
regulatory requirements could result in significant delays,difficulties and costs for us and could require additional preclinical
studies or clinical trials,which could be costly and time- consuming and could delay or prevent the introduction of our products
in certain countries. The forergn regulatory approval process mvolves all of the risks associated Wrth FDA approval.We do not
et-es y ettorrexeeptth have-cxperience in
obtammg regulatory approval in mternatlonal markets outside of Canada.If we farl to comply w1th the regulatory requirements
in international markets and / or obtain and maintain applicable marketing approvals,our target market will be reduced and our
ability to realize the full market potential of avexitide, AMX0035 or any future product candidates will be harmed.Even though
we have obtained orphan drug designation for AMX0035 for the treatment of A&=S-Wolfram syndrome and for avexitide for
the treatment of hyperinsulinemic hypoglycemia (which includes PBH and Congenital HI) in the U.S.and the-EY5-and-for
Congenital HI the-treatment-of-W-S-in Europe by the EMA U5 we may not be able to obtain or maintain the benefits
associated with orphan drug status,including market exclusivity.Regulatory authorities in some jurisdictions,including the
U.S.and the EU,may designate drugs for relatively small patient populations as orphan drugs.Under the Orphan Drug Act,the
FDA may designate a drug as an orphan drug if it is intended to treat a rare disease or condition,which is generally defined as a
patient population of fewer than 200,000 people in the U.S.,or a patient population of greater than 200,000 people in the
U.S.,but for which there is no reasonable expectation that the cost of developing the drug will be recovered from sales in the
U.S.In the EU,an orphan designation may be granted in respect of products that are intended for the diagnosis,prevention or
treatment of a life- threatening or chronically debilitating condition affecting no more than five in 10,000 people in the EU when
the application is made.Additionally,designation is granted for products intended for the diagnosis,prevention or treatment of a
life- threatening or chronically debilitating condition when,without incentives,it is unlikely that sales of the product in the EU
would be sufficient to justify the necessary investment in developing the product.In either case,the applicant for orphan
designation must also demonstrate that no satisfactory method of diagnosis,prevention,or treatment for the condition has been
authorized (or,if such a method exists the new product would be a significant benefit to those affected compared to the product
available). In he sran s-stattsto— he patie v n-the

We a-lse—recelved orphan drug status for AMX0035 for the treatment of patrents with 3v’vLS—Wolfram syndrome in the U.S.in
November 2020 .Eiger received orphan drug status for avexitide for the treatment of hyperinsulinemic hypoglycemia
(which includes PBH and Congenital HI) in the U.S.in December 2016 and for Congenital HI in Europe from the
European Commission in November 2019 .Generally,if a drug with an orphan drug designation subsequently receives the first
marketing approval for the indication for which it has such designation,the drug may be entitled to a period of marketing
exclusivity,which precludes the FDA or the EMA-other regulatory bodies from approving another marketing authorization
application for the same drug for that time period.Another drug may receive marketing approval prior to avexitide or
AMXO0035.The applicable period is seven years in the U.S.and ten years in the EU,which may be extended by six months and
two years,respectively,in the case of product candidates that have complied with the respective regulatory agency’ s agreed
upon pediatric investigation plan.The exclusivity period in the EU may be reduced to six years if,at the end of the fifth year,it is
demonstrated that a product no longer meets the criteria for orphan designation or if the product is sufficiently profitable so that
market exclusivity is no longer justified.In the EU,during the ten- year period of orphan marketing exclusivity,neither the
competent authorities of the EU Member States,the EMA,or the European Commission are permitted to accept applications or
grant marketing authorization for similar medicinal products to the authorized orphan product.A “ similar medicinal product ” is
defined as a medicinal product containing a similar active substance or substances as contained in an authorized orphan
medicinal product,and which is intended for the same therapeutic indication.Legislation has been proposed by the European
Commission that,if implemented,has the potential in some cases to shorten the ten- year period of orphan marketing
exclusivity.Orphan drug exclusivity may be lost if the FDA or the EMA determines that the request for designation was
materially defective or if the manufacturer is unable to assure sufficient quantity of the drug to meet the needs of patients with
the rare disease or condition.In addition,even after a drug is granted orphan exclusivity and approved,the FDA and the EMA can
subsequently approve another drug for the same condition before the expiration of the seven- year (or ten- year in the EU)



exclusivity period if the FDA or the EMA concludes that the later drug is clinically superior in that it is shown to be safer,more
effective or makes a major contribution to patient care.In addition,if an orphan designated product receives marketing approval
for an indication broader than or different from what is designated,such product may not be entitled to orphan exclusivity.Even
though the FDA has granted orphan drug designation to AMX0035 for the treatment of W-S-Wolfram syndrome ,if we receive
approval for AMX0035 for a modified or different indication,our current orphan designation may not provide us with
exclusivity.Orphan drug designation does not convey any advantage in,or shorten the duration of,the regulatory review or
approval process.Also,regulatory approval for any product candidate may be withdrawn,and other product candidates may
obtain approval before us and receive orphan drug exclusivity,which could block us from entering the market.Even if we obtain
orphan drug exclusivity for avexitide or AMX0035,that exclusivity may not effectively protect us from competition because
different drugs can be approved for the same condition before the expiration of the orphan drug exclusivity period.For
example,even though AMXO0035 is entitled to orphan drug exclusivity,that exclusivity may not prevent the approval of TURSO
by the FDA sthe EMA-or other regulatory authorities as a monotherapy treatment for AES-Wolfram syndrome if those
regulatory agencies determine that TURSO is a different drug product from AMX0035.In addition,the regulatory authorities
may find that this monotherapy treatment is clinically superior to our fixed dose product and approve it even if we are granted
orphan drug exclusivity.U.S.lawmakers have also recently raised the possibility that regulatory or legislative changes might
need to be made to the Orphan Drug Act to foster competition.This includes the introduction of legislation that,if adopted into
law,would require us to demonstrate to the FDA that avexitide or AMX0035 would be economically unviable when facing
competition to maintain our exclusivity. We may pursue orphan drug designation for avexitide or AMX0035 for the treatment of
additional indications.The incidence and prevalence of the target patient populations for these indications will be based on our
estimates and third- party data.If the market opportunity for these target populations is larger than we estimate,we may be
unable to receive orphan drug designation.Additionally,if orphan drug designation is granted,we may be unable to maintain any
benefits associated with orphan drug designation,including market exclusivity.Periodically,we make estimates regarding the
incidence and prevalence of target patient populations based on various third- party sources and internally generated
analysis.Our estimates may be inaccurate or based on imprecise data.As described above,under the Orphan Drug Act,the FDA
may designate a drug as an orphan drug if it is intended to treat a rare disease or condition,which is generally defined as a patient
population of fewer than 200,000 people in the U.S.,or a patient population of greater than 200,000 people in the U.S.,but for
which there is no reasonable expectation that the cost of developing the drug will be recovered from sales in the U.S.If our
incidence or prevalence estimates for future indications for which we may seek orphan drug designation are incorrect,we may be
unable to receive orphan drug designation.Even if the FDA grants orphan drug designation for avexitide or AMX0035 for other
indications,exclusive marketing rights in the U.S.may be limited if we seek FDA marketing approval for an indication broader
than the orphan designated indication.Additionally,any product candidate that initially receives orphan drug status
designation,may lose such designation if the FDA later determines that the request for designation was materially defective or if
the manufacturer is unable to assure sufficient quantities of the product to meet the needs of patients with the rare disease or
condition.In addition,others may obtain orphan drug status for products addressing the same diseases or conditions as products
we are developing,thus limiting our ability to compete in the markets addressing such diseases or conditions for a significant
period of time.As a result,our business and prospects could suffer. We may pursue Priority Review Designation for product
candidates that we may develop,but we might not receive such designations,and Priority Review Designations may not lead to a
faster development or regulatory review or approval process.If the FDA determines that a product candidate offers a treatment
for a serious condition and,if approved,the product would provide a significant improvement in safety or effectiveness,the FDA
may designate the product candidate for priority review.A Priority Review Designation means that the goal for the FDA to
review an application is six months,rather than the standard review period of ten months.For example,we received priority
review for AMX0035 for the treatment of ALS,and we may in the future request Priority Review Designation for any future
product candidates,however,we cannot assume that any application for future indications of avexitide, AMX0035 or any other
product candidate we may develop will meet the criteria for that designation.The FDA has broad discretion with respect to
whether or not to grant priority review status to a product candidate,so even if we believe a particular product candidate is
eligible for such designation or status,the FDA may decide not to grant it. Moreover,a Priority Review Designation does not
necessarily mean a faster development or regulatory review or approval process or necessarily confer any advantage with
respect to approval compared to standard FDA review and approval.For example,the FDA originally set the PDUFA date for
AMXO0035 for the treatment of ALS,for June 29,2022,and then extended the review timeline for our NDA to September
2022.Receiving priority review from the FDA does not guarantee approval within the six- month review cycle or at all. We may
seek Fast Track Designation by the FDA for a product candidate that we develop,and we may be unsuccessful.If we are
successful,the designation may not actually lead to a faster development or regulatory review or approval process.We may seek
Fast Track Designation for future product candidates we develop.If a product is intended for the treatment of a serious or life-
threatening condition and preclinical or clinical data demonstrate the potential to address an unmet medical need for this
condition,the product sponsor may apply for Fast Track Designation.The FDA has broad discretion whether or not to grant this
designation,so even if we believe a particular product candidate is eligible for this designation,we cannot assure you that the
FDA would decide to grant it.Even if we do receive Fast Track Designation,we may not experience a faster development
process,review or approval compared to conventional FDA procedures.The FDA may rescind the Fast Track Designation if it
believes that the designation is no longer supported by data from our clinical development activities. We-Avexitide has been
granted Breakthrough Therapy Designation for PBH and Congenital HI and we may scek Breakthrough Therapy
Designation by the FDA for a-additional product eandidate-candidates that we may develop,and we may be unsuccessful.If we
are successful,the designation may not lead to a faster development or regulatory review or approval process,and it does not
increase the likelihood that our product candidates will receive marketing approval ,nor does such designation for avexitide



guarantee a faster review process or marketing approval . We-Avexitide has been granted Breakthrough Therapy
Designation for PBH and Congenital HI and we may seck Breakthrough Therapy Designation for any additional product
candidate that we may develop.A breakthrough therapy is defined as a drug that is intended,alone or in combination with one or
more other drugs,to treat a serious or life- threatening disease or condition,and preliminary clinical evidence indicates that the
drug may demonstrate substantial improvement over currently approved therapies on one or more clinically significant
endpoints,such as substantial treatment effects observed early in clinical development.For drugs that have been designated as
breakthrough therapies,interaction and communication between the FDA and the sponsor of the trial can help to identify the
most efficient path for clinical development while minimizing the number of patients placed in ineffective control
regimens.Drugs designated as breakthrough therapies by the FDA are also eligible for accelerated approval and priority
review.Designation as a breakthrough therapy is within the discretion of the FDA.Accordingly,even if we believe a product
candidate we develop meets the criteria for designation as a breakthrough therapy,the FDA may disagree and instead determine
not to make such designation.In any event,the receipt of Breakthrough Therapy Designation for a product candidate ,such as
avexitide, may not result in a faster development process,review or approval compared to drugs considered for approval under
conventional FDA procedures and does not assure ultimate approval by the FDA.In addition,even if any product candidate we
develop qualifies as a breakthrough therapy,the FDA may later decide that the drug no longer meets the conditions for
qualification and rescind the designation. The FDA has granted rare pediatric disease designation to avexitide for the
treatment of Congenital HI.However,a marketing application for avexitide or any other product candidate,if
approved,may not meet the eligibility criteria for a priority review voucher.The FDA has granted rare pediatric disease
designation to avexitide for the treatment of Congenital HI.Designation of a drug as a drug for a rare pediatric disease
does not guarantee that an NDA for such drug will meet the eligibility criteria for a rare pediatric disease priority review
voucher at the time the application is approved.Under the FDCA,we will need to request a rare pediatric disease priority
review voucher in our original NDA for avexitide.The FDA may determine that an NDA for avexitide,if approved,does
not meet the eligibility criteria for a priority review voucher,including for the following reasons:* Congenital HI no
longer meets the definition of a rare pediatric disease;* the NDA contains an active ingredient that has been previously
approved by the FDA ;e the NDA does not rely on clinical data derived from studies examining a pediatric population
and dosages of the drug intended for that population (that is,if the NDA does not contain sufficient clinical data to allow
for adequate labeling for use by the full range of affected pediatric patients);or * the NDA is approved for a different
adult indication than the rare pediatric disease for which avexitide is designated.The authority for the FDA to award
rare pediatric disease priority review vouchers for drugs and biologics is currently limited to those candidates that
receive rare pediatric disease designation on or prior to December 20,2024,and the FDA may only award rare pediatric
disease priority review vouchers through September 30,2026.However,it is possible the FDA’ s authority to award rare
pediatric disease priority review vouchers will be further extended by Congress as reauthorization legislation is
currently pending.Absent any such extension,if an NDA for avexitide is not approved prior to September 30,2026 for any
reason,regardless of whether it meets the criteria for a rare pediatric disease priority review voucher,it will not be
eligible for a priority review voucher. Product liability lawsuits against us or any of our future collaborators could divert our
resources and attention,cause us to incur substantial liabilities and limit commercialization of avexitide, AMX0035 or any other
current or future product candidates.We are exposed to potential product liability and professional indemnity risks that are
inherent in the research,development,manufacturing,marketing and use of pharmaceutical products.The use of avexitide,
AMZXO0035 or any other current or future product candidates by us and any collaborators in clinical trials,and the prior sate
sales of AMX0035 in the U.S. ;and Canada and #n-continued use pursuant to ether—- the free drug program jurisdietions;if
approved;in-the-future;-may expose us to liability claims.Product liability claims may be brought against us or our partners by
participants enrolled in our clinical trials,patients,health care providers,pharmaceutical companies,our collaborators or others
using,administering or selling any of our future approved products.If we cannot successfully defend ourselves against any such
claims,we may incur substantial liabilities or be required to limit commercialization of avexitide, AMX0035 or any other current
or future product candidates.Regardless of the merits or eventual outcome,liability claims may result in:* decreased demand for
any of our future approved products;® injury to our reputation;* withdrawal of clinical trial participants;* termination of clinical
trial sites or entire trial programs;e significant litigation costs,including with respect to potential class action lawsuits;e
substantial monetary awards to,or costly settlements with,patients or other claimants;* product recalls or a change in the
indications for which they may be used;e loss of revenue;* diversion of management and scientific resources from our business
operations;and e the inability to commercialize avexitide, AMX0035 or any other current or future product candidates.Although
the clinical trial process is designed to identify and assess potential side effects,clinical development does not always fully
characterize the safety and efficacy profile of a new drug,and it is always possible that a drug,even after regulatory approval,may
exhibit unforeseen side effects.If avexitide, AMX0035 or any other current or future product candidates was to cause
adverse side effects during clinical trials or after approval,we may be exposed to substantial liabilities.Physicians and patients
may not comply with any warnings that identify known potential adverse effects and patients who should not use avexitide,
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we w1ll be hlghly dependent upon consumer perceptions of us and the safety and quallty of our products. We could be
adversely affected if we are subject to negative publicity associated with illness or other adverse effects resulting from
patients’ use or misuse of our products or any jurisdietion-similar products distributed by other companies. Although we
maintain product liability insurance coverage in the amount of up to $ 10. 0 million in the aggregate . including clinical
trial liability, this insurance may not fully cover potential liabilities that we may incur. The cost of any product liability
litigation or other proceeding, even if resolved in our favor, could be substantial. We may need to increase our insurance
coverage as we commercialize avexitide or AMX0035 in the U. S. and other jurisdictions, if approved, or any other
current or future product candidate that receives regulatory approval. In addition, insurance coverage is becoming
increasingly expensive. If we are unable to sueeessfully-maintain sufficient insurance coverage at an acceptable cost or to
otherwise protect against potential product liability claims, it could prevent or inhibit the development and commercial
production and sale of avexitide, AMX0035 or any other current or future product candidates, which could harm our
business, financial condition, results of operations and prospects. Even if we, or any future collaborators, obtain and
maintain regulatory approvals for avexitide, AMX003S or any other current or future product candidate, the terms of
approvals and ongoing regulation of our products may limit how we manufacture and market our products saeeessfutty-,
which could impair our ability to generate revenue. Once regulatory approval has been granted, an approved product
and its manufacturer and marketer are subject to ongoing review and extensive regulation. We, and any future
collaborators, must therefore comply with requirements concerning advertising and promotion for avexitide, AMX0035
or any other current or future product candidate for which we or they obtain regulatory approval. Promotional
communications with respect to prescription drugs are subject to a variety of legal and regulatory restrictions and must
be conslstent with the mformatlon in the product’ s approved labelmg Thus, we and any future collaborators will not be
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approved.In addition,manufacturers of approved products and those manufacturers’ facilities are required to comply with
extensive FDA ;Health-Canada-and EMA-other regulatory bodies’ requirements,including ensuring that quality control and
manufacturing procedures conform to cGMPs,which include requirements relating to quality control and quality assurance as
well as the corresponding maintenance of records and documentation and reporting requirements. We,our contract
manufacturers,any future collaborators and their contract manufacturers could fail to conform to cGMPs and be subject to
periodic unannounced inspections by the FDA ;Health-Canada-and the-other EMA-regulatory bodies to monitor and ensure
compliance with cGMPs.Despite our efforts to inspect and verify regulatory compliance,one or more of our third- party
manufacturing vendors may be found on regulatory inspection by the FDA ;Health-Canada;the EMA-—or other authorities to be



not in compliance with cGMP regulations,which may result in shutdown of the third- party vendor or invalidation of drug
product lots or processes.In some cases,a product recall may be warranted or required,which would materially affect our ability
to supply and market our drug products.Accordingly,in any jurisdiction where we or any future collaborators,receive regulatory
approval for avexitide, AMX0035 or one or more future product candidates,we,and any future collaborators,and our and their
contract manufacturers will continue to expend time,money and effort in all areas of regulatory compliance,including
manufacturing,production,product surveillance and quality control.If we,and any future collaborators,are not able to comply with
post- approval regulatory requirements,we,and any future collaborators,could have the regulatory approvals for avexitide,
AMXO0035 or any other current or future products withdrawn by regulatory authorities and our,or any future
collaborators’,ability to market any future products could be limited,which could adversely affect our ability to achieve or
sustain profitability.Further,the cost of compliance with post- approval regulations may have a negative effect on our operating
results and financial condition.Laws and regulations governing any international operations we expect to have in the future may
preclude us from developmg,manufacmrmg and %elhng certaln product% outside of the U.S.and will requlre us to develop and
1mplement costly comphance programq W v ; ; ;

Act or F CPA pr0h1b1t§ any U.S. 1nd1V1dual or business ﬁom paylng,offerlng authorlzmg payment or offering of anything of
value,directly or indirectly,to any foreign official,political party or candidate for the purpose of influencing any act or decision
of the foreign entity in order to assist the individual or business in obtaining or retaining business.The FCPA also obligates
companies whose securities are listed in the U.S.to comply with certain accounting provisions requiring us to maintain books
and records that accurately and fairly reflect all transactions of the corporation,including international subsidiaries,and to devise
and maintain an adequate system of internal accounting controls for international operations.Compliance with the FCPA is
expensive and difficult,particularly in countries in which corruption is a recognized problem.In addition,the FCPA presents
particular challenges in the pharmaceutical industry,because,in many countries,hospitals are operated by the government,and
doctors and other hospital employees are considered foreign officials.Certain payments to hospitals in connection with clinical
trials and other work have been deemed to be improper payments to government officials and have led to FCPA enforcement
actions.Various laws,regulations and executive orders,including export control and trade sanctions laws,also restrict the use and
dissemination outside of the U.S.,or the sharing with certain non- U.S.nationals,of information classified for national security
purposes,as well as certain products and technical data relating to those products.If we expand our presence outside of the U.S.,it
will require us to dedicate additional resources to comply with these laws,and these laws may preclude us from
developing,manufacturing,or selling certain products and product candidates outside of the U.S.,which could limit our growth
potential and increase our development costs.The failure to comply with laws governing international business practices may
result in substantial civil and criminal penalties and suspension or debarment from government contracting. The SEC also may
suspend or bar issuers from trading securities on U.S.exchanges for violations of the FCPA”’ s accounting provisions.If we fail to
comply with environmental,health and safety laws and regulations,we could become subject to fines or penalties or incur costs
that could harm our business.We are subject to numerous environmental,health and safety laws and regulations,including those
governing laboratory procedures and the handling,use,storage,treatment and disposal of hazardous materials and wastes.From
time to time and in the future,our operations may involve the use of hazardous and flammable materials,including chemicals and
biological materials,and may also produce hazardous waste products.Even if we contract with third parties for the disposal of
these materials and waste products,we cannot completely eliminate the risk of contamination or injury resulting from these
materials.In the event of contamination or injury resulting from the use or disposal of our hazardous materials,we could be held
liable for any resulting damages,and any liability could exceed our resources.We also could incur significant costs associated
with civil or criminal fines and penalties for failure to comply with such laws and regulations.We maintain workers’
compensation insurance to cover us for costs and expenses we may incur due to injuries to our employees,but this insurance
may not provide adequate coverage against potential liabilities. However,we do not maintain insurance for environmental
liability or toxic tort claims that may be asserted against us.In addition,we may incur substantial costs in order to comply with
current or future environmental,health and safety laws and regulations.Environmental laws and regulations may impair our
research,development or production efforts.In addition,failure to comply with these laws and regulations may result in
substantial fines,penalties or other sanctions.We have relied upon may-seek-to-establish-eeltaborations-and plan to continue to
rely on third parties , if such as CROs,clinical data management organizations,medical institutions and clinical
investigators,to conduct our clinical trials and expect to rely on these third parties to conduct clinical trials of any future
product candidate that we are-develop.Any of these third parties may terminate their engagements with us under certain
circumstances.We may not be able to establish-and-maintain-them-enter into alternative arrangements or do so on
commercially reasonable terms .In addition , we-there is a natural transition period when a new CRO begins work.As a
result,delays may occur,which could negatively impact our ability to meet our expected clinical development timelines
and harm our business,financial condition and prospects.Clinical trials involve multiple clinical sites,vendors and other
third parties and we are dependent on these vendors to ensure appropriate study conduct,statistical analysis and
randomization.Errors or deviations they make in any of these activities could impact the usefulness and interpretability
of clinical trial results by regulatory authorities.For example,at the Advisory Committee meeting on March 30,2022,the
FDA noted a number of concerns that,in the FDA’ s view,impacted the interpretability of the results from the
CENTAUR trial.Clinical trials from time to time have te-alter-deviations where a protocol et or standard operating
procedure is not perfectly carried out and where corrective actions are taken.While we may perceive these events as low
risk,our perception of risk and appropriate corrective actions may differ from that of the regulators’ view.Deviations
from protocols or standard operating procedures during studies could result in negative regulatory opinions and



outcomes.Further,although our reliance on these third parties for clinical development activities limits our control over
these activities,we remain responsible for ensuring that each of our trials is conducted in accordance with the applicable
protocol,legal and eommeretalizationplans-regulatory requirements and scientific standards.Moreover,the FDA and
competent authorities of the EU Member States require us to comply with Good Clinical Practices,or GCPs,for
conducting,recording and reporting the results of clinical trials to assure that data and reported results are credible and
accurate and that the rights,integrity and confidentiality of trial participants are protected .The advaneementFDA
enforces these GCPs through periodic inspections of trial sponsors,principal investigators,clinical trial sites and IRBs.If
we or our third- party contractors fail to comply with applicable GCPs,the clinical data generated in our clinical trials
may be deemed unreliable and the FDA or other regulatory body may require us to perform additional clinical trials
before approving avexitide or AMX0035, and-including for additional indications,or any other current or future product
candidates ,which would delay the regulatory approval process.We cannot be certain that,upon inspection,the FDA or
other regulatory body will determine that any of our clinical trials comply with GCPs.For example,our clinical trial sites
and investigators have in the past and may in the future engage in protocol deviations which could impact the overall
interpretability of the outcomes of our clinical trials.We are also required to register certain clinical trials and post the
results of completed clinical trials on a government- sponsored database,such as ClinicalTrials.gov,within certain
timeframes.Failure to do so can result in fines,adverse publicity and civil and criminal sanctions.Furthermore,the third
parties conducting clinical trials on our behalf are not our employees,and except for remedies available to us under our
agreements with such contractors,we cannot control whether or not they devote sufficient time,skill and resources to our
ongoing development programs-or-activities .These contractors may also have relationships with other commercial entities
. as-weltas-including our competitors,for whom the-they eommeretalizationof REEYVRIO-ir-may also be conducting
clinical trials or the-other drug development activities,which could impede U-S-and-AEBRIOZA-in-Canada-and-the-their
potential-eommeretalizationof-ability to devote appropriate time to our clinical activities.If these third parties,including
clinical investigators,do not successfully carry out their contractual duties,meet expected deadlines or conduct our
clinical trials in accordance with regulatory requirements or our stated protocols,we may not be able to obtain,or may be
delayed in obtaining,clinical data necessary for regulatory approvals for avexitide, AMX0035 tn-or any other current or

jatisdietions-and-ofany-future product candidates .If that occurs,we will not be able require-stubstantiat-additionat-eash-to , fund
e*peﬂses—Feﬁ or seme—rnd-re&tteﬁs—ef—may be delayed in our efforts to,successfully commerclahze avexmde, AMX()()%J or
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develop could be harmed, er-our costs could increase and our ability to gcnerate substantial-fines-revenues could be
delayed . penalties-impaired or foreclosed othersanetions- \We may-seek-also rely on other third parties to store establish
eoHaberations-and distribute drug supplies for our clinical trials.Any performance failure on the part of our distributors
could delay clinical development or regulatory approval of avexitide , if<we-are-not-able-to-establish-AMXO0035 or any
other current or future product candidates or commercmhzatlon of any resultmg products,producmg addltlonal losses
and depriving us of potential product revenue mainta
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require subsldmml dddlll(mdl cash to fund expenses. Fol some ll]dlLdllOHS of avex1t1de, AMX()() 35, or other current or future
product candidates,we may decide to collaborate with additional pharmaceutical and biotechnology companies with respect to
development and potential commercialization.Likely collaborators may include large and mid- size pharmaceutical
companies,regional and national pharmaceutical companies and biotechnology companies.In addition,if we are able to obtain
regulatory approval for product candidates from foreign regulatory authorities,we may enter into collaborations with
international biotechnology or pharmaceutical companies for the commercialization of such product candidates.We face
stegnifieant-eompetittoninseekdng-significant competition in seeking appropriate collaborators. Whether we reach a definitive
agreement for a collaboration will depend,among other things,upon our assessment of the collaborator’ s resources and
expertise,the terms and conditions of the proposed collaboration and the proposed collaborator’ s evaluation of a number of
factors. Those factors may include the potential differentiation of our product candidate from competing product



candidates,design or results of clinical trials,the likelihood of approval by Health-Canada-the FDA ;the-EMA-or other
comparable foreign regulatory authorities and the regulatory pathway for any such approval,the potential market for the product
candidate,the costs and complexities of manufacturing and delivering the product to patients and the potential of competing
products.The collaborator may also consider alternative product candidates or technologies for similar indications that may be
available for collaboration and whether such a collaboration could be more attractive than the one with us for our product
candidate.If we elect to increase our expenditures to fund development or commercialization activities on our own,we may need
to obtain additional capital,which may not be available to us on acceptable terms or at all.If we do not have sufficient funds,we
may not be able to further develop avexitide, AMX0035 , or any other current or future product candidates or bring them to
market and generate product revenue.Collaborations are complex and time- consuming to negotiate and document.Further,there
have been a significant number of recent business combinations among large pharmaceutical companies that have resulted in a
reduced number of potential future collaborators.Any collaboration agreements that we enter into in the future may contain
restrictions on our ability to enter into potential collaborations or to otherwise develop specified product candidates.We may not
be able to negotiate collaborations on a timely basis,on acceptable terms,or at all.If we are unable to do so,we may have to
curtail the development of the product candidate for which we are seeking to collaborate,reduce or delay its development
program or one or more of our other development programs or activities,delay its potential commercialization or reduce the
scope of any sales or marketing activities,or increase our expenditures and undertake development or future commercialization
activities at our own expense.We may rely on collaborations for the development and future commercialization of avexitide,
AMXO0035 and any other current or future product candidates.For example,we may utilize a variety of distribution,collaboration
and other marketing arrangements with one or more third parties to facilitate commercialization of avexitide or AMX0035 or to
identify novel drug candidates for neurodegenerative or other discases as-with-ourpartnership-with-SunnybrookReseareh
Institute-. Our likely collaborators for any distribution,development,sales,marketing,licensing or broader collaboration
arrangements include large and mid- size pharmaceutical companies,regional and national pharmaceutical companies and
biotechnology companies.If we enter into such collaborations,we may have limited control over the amount and timing of
resources that our collaborators dedicate to the development or commercialization of avexitide, AMX0035 or any other current
or future product candidates.Our ability to generate revenues from frenrthese arrangements will depend on any future
collaborators’ abilities to successfully perform the functions assigned to them in these arrangements.In addition,any future
collaborators may have the right to abandon research or development projects and terminate applicable agreements,including
funding obligations,prior to or upon the expiration of the agreed upon terms.Collaborations involving avexitide, AMX0035 and
any other current or future product candidates pose a number of risks,including the following:e collaborators have significant
discretion in determining the efforts and resources that they will apply to these collaborations;e collaborators may not perform
their obligations as expected;* collaborators may not pursue development and commercialization of avexitide, AMX0035 or any
future product candidates or may elect not to continue or renew development or commercialization programs,based on clinical
trial results,changes in the collaborators’ strategic focus or available funding or external factors, saeh-as-an-such as an
acquisition, that divert resources or create competing priorities; * collaborators may delay clinical trials, provide
insufficient funding for a clinical trial program, stop a clinical trial or abandon a product candidate, repeat or conduct
new clinical trials or require a new formulation of a product candidate for clinical testing; * collaborators could
independently develop, or develop with third parties, products that compete directly or indirectly with avexitide, AMX0035
or any of our other current or future product candidates;e a collaborator with marketing and distribution rights to one or more
products may not commit sufficient resources to the marketing and distribution of such product or products;* disagreements with
collaborators,including disagreements over proprietary rights,including trade secrets and intellectual property rights,contract
interpretation,or the preferred course of development might cause delays or termination of the research,development or
commercialization of product candidates,might lead to additional responsibilities for us with respect to product candidates,or
might result in litigation or arbitration,any of which would be time- consuming and expensive;e collaborators may 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;e
collaborators may infringe the intellectual property rights of third parties,which may expose us to litigation and potential
liability;and ¢ collaborations may be terminated and,if terminated,may result in a need for additional capital to pursue further
development or commercialization of the applicable product candidates.Collaboration agreements may not lead to development
or commercialization of product candidates in the most efficient manner or at all H-any-. If any future collaborator of ours is
involved in a business combination, it could decide to delay, diminish or terminate the development or commercialization
of any product candidate licensed to it by us. Our use of third parties to manufacture avexitide or AMX0035 in
compllance w1th cGMP may increase the rlsk that we w1ll not have sufficient cGMP- compliant quantities of avexitide

: g - or AMX0035 eur—- or elinteal-necessary quantities of
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manufacturmg facilities for the productlon of chnlcal or commer01al quantltles of avex1t1de or AMX0035 ,and we currently lack
the resources and the capabilities to do so.As a result,we currently rely on third parties for the manufacture and supply of the
active pharmaceutical ingredients,or APIs,in AMX0035 and avexitide ,and for the blending and packaging of AMX0035 and
avexitide in accordance with applicable law,regulations and standards.Our current strategy is to outsource all manufacturing of
AMXO0035 and avexitide and any other current or future product candidates to third parties. We currently engage third- party
manufacturers to provide the APIs of AMX0035 and avexitide and for the final drug product formulation of AMX0035 and
avexitide that is or will be being used in our clinical trials and for expanded access and commercial supply, as applicable



(currently being supplied without cost to patients who remained on RELYVRIO or ALBRIOZA after April 4,2024), and
we engage separate third —parties for the blending and packaging of finished clinical materials.We must be able to demonstrate
comparability of drug substance across suppliers along with stability data across suppliers.We currently rely on a single
manufacturer to supply one of our APIs and a separate manufacturer to supply the other.Although we believe that there are
severatare there-are-several potential alternative manufacturers who could manufacture each of the APIs in AMX0035 and
avexitide ,we may incur added costs and delays in identifying and qualifying any such replacement.Moreover,the extent to
which geopolitical events or global health crises may impact our ability to procure sufficient supplies for the development of
AMXO0035 and avexitide ,and any other current or future products and product candidates will depend on whether the economic
challenges caused by such events continue to impact the global economy and supply chains,among many other factors.There is
no assurance that we will be able to timely secure needed supply arrangements on satisfactory terms,or at all.Our failure to
secure these arrangements as needed could have a material adverse effect on our ability to complete the development of
avexitide, AMX0035 or any other current or future product candidates or,to commercialize them,if approved. We may be anabte
to-eonelade-agreements-unable to expand-conclude agreements for commercial supply with third- party manufacturers, eur
- or matketing-may be unable to do so on acceptable terms. There may be difficulties in scaling up to commercial
quantities and formulation of AMX0035 and avexitide , and the costs of manufacturing could be prohibitive. Following
our announcement to begin the process to voluntarily withdraw RELYVRIO and distributtenrbe-unable-ALBRIOZA from
the market,we entered into negotiations with each of our third- party manufacturers to de-se-on-aceeptable-terms-redefine
our relationship going forward . There-These negotiations are ongoing and may result be-diffienlties-in sealingup
irreparable damage to eommeretal-quantittes-and-formulation-of AMX06035-our relationship with one or more suppliers ,
making our further development and potential commercialization challenging the-eests-ef manufactaring-could-be

prohibitive- Even if we are able to establish and maintain arrangements with third- party manufacturers,reliance on third- party
manufacturers entails additional risks,including:e the failure of the third- party manufacturer to comply with applicable
regulatory requirements,including cGMPs,and reliance on third —parties for manufacturing process development,regulatory
compliance and quality assurance;* manufacturing delays if our third- party manufacturers give greater priority to the supply of
other products over avexitide, AMX0035 or any other current or future product candidates or otherwise do not satisfactorily
perform according to the terms of the agreement between us;e limitations on supply availability resulting from capacity and
scheduling constraints of third —parties,or as a result of economic or political developments,including the ongoing conflicts in
Ukraine and Israel and global economic instability;e the possible breach of manufacturing agreements by third —parties because
of factors beyond our control;e the possible termination or non- renewal of the manufacturing agreements by a third- party,at a
time that is costly or inconvenient to us;and ¢ the possible misappropriation of our proprietary information,including our trade
secrets and know- how.If we do not maintain our key manufacturing relationships,or if any of our contract manufacturers fail to
perform therr obhgatronq we may fail to ﬁnd replacement manufacturer% or develop our own manufacturing eapabilities;whieh
ty-to-eot ane-capabilitics , which could delay or impair or
our ablllty to obtam regulatory approval for our products If we do ﬁnd replacement manufacturers, we may not be able
to enter into agreements with them on terms third-patrtiesto-matket-and selh-conditions favorable to us and there could be a
substantial delay before new facilities could be qualified and registered with the FDA ;Health-Canada;the EMA-and other
foreign regulatory authorities.Any change in manufacturer may also involve changes in manufacturing procedures and
processes,which could require that we conduct bridging studies between our prior clinical supply used in our clinical trials and
that of any new manufacturer.In addition,we will need to verify that any new manufacturing process will produce our product
candidate according to the specifications previously submitted to the FDA ;Health-Canadasthe EMA—or another regulatory
authority. We may be unsuccessful in demonstrating the comparability of clinical supplies which could require the conduct of
additional clinical trials.In some cases ,the technical skills required to manufacture avexitide, AMX0035 or AMX6635;et
any other current or future products or product candidates may be unique or proprietary to the original contract manufacturer and
we may have difficulty,or there may be contractual restrictions prohibiting us from,transferring such skills to a back- up or
alternate supplier,or we may be unable to transfer such skills at all. Furthermore,a contract manufacturer may possess or acquire
technology related to the manufacture of avexitide, AMX0035 or any other current or future product candidate that such contract
manufacturer owns independently.This would increase our reliance on such contract manufacturer or require us to obtain a
license from such contract manufacturer in order to have another contract manufacturer manufacture avexitide, AMX0035 or
any ether-other current or future product candidates . If AMXO0035 for any of our initial for— or potential additional
indications, avexitide or any future product candidate is approved by any regulatory agency, we intend to utilize
arrangements with third- party contract manufacturers for the commercial production of those products. This process is
difficult and time consuming and we may face competition for access to manufacturing facilities as there are a limited
number of contract manufacturers operating under cGMPs that are capable of manufacturing avexitide, AMX0035 or
any other current or future product candidates. Consequently, we may not be able to reach agreement with third- party
manufacturers on satisfactory terms, which could delay our commercialization.Our failure,or the failure of our third- party
manufacturers,to comply with applicable regulations could result in sanctions being imposed on us,including clinical
holds, fines,injunctions,civil penalties,delays,suspension or withdrawal of approvals,seizures or voluntary recalls of avexitide,
AMXO0035 or any other current or future product candidates,operating restrictions and criminal prosecutions,any of which could
significantly affect supplies of avexitide, AMX0035 or any other current or future product candidates.The facilities used by our
contract manufacturers to manufacture avexitide, AMX0035 or any other current or future product candidates must be evaluated
by the FDA ;Health-Canada;the- EMA-and certain other foreign regulatory authorities.We do not control the manufacturing
process of,and are completely dependent on,our contract manufacturing partners for compliance with cGMPs.If our contract
manufacturers cannot successfully manufacture material that conforms to our specifications and the strict regulatory




requirements of the FDA or others , Health-Canada-we may not be able to secure and / or maintain regulatory approval for our
product manufactured at these facilities.In addition,we have no control over the ability of our contract manufacturers to maintain
adequate quality control,quality assurance and qualified personnel.If the FDA ;Health-Canada;the- EMA-or other comparable
foreign regulatory authority finds deficiencies or does not approve these facilities for the manufacture of avexitide, AMX0035
or any other current or future product candidates,or if it withdraws any such approval in the future,we may need to find
alternative manufacturing facilities,which would significantly impact our ability to develop, obtain marketing-regulatory
approval for or market avexitide, AMX003S5 or any other current or future product candidates, if approved.

Furthermore, if we are requlred to change contract manufacturers , we will be eihfufure—pred-uet—eaﬂd-t&afes—,er—rﬁe

new contldct mdnufdctureI mdmtdms fauhtles and procedures thdt comply w1th qudhty standdrds and with all appllcable
regulations,which could result in further costs and delays.Contract manufacturers may face manufacturing or quality control
problems causing drug substance production and shipment delays or a situation where the contractor may not be able to
maintain compliance with the applicable cGMP requirements.Any failure to comply with cGMP requirements or other FDA
sHealth-Canada;EMA-and comparable foreign regulatory requirements could adversely affect our clinical research activities and
our ability to develop avexitide, AMX0035 or any other current or future product candidates and market our products,if
approved.The FDA ;Health-Canadasthe EMA-and other foreign regulatory authorities require manufacturers to register
manufacturing facilities. The FDA ;Health-Canadasthe EMA-and corresponding foreign regulators also inspect these facilities to
confirm compliance with cGMPs.Contract manufacturers may face manufacturing or quality control problems causing drug
substance production and shipment delays or a situation where the contractor may not be able to maintain compliance with the
applicable cGMP requirements.Any failure to comply with cGMP requirements or other FDA ;Health-Canada;EMA-and
comparable foreign regulatory requirements could adversely affect our clinical research activities and our ability to develop
avexitide, AMX0035 or any future product candidates and market our products following approval. We may need to maintain
licenses for active ingredients from third parties to develop and commercialize avexitide, AMX003S5 or a future product
candidate,which could increase our development costs and delay our ability to commercialize such product
candidate.Should we decide to use API in any of avexitide,AMX0035 or any other current or future product candidates
that are proprietary to one or more third parties,we would need to maintain licenses to those active ingredients from
those third parties. [f we are any-third—unable to gererate-gain or continue to access rights to these active ingredients prior
to conducting preclinical toxicology studies intended to support clinical trials, we may need to develop alternate product
candidates from these programs by either accessing or developing alternate active ingredients, resulting in increased
development costs and delays in commercialization of these product candidates. If we are unable to gain or maintain
continued access rights to the desired active ingredients on commercially reasonable terms or develop suitable alternate
active ingredients, we may not be able to commercialize product candidates from these programs. We have historically
focused our research and product development on treatments of neurodegenerative diseases, and recently expanded into
other diseases, many of which are rare diseases with small addressable patient populations. We base our market
opportunity estimates on a variety of factors, including our estimates of the number of people who have these diseases,
the potential scope of our approved product labels, the subset of people with these diseases who have the potential to
benefit from treatment with avexitide, AMX0035 or any other current or future product candidates, various pricing
scenarios, and our understanding of reimbursement policies for rare diseases in particular countries. These estimates are
based on many assumptions and may prove incorrect, and new studies may reduce the estimated incidence or prevalence
of these diseases. Estimating market opportunities can be particularly challenging for rare indications, such as the ones
we currently address, as epidemiological data is often more limited than for more prevalent indications and can require
additional assumptions to assess potential patient populations. If we are unable to identify patients and successfully
commercialize avexitide, AMX0035 or any other current or future product candidates with attractive market
opportunities, our future product reventie-revenues may be smaller than anticipated,and our business may suffer.Patient
identification efforts also influence the ability to address a patient population.If efforts in patient identification are unsuccessful
or less impactful than anticipated,for instance,because of a lack of diagnostic initiatives,inadequate disease awareness among
healthcare professionals,difficulties in identifying and accessing patients outside of larger treatment centers or otherwise,we may
not address the entirety of the opportunity we are seeking.As a result,patients may be difficult to identify and access,the
addressable patient population in the countries in which we are seeking authorization U-Ss€anada;the- Ed-and elsewhere may
turn out to be lower than expected,or patients may not be otherwise amenable to treatment with our products,all of which would
adversely affect our business,financial condition,results of operations and prespects . To successfully commercialize any
products that may result from our development activities ;-or that we may acquire, we would need to continue to expand our
sales, marketing, pharmacovigilance, manufacturing and distribution capabilities, either on our own or with others.
RELYVRIO / ALBRIOZA, formerly sold in Canada and the U. S. for the treatment of ALS before being voluntarily
withdrawn from the market, was the first product that we commercialized and built a global marketing and sales team
for. The development of our own marketing and distribution effort was expensive has-been;s;-and wi-eontinte-time-
consuming and any efforts to do so in connection with our other product candidates may be ;-expensive and time-
consuming and could delay any further product launches. Moreover, we cannot be certain that we will be able to eentintete
develop this capability successfully again in the future, despite our experience . We may enter into collaborations regarding
any approved product candidates with other entities to utilize their established marketing and distribution capabilities, however,
we may be unable to enter into such agreements on favorable terms, if at all. If any future collaborators do not commit sufficient



resources to commercialize avexitide, AMXO0035 or any other current or future product candidates, or we are unable to develop
the necessary capabilities on our own, we will be unable to generate sufficient product revenue to sustain our business. We
compete with many companies that currently have extensive, experienced and well- funded sales, distribution and marketing
operations to recruit, hire, train and retain marketing and sales personnel. We may also face competition in our search for third
parties to assist us with the sales and marketing efforts of avexitide, AMX0035 and any other current or future product
candidates, if approved. Without an internal team or the support of a third- party to perform marketing and sales functions, we
may be unable to compete successfully against these more established companies. The market for AMX0035 for ALS.......,
results of operations and prospects. Even if avexitide, AMX0035 for the treatment of any indication ;-or any other current or
future product candidate of ours, is approved by the appropriate regulatory authorities for marketing and sale, it may
nonetheless fail to gain sufficient market acceptance by physicians, patients, third- party payors and others in the medical
community. Physicians may be reluctant to add avexitide, AMX0035 or another product to their patients’ treatment regimen, or
may cease to add avexitide, AMX0035 or such product to their patients’ treatment regimen. Further, patients often acclimate to
the treatment regime they are currently taking and do not want to add additional treatments unless their physicians recommend
it. Further, patients may be unable to add avexitide, AMX0035 or such other product to their treatment regimen due to lack of
coverage and adequate reimbursement. In addition, even if we are able to demonstrate our product candidates’ safety and
efficacy to Health-Canada;-the FDA sthe-EMA—and other regulators, safety or efficacy concerns in the medical community may
hinder market acceptance. Our ability to proactively educate health care professionals and patients may be limited based on the
marketing restrictions in a given jurisdiction, specifically as they relate to the particular labeling approved by the applicable
health authority. Efforts to educate the medical community and third- party payors on the benefits of our current and any future
product candidates may require significant resources, including management time and financial resources, and may not be
successful. If avexitide, AMX0035 or any other current or future product candidate is approved but does not achieve an
adequate level of market acceptance, we may not generate significant revenues and we may not remain profitable. The degree of
market acceptance of avexitide, AMX0035 and any other future product candidates, if approved for commercial sale, will
depend on a number of factors, including: « the efficacy and safety of the product; ¢ the potential advantages of the product
compared to competitive therapies and our ability to successfully publicize these advantages or highlight them in any marketing
materials; ¢ the prevalence and severity of any side effects; « whether the product is designated under physician treatment
guidelines as a first-, second- or third- line therapy or as a single agent or in combination; ¢ our ability, or the ability of any
future collaborators, to offer the product for sale at competitive prices; ¢ the product’ s convenience, tolerability and ease of
administration compared to alternative treatments; ¢ the willingness of the target patient population to try, and of physicians to
prescribe, the product; ¢ limitations or warnings, including distribution or use restrictions contained in the product’ s approved
labeling;  the strength of sales, marketing and distribution support; * changes in the standard of care for the targeted indications
for the product; and ¢ availability and adequacy of coverage and reimbursement from government payors, managed care plans
and other third- party payors. Any failure by avexitide, AMX0035 or any other current or future product candidate of ours that
obtains regulatory approval to achieve market acceptance or commercral success would adversely affect our business prospects
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beernapproved-by-any regulatory author1ty, they may nonetheless 1mpact ....... AMX0035 and any other current or future product
candidates for which we , #f-or any future collaborators, obtain regulatory approval in the future will be subject to
ongoing obligations and continued regulatory review, which may result in significant additional expense. If approved,
avexitide, AMX003S and any future product candidates could be subject to post- marketing restrictions sreguirements-or
withdrawal from the market and we, or any future collaborators, may be subject to substantial penalties if we, or they, fail to
comply with regulatory requirements or if we, or they, experience unanticipated problems with our products following approval
Twhich-mayresultinsignifieantexpenses-. Avexitide, AMX0035 or any other current or future product candidates for which
we, or any future collaborators, obtain regulatory approval, as well as the manufacturing processes, post- approval studies,
labeling, advertising and promotional activities for such product, among other things, will be subject to ongoing requirements of
and review by the FDA ;Health-Canada;-the EMA-and other applicable regulatory authorities. These requirements include
submissions of safety and other post- marketing information and reports, registration and listing requirements, requirements
relating to manufacturing, quality control, quality assurance and corresponding maintenance of records and documents,
requirements regarding the distribution of samples to physicians and recordkeeping. For certain commercial prescription drug
products, manufacturers and other parties involved in the supply chain must also meet chain of distribution requirements and
build electronic, interoperable systems for product tracking and tracing and notify the FDA of counterfeit, diverted, stolen and
intentionally adulterated products or other products that are otherwise unfit for distribution in the U. S. We and our contract
manufacturers will also be subject to user fees and periodic inspection by regulatory authorities to monitor compliance with
these requirements and the terms of any product approval we may obtain. Even if regulatory approval of a product candidate is
granted, the approval may be subject to limitations on the indications or uses for which the product may be marketed or to the



conditions of approval, including the requirement in the U. S. to implement a Risk Evaluation and Mitigation Strategy, or
REMS. The FDA ;Hesalth-Canada;the EMA-and other regulatory authorities may also impose requirements for costly post-
marketrng studres or chnrcal trrals and survelllance to monltor the safety or efﬁcacy of a product —Fer—ex&mp-}e—as—paft—e-ﬁottf

FDA and other agencies, 1nclud1ng the Department of Justice, closely regulate and monitor the post- approval marketing and
promotion of products to ensure that they are manufactured, marketed and distributed only for the approved indications and in
accordance with the provisions of the approved labeling. Regulatory authorities impose stringent restrictions on manufacturers’
communications regarding off- label use. However, companies generally may share truthful and not misleading information that
is otherwise consistent with a product’ s approved labeling. If we, or any future collaborators, do not market avexitide,
AMXO0035 or any of our other current or future product candidates for which we, or they, receive regulatory approval for only
their approved indications, we, or they, may be subject to warnings or enforcement action for off- label marketing if it is alleged
that we are doing so. Violation of laws and regulations relating to the promotion and advertising of prescription drugs may lead
to investigations or allegations of violations of federal and state health care fraud and abuse laws and state consumer protection
laws, including the False Claims Act and any comparable foreign laws. In the EU, the direct- to- consumer advertising of
prescription- only medicinal products is prohibited. Violations of the rules governing the promotion of medicinal products in the
EU could be penalized by administrative measures, fines and imprisonment. These laws may further limit or restrict the
advertising and promotion of our products to the general pubhc 1f approved and may also unpose hrrutatlons on our
promotlonal activities with health care professronals 0 ;

or other problems with our products or the1r manufacturers or manufacturrng processes, or failure to comply with regulatory
requirements, may yield various results, including: ¢ restrictions on the manufacturing of such products; ¢ restrictions on the
labeling or marketing of such products; ¢ restrictions on product distribution or use; ¢ requirements to conduct post- marketing
studies or clinical trials; « warning letters or untitled letters; * withdrawal of the products from the market; « refusal to approve
pending applications or supplements to approved applications that we submit; * recall of products; ¢ restrictions on coverage by
third- party payors; ¢ fines, restitution or disgorgement of profits or revenues;  exclusion from federal health care programs such
as Medicare and Medicaid; ¢ suspension or withdrawal of regulatory approvals; ¢ refusal to permit the import or export of
products; ¢ product seizure; or ¢ injunctions or the imposition of civil or criminal penalties. If we are not able to comply with
post- approval regulatory requirements, we could have the marketing approvals for avexitide, AMX0035 or any future approved
products withdrawn or restricted by regulatory authorities, or we may voluntarily do so, and our ability to market avexitide,
AMXO0035 or any future approved products, to develop avexitide or AMX0035 in the U. S. -Eanada-or additional jurisdictions
or for additional indications, and to develop and seek approval for additional product candidates could become limited, which
could adversely affect our ability to achieve or sustain profitability. As a result, the cost of compliance with post- approval
regulatory requirements may have a negative effect on our operating results and financial condition. If we fail to obtain
coverage and reimbursement for avexitide, AMX003S5 or any other current or future product candidates in new
geographies, it could make it difficult for us to sell avexitide, AMX003S or any other current or future product
candidates profitably. The success of avexitide, AMX0035 and any of our other current or future product candidates, if
approved, depends on the availability of adequate coverage and reimbursement from third- party payors. Because avexitide,
AMXO0035 and any other current or future product candidates represent new approaches to the treatment of the diseases they
target, we cannot be sure that coverage and reimbursement will be available for, or accurately estimate the potential revenue
from , avexitide , AMXO0035 and any other current or future product candidates or for any product that we may develop. If we
are unable to obtain adequate levels of reimbursement, our ability to successfully market and sell any such product candidates
will be adversely affected. The manner and level at which reimbursement is provided for services related to any current or future
product candidates we may develop (e. g., for the administration of our product candidate to patients) is also important.
Inadequate reimbursement for such services may lead to physician and payor resistance and adversely affect our ability to
market or sell avexitide, AMX0035 or any other current or future product candidates we may develop. In addition, we may need
to develop new reimbursement models, in order to realize adequate value. Payors may not be able or willing to adopt such new
models and patients may be unable to afford that portion of the cost that such models may require them to bear. If we determine
such new models are necessary, but we are unsuccessful in developing them, or if payors do not adopt such models, our
business, financial condition, results of operations and prospects could be adversely affected. For additional information on
coverage and reimbursement, see the section entitled “ Business — Government Regulation — Coverage and Reimbursement
in this-our 2024 Annual Report. Patients who are provided medical treatment for their conditions generally rely on third- party
payors to reimburse all or part of the costs associated with their treatment. Adequate coverage and reimbursement from
governmental healthcare programs, such as Medicare and Medicaid, and commercial payors, such as private health insurers and



health maintenance organizations, are critical to new product acceptance. Government authorities and other third- party payors
decide which drugs and treatments they will cover and the reimbursement amount. Coverage and reimbursement by a third-
party payor may depend upon a number of factors. In the U. S., no uniform policy of coverage and reimbursement for products
exists among third- party payors. As a result, obtaining coverage and reimbursement approval of a product from a government
or other third- party payor is a time consuming and costly process that could require us to provide to each payor supporting
scientific, clinical and cost- effectiveness data for the use of our products on a payor- by- payor basis, with no assurance that
coverage and adequate reimbursement from third- party payors will be obtained. There is significant uncertainty related to the
insurance coverage and reimbursement of newly approved products, which uncertainty may be heightened where the product is
subject to post- marketing conditions or requirements to provide additional clinical data. In the U. S., the principal decisions
about reimbursement for new medicines are typically made by the Centers for Medicare & Medicaid Services, or CMS, an
agency within the U. S. Department of Health and Human Services, as CMS decides whether and to what extent a new medicine
will be covered and reimbursed under Medicare. Private payors tend to follow CMS to a substantial degree. Even if we obtain
coverage for a given product, the resulting reimbursement payment rates might not be adequate for us to achieve or sustain
profitability or may require co- payments that patients find unacceptably high. Future coverage and reimbursement may be
subject to increased restrictions, such as prior authorization requirements, both in the U. S. and in international markets. Orphan
drugs are typically placed on the highest cost- sharing tier and a substantial percentage are subject to prior authorization
requirements. Reimbursement agencies in the EU may be more conservative than CMS. Outside the U. S., international
operations are generally subject to extensive governmental price controls and other market regulations, and we believe the
increasing emphasis on cost- containment initiatives in Canada, the EU and other countries has and will continue to put pressure
on the pricing and usage of drug products such as avexitide, AMX0035 and any other current or future product candidates we
may develop, if approved. We may also incur additional challenges when seeking reimbursement from public and private
payers where avexmde, AMXOO35 or any future product candidate ha% been approved subject to post- marl(etrng cond1tron§

approval for a product in a partreular country, but then be subject to price regulatronq that delay or nnght even prevent our
commercial launch of the product, possibly for lengthy periods of time. To obtain reimbursement or pricing approval in some
countries, we may be required to conduct a clinical trial that compares the cost- effectiveness of our product candidate to other
available therapies. In general, the prices of products under such systems are substantially lower than in the U. S. Other
countries allow companies to fix their own prices for products but monitor and control company profits. Additional foreign price
controls or other changes in pricing regulation could restrict the amount that we are able to charge for product candidates.
Accordingly, in markets outside the U. S., the reimbursement for avexitide, AMX0035 and any other current or future product
candidates we may develop may be reduced eompared with the U. S. and may be 1n§ufﬁcrent to generate commercially
reasonable revenues and profits —Addditie ; : ; v :

Ongorng healtheare legrilatrve and regulatory reform measures may have a materral adver%e effect on our bu%rnei% and reqult% of
operations. Changes in regulations, statutes or the interpretation of existing regulations could impact our business in the future
by requiring, for example: (i) changes to our manufacturing arrangements; (ii) additions or modifications to product labeling;
(iii) the recall or discontinuation of our products; or (iv) additional record- keeping requirements. If any such changes were to be
imposed, they could adversely affect the operation of our business. For more information, see the section entitled ““ Business —
Government Regulation — Current and Future U. S. Healthcare Reform Legislation ” in this-our 2024 Annual Report. We

cannot predict the initiatives that may be adopted in the future. The continuing efforts of the government, insurance companies,
managed care organizations and other payors of healthcare services to contain or reduce costs of healthcare and / or impose price
controls may adversely affect: * the demand for avexitide, AMX0035 or any other current or future product candidates; * our



ability to set a price that we believe is fair for our approved products; ¢ our ability to generate revenue and achieve or maintain
profitability; ¢ the level of taxes that we are required to pay; and ¢ the availability of capital. These laws and future state and
federal healthcare reform measures that may be adopted in the future may result in additional reductions in Medicare and other
healthcare funding and otherwise affect the prices we may obtain for avexitide, AMX0035 or any other current or future
product candidates for which we may obtain regulatory approval or the frequency with which any such product candidate is
prescribed or used. Any-For example, the Inflation Reduction Act of 2022, or IRA, contains provisions that require
companies to pay rebates to Medicare for certain drug prices that increase faster than inflation. In addition, any
reduction in reimbursement from Medicare or other government programs may result in a similar reduction in payments from
private payors. The implementation of cost containment measures or other healthcare reforms may prevent us from being able to
generate revenue, sustain profitability or commercialize our product candidates. Moreover, increasing efforts by governmental
and third- party payors in the U. S. and abroad to cap or reduce healthcare costs may cause such organizations to limit both
coverage and the level of reimbursement for newly approved products and, as a result, they may not cover or provide adequate
payment for our product candidates. There has been increasing legislative and enforcement interest in the U. S. with respect to
specialty drug pricing practices. Specifically, there have been several recent U. S. Congressional inquiries and proposed and
enacted federal and state legislation designed to, among other things, bring more transparency to drug pricing, reduce the cost of
prescription drugs under Medicare, review the relationship between pricing and manufacturer patient programs, and reform
government program reimbursement methodologies for drugs. The effect of these reform efforts on our business and the
healthcare industry in general is not yet known. Additional state and federal healthcare reform measures are expected to be
adopted in the future, any of which could limit the amounts that federal and state governments will pay for healthcare products
and services, which could result in reduced demand for certain pharmaceutical products or additional pricing pressures. While
some of these and other proposed measures may require additional authorization to become effective, Congress and the Biden
administration have each indicated that it will continue to seek new legislative and / or administrative measures to control drug
costs. Governments outside the U. S. may impose strict price controls, which may adversely affect our revenues, if any. In some
countries, including Canada and certain Member States of the EU, the pricing of prescription drugs is, in part, subject to
governmental control. Additional countries may adopt similar approaches to the pricing of prescription drugs. In such countries,
prlcmg negotlat1ons W1th governmental authorities can take consrderable time after recerpt of regulatory approval for a product

can be considerable pressure by governments and other stakeholders on prices and re1rnbursernent levels 1ncludrng as part of
cost containment measures. Political, economic and regulatory developments may further complicate pricing negotiations, and
pricing negotiations may continue after coverage and reimbursement have been obtained. Reference pricing used by various
countries and parallel distribution, or arbitrage between low- priced and high- priced countries, can further reduce prices. In
some countries, we may be required to conduct a clinical trial or other trials that compare the cost- effectiveness of avexitide,
AMXO0035 or any other current or future product candidates to other available therapies in order to obtain or maintain
reimbursement or pricing approval, which is time- consuming and costly. We cannot be sure that such prices and reimbursement
will be acceptable to us. Publication of discounts by third- party payors or authorities may lead to further pressure on the prices
or reimbursement levels within the country of publication and other countries. If pricing is set at unsatisfactory levels or if
reimbursement of our products is unavailable or limited in scope or amount, our revenues from sales by us or our strategic
partners and the potential profitability of avexitide, AMX0035 or any other current or future product candidates in those
countries would be negatively affected. Our relationships with healthcare providers, physicians, patients and third- party payors
may be subject to applicable anti- kickback, fraud and abuse and other healthcare laws and regulations, which could expose us to
criminal sanctions, civil penalties, contractual damages, reputational harm and diminished profits and future earnings.
Healthcare providers, physicians and third- party payors in the U. S. and elsewhere play a primary role in the recommendation
and prescription of pharmaceutical products. Arrangements with third- party payors and customers can expose pharmaceutical
manufacturers to broadly applicable fraud and abuse and other healthcare laws and regulations, including, without limitation, the
federal Anti- Kickback Statute and the federal False Claims Act, or FCA, which may constrain the business or financial
arrangements and relationships through which such companies conduct research, sell, market and distribute pharmaceutical
products. In particular, the promotion, sales and marketing of healthcare items and services, as well as certain business
arrangements in the healthcare industry, are subject to extensive laws designed to prevent fraud, kickbacks, self- dealing and
other abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and
promotion, structuring and commission (s), certain customer incentive programs and other business arrangements generally.
Activities subject to these laws also involve the improper use of information obtained in the course of patient recruitment for
clinical trials. For more information, see the section entitled “ Business — Government Regulation- Other U. S. Healthcare Laws
” in this-our 2024 Annual Report. In the U. S., to help patients afford our approved product, we offer programs to assist them or
support third- party organizations’ programs to assist patients, including patient assistance programs and co- pay coupon
programs for eligible patients. Government enforcement agencies have shown increased interest in pharmaceutical companies’
product and patient assistance programs, including reimbursement support services, and a number of investigations into these
programs have resulted in significant civil and criminal settlements. In addition, at least one insurer has directed its network
pharmacies to no longer accept co- pay coupons for certain specialty drugs the insurer identified. Our co- pay coupon programs
could become the target of similar insurer actions. In September 2014, the HHS Office of Inspector General, or OIG, issued a



Special Advisory Bulletin warning manufacturers that they may be subject to sanctions under the federal anti- kickback statute
and / or civil monetary penalty laws if they do not take appropriate steps to exclude Part D beneficiaries from using co- pay
coupons. Accordingly, companies exclude these Part D beneficiaries from using co- pay coupons ane-the-same-ts-true-for-onr
Amylyx-Care-Teamr. It is possible that changes in insurer policies regarding co- pay coupons and / or the introduction and
enactment of new legislation or regulatory action could restrict or otherwise negatively affect these patient support programs,
which could result in fewer patients using affected products ;stehasREEYVRIO-rthe- U5, and therefore could have a
material adverse effect on our sales, business, and financial condition. Third party patient assistance programs that receive
financial support from companies have also become the subject of enhanced government and regulatory scrutiny. The OIG has
established guidelines that suggest that it is lawful for pharmaceutical manufacturers to make donations to charitable
organizations who provide co- pay assistance to Medicare patients. However, donations to patient assistance programs have
received some negative publicity and have been the subject of multiple government enforcement actions, related to allegations
regarding their misuse to promote branded pharmaceutical products over other less costly alternatives. Specifically, in recent
years, there have been multiple settlements resulting out of government claims challenging the legality of third party patient
assistance programs under a variety of federal and state laws. We have in the past and may, from time to time, make charitable
grants to independent charitable foundations that help financially needy patients with their premium, co- pay, and co- insurance
obligations. If we choose to do so, and if we or our vendors or donation recipients are deemed to fail to comply with relevant
laws, regulations or evolving government guidance in the provision of charitable donations or operation of these programs, we
could be subject to damages, fines, penalties, or other criminal, civil, or administrative sanctions or enforcement actions. We
cannot ensure that our compliance controls, policies, and procedures will be sufficient to protect against acts of our employees,
business partners, vendors or charitable foundations that may violate the laws or regulations of the jurisdictions in which we
operate. Regardless of whether we have complied with the law, a government investigation, including of any business partners,
vendors or charitable foundations, could impact our business practices, harm our reputation, divert the attention of management,
increase our expenses, and reduce the availability of foundation support for our patients who need assistance. The distribution of
pharmaceutical products is also subject to additional requirements and regulations, including extensive recordkeeping, licensing,
storage and security requirements intended to prevent the unauthorized sale of pharmaceutical products. Ensuring that our
internal operations and future business arrangements with third parties comply with applicable healthcare laws and regulations
will involve substantial costs. It is possible that governmental authorities will conclude that our business practices do not comply
with current or future statutes, regulations, agency guidance or case law involving applicable fraud and abuse or other healthcare
laws and regulations. The scope and enforcement of each of these laws is uncertain and subject to rapid change in the current
environment of healthcare reform. If our operations are found to be in violation of any of the laws described above or any other
governmental laws and regulations that may apply to us, we may be subject to significant penalties, including civil, criminal and
administrative penalties, damages, fines, exclusion from U. S. government- funded healthcare programs, such as Medicare and
Medicaid, or similar programs in other countries or jurisdictions, disgorgement, imprisonment, contractual damages, reputational
harm, diminished profits, additional reporting requirements and oversight if we become subject to a corporate integrity
agreement or similar agreement to resolve allegations of non- compliance with these laws and the delay, reduction, termination
or restructuring of our operations. Further, defending against any such actions can be costly and time- consuming, and may
require significant financial and personnel resources. Therefore, even if we successfully defend against any such actions that
may be brought against us, our business may be impaired. If any of the physicians or other providers or entities with whom we
expect to do business is found to not comply with applicable laws, they may be subject to significant criminal, civil or
administrative sanctions, including exclusions from government- funded healthcare programs and imprisonment. If any of the
above occur, it could adversely affect our ability to operate our business and our results of operations. If we fail to comply with
our reporting and payment obligations under the Medicaid Drug Rebate Program or other governmental pricing programs, we
could be subject to additional reimbursement requirements, penalties, sanctions and fines, which could have a material adverse
effect on our business, financial condition, results of operations and growth prospects. We participate in the Medicaid Drug
Rebate Program, the 340B program, the U. S. Department of Veterans Affairs, Federal Supply Schedule, or FSS, pricing
program, and the Tricare Retail Pharmacy program, which require us to disclose average manufacturer pricing, and, in the future
may require us to report the average sales price for certain of our drugs to the Medicare program. Pricing and rebate calculations
vary across products and programs, are complex, and are often subject to interpretation by us, governmental or regulatory
agencies and the courts. Furthermore, regulatory and legislative changes, and judicial rulings relating to these programs and
policies (including coverage expansion), have increased and will continue to increase our costs and the complexity of
compliance, have been and will continue to be time- consuming to implement, and could have a material adverse effect on our
results of operations, particularly if CMS or another agency challenges the approach we take in our implementation. For
example, in the case of our Medicaid pricing data, if we become aware that our reporting for a prior quarter was incorrect or has
changed as a result of recalculation of the pricing data, we are generally obligated to resubmit the corrected data for up to three
years after those data originally were due. Such restatements increase our costs and could result in an overage or underage in our
rebate liability for past quarters. Price recalculations also may affect the ceiling price at which we are required to offer our
products under the 340B program and give rise to an obligation to refund entities participating in the 340B program for
overcharges during past quarters impacted by a price recalculation. Civil monetary penalties can be applied if we are found to
have knowingly submitted any false price or product information to the government, if we are found to have made a
misrepresentation in the reporting of our average sales price, if we fail to submit the required price data on a timely basis, or if
we are found to have charged 340B covered entities more than the statutorily mandated ceiling price. Additionally, our
agreement to participate in the 340B program or our Medicaid drug rebate agreement could be terminated, in which case federal
payments may not be available under Medicaid or Medicare Part D for our covered outpatient drugs. Additionally, if we



overcharge the government in connection with our arrangements with FSS or Tricare Retail Pharmacy, we are required to refund
the difference to the government. Failure to make necessary disclosures and / or to identify contract overcharges can result in
allegations against us under the FCA and other laws and regulations. Unexpected refunds to the government, and responding to a
government investigation or enforcement action, would be expensive and time- consuming, and could have a material adverse
effect on our business, financial condition, results of operations and growth prospects. Further, legislation may be introduced
that, if passed, would, among other things, further expand the 340B program to additional covered entities or would require
participating manufacturers to agree to provide 340B discounted pricing on drugs used in an inpatient setting, and any additional
future changes to the definition of average manufacturer price or the Medicaid rebate amount could affect our 340B ceiling price
calculations and negatively impact our results of operations. Additionally, certain pharmaceutical manufacturers are involved in
ongoing litigation regarding contract pharmacy arrangements under the 340B program. For example, on November 3, 2023, the
U. S. District Court of South Carolina issued an opinion in Genesis Healthcare Inc. v. Becerra et al. that may lead to an
expansion of the scope of patients eligible to access prescriptions at 340B pricing. The outcome of this and other judicial
proceedings on the 340B program and the potential impact on the way in which manufacturers extend discounts to covered
entities through contract pharmacies under the 340B program remain uncertain. Compliance with global privacy and data
security requirements could result in additional costs and liabilities to us or inhibit our ability to collect and process data
globally, and the failure to comply with such requirements could subject us to significant fines and penalties, which may have a
material adverse effect on our business, financial condition or results of operations. The regulatory framework for the collection,
use, safeguarding, sharing, transfer and other information processing worldwide is rapidly evolving and is likely to remain
uncertain for the foreseeable future. Globally, virtually every jurisdiction in which we operate has established its own data
security and privacy frameworks with which we must comply. For example, the collection, use, disclosure, transfer, or other
processing of personal data regarding individuals in the European Economic Area, or, EEA, including personal health data, is
subject to the EU General Data Protection Regulation, or the GDPR, and similarly, processing of personal data regarding
individuals in the United Kingdom, or the UK, including personal health data, is subject to the UK General Data Protection
Regulation and the UK Data Protection Act 2018, or, collectively the UK GDPR, and together with the EU GDPR, the
GDPR. The GDPR is wide- ranging in scope and imposes numerous requirements on companies that process personal data,
including requirements relating to processing health and other sensitive data, obtaining the consent of the individuals to whom
the personal data relates, providing detailed information to individuals regarding data processing activities, implementing
safeguards to protect the security and confidentiality of personal data, providing notification of data breaches, and taking certain
measures when engaging third- party processors. The GDPR also imposes strict rules on the transfer of personal data to
countries outside the EEA / UK that are not considered by the European Commission and the UK government as providing *
adequate ” protection to personal data, including the U. S., and, as a result, increases the scrutiny that clinical trial sites located
in the EEA should apply to transfers of personal data from such sites to countries that are considered to lack an adequate level of
data protection, such as the U. S. Such transfers of personal data outside of the EEA and UK are prohibited unless a valid GDPR
transfer mechanism (for example, the European Commission approved Standard Contractual Clauses, or SCCs, and the UK
International Data Transfer Agreement / Addendum, or UK IDTA) has been put in place. Where relying on the SCCs / UK
IDTA for data transfers, we may also be required to carry out transfer impact assessments to assess whether the recipient is
subject to local laws which allow public authority access to personal data. The international transfer obligations under the EEA /
UK data protection regimes will require significant effort and cost, and may result in us needing to make strategic
considerations around where EEA / UK personal data is transferred and which service providers we can utilize for the
processing of EEA / UK personal data. Any inability to transfer personal data from the EEA and UK to the United States in
compliance with data protection laws may impede our ability to conduct trials and may adversely affect our business and
financial position. The GDPR also permits data protection authorities to require the destruction of improperly gathered or used
personal information and or impose substantial fines for violations of the GDPR, which can be up to four percent of global
revenues or € 20 million (£ 17. 5 million under the UK GDPR), whichever is greater and it also confers a private right of action
on data subjects and consumer associations to lodge complaints with supervisory authorities, seek judicial remedies, and obtain
compensation for damages resulting from violations of the GDPR. Although the UK is regarded as a third country under the EU
GDPR, the European Commission has now issued a decision recognizing the UK as providing adequate protection under the EU
GDPR, or Adequacy Decision, and, therefore, transfers of personal data originating in the EEA to the UK remain unrestricted.
The UK Government has introduced a Data Protection and Digital Information Bill, or UK Bill, into the UK legislative process
to reform the UK’ s data protection regime, and if passed, the final version of the UK Bill may have the effect of further altering
the similarities between the UK and EEA data protection regimes and threaten the UK Adequacy Decision from the European
Commission, which may lead to additional compliance costs for us and could increase our overall risk. It is unclear how UK
data protection laws and regulations will develop in the medium to longer term, and how data transfers to and from the UK will
be regulated in the long term. Although the EU GDPR and the EU GDPR currently impose substantially similar obligations, it is
possible that over the time the UK GDPR could become less aligned with the EU GDPR. In addition, EU member states have
adopted national laws to supplement the EU GDPR, which may partially deviate from the EU GDPR, and the competent
authorities in the EU Member States may interpret EU GDPR obligations slightly differently from country to country, such that
we do not expect to operate in a uniform legal landscape in the EEA with respect to data protection regulations. The potential of
the respective provisions and enforcement of the EU GDPR and UK GDPR further diverging in the future creates additional
regulatory challenges and uncertainties for us. The lack of clarity on future UK laws and regulations and their interaction with
EU laws and regulations could add legal risk, uncertainty, complexity and cost to the handling of European personal data and
our privacy and data security compliance programs could require us to implement different compliance measures for the UK and
EEA. Similar legal requirements are either in place or are being proposed in the U. S. There are a broad variety of data



protection laws that are applicable to our activities, and a wide range of enforcement agencies at both the state and federal levels
that can review companies for privacy and data security concerns based on general consumer protection laws. The Federal Trade
Commission and state Attorneys General are all aggressive in reviewing consumers’ privacy and data security protections. New
laws also are being considered at both the state and federal levels. For example, the California Consumer Privacy Act — which
went into effect on January 1, 2020 and which was recently amended by the California Privacy Rights Act — is creating similar
risks and obligations as those created by GDPR. Though the Act does exempt certain information collected as part of a clinical
trial subject to the Federal Policy for the Protection of Human Subjects, or the Common Rule, it does apply to other personal
information that we may otherwise handle, such as personal information collected in a business to business context and personal
information collected from employees, applicants and retirees residing in California. Similar broad consumer privacy laws have
already been passed in numerous states, and laws in Virginia, Colorado and Connecticut already have entered into force. In
addition, bills for broad consumer privacy laws are being considered in numerous other states and at the federal level.
Compliance with the above requirements and any other data privacy and data security laws and regulations is a rigorous and
time- intensive process and requires significant resources and an ongoing review of our technologies, systems and practices, as
well as those of any third- party collaborators, service providers, contractors or consultants that process or transfer personal data.
The GDPR and other changes in laws or regulations associated with the enhanced protection of certain types of sensitive data,
such as healthcare data or other personal information from our clinical trials, could require us to change our business practices
and put in place additional compliance mechanisms, may interrupt or delay our development, regulatory and commercialization
activities and increase our cost of doing business, and could lead to government enforcement actions, private litigation and
significant fines and penalties against us and could have a material adverse effect on our business, financial condition or results
of operations. Artificial intelligence presents risks and challenges that can impact our business including by posing security risks
to our confidential information, proprietary information, and personal data. Issues in the development and use of artificial
intelligence, combined with an uncertain regulatory environment, may result in reputational harm, liability, or other adverse
consequences to our business operations. As with many technological innovations, artificial intelligence presents risks and
challenges that could impact our business. We may adopt and integrate generative artificial intelligence tools into our systems
for specific use cases reviewed by legal and information security. Our vendors may incorporate generative artificial intelligence
tools into their offerings without disclosing this use to us, and the providers of these generative artificial intelligence tools may
not meet existing or rapidly evolving regulatory or industry standards with respect to privacy and data protection and may inhibit
our or our vendors’ ability to maintain an adequate level of service and experience. If we, our vendors, or our third- party
partners experience an actual or perceived breach or privacy or security incident because of the use of generative artificial
intelligence, we may lose valuable intellectual property and confidential information and our reputation and the public
perception of the effectiveness of our security measures could be harmed. Further, bad actors around the world use increasingly
sophisticated methods, including the use of artificial intelligence, to engage in illegal activities involving the theft and misuse of
personal information, confidential information, and intellectual property. Any of these outcomes could damage our reputation,
result in the loss of valuable property and information, and adversely impact our business. We currently depend on the success
of...... commercialize product candidates from these programs. Our commercial success depends in large part on our ability to
obtain and maintain intellectual property rights protection through patents, trademarks and trade secrets in the U. S. and other
countries with respect to our proprietary product eandidate-candidates , avexitide , AMX0035, AMX0114 , and any future
proprietary product candidates. If we do not adequately protect our intellectual property rights, competitors may be able to
erode, negate or preempt any competitive advantage we may have, which could harm our business and ability to sustain
profitability. To protect our proprietary position, we have filed patent applications and may file other patent applications in the
U. S. or abroad related to AMX0035 , AMX0114, or any other current or future product candidates that are important to our
business; we may also license or purchase patents or patent applications filed by others . With respect to protection of our
intellectual property rights in avexitide, our acquisition of that product candidate from Eiger includes acquisition of all
of Eiger’ s owned and co- owned patents and applications directed to avexitide, as well as assuming Eiger’ s licenses to
patents and applications directed to avexitide and owned and co- owned by other entities . The patent application process
is expensive and time- consuming. We may not be able to file and prosecute all necessary or desirable patent applications at a
reasonable cost or in a timely manner. If the scope of the patent protection we obtain is not sufficiently broad, we may not be
able to prevent others from developing and commercializing technology and products similar or identical to ours. The degree of
patent protection we require to successfully compete in the marketplace may be unavailable or severely limited in some cases
and may not adequately protect our rights or permit us to gain or keep any competitive advantage. We cannot provide any
assurances that any of our patents have, or that any of our pending owned patent applications that mature into issued patents will
include claims with a scope sufficient to protect our proprietary therapeutics or otherwise provide any competitive advantage.
Other parties have developed or may develop technologies that may be related or competitive with our approach, and may have
filed or may file patent applications and may have been issued or may be issued patents with claims that overlap or conflict with
our patent applications, either by claiming the same compounds, formulations or methods or by claiming subject matter that
could dominate our patent position. In addition, the laws of foreign countries may not protect our rights to the same extent as the
laws of the U. S. Furthermore, patents have a limited lifespan. In the U. S., the natural expiration of a patent is generally twenty
years after it is filed. Various extensions may be available; however, the life of a patent, and the protection it affords, is limited.
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 patent
portfolio may not provide us with adequate and continuing patent protection sufficient to exclude others from commercializing
products similar to avexitide, AMX0035 , AMX0114 or any other current or future product candidates. In the event that an
alternative combination of AMX0035 , or TURSO as a single drug product, is developed and approved for use in indications for



which we may seek approval and falls outside the scope of our patent claims, the marketability and commercial success of
AMXO0035 could be materially harmed. Even if they are unchallenged, our owned patents and pending patent applications, if
issued, may not provide us with any meaningful protection or prevent competitors from designing around our patent claims to
circumvent our patents by developing similar or alternative therapeutics in a non- infringing manner. For example, a third party
may develop a competitive therapy that provides benefits similar to our product candidate but falls outside the scope of our
patent protection or license rights. If the patent protection provided by the patent and patent applications we hold or pursue with
respect to avexitide, AMX0035 , AMX0114 or any other current or future product candidates is not sufficiently broad to impede
such competition, our ability to successfully commercialize our product candidate could be negatively affected, which would
harm our business. We, or any future partners, collaborators, or licensees, may 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.
Therefore, we may miss potential opportunities to strengthen our patent position. It is possible that defects of form in the
preparation or filing of our patent or patent applications may exist, or may arise in the future, for example with respect to proper
priority claims, inventorship, claim scope, or requests for patent term adjustments. If we or our partners, collaborators, or
licensees whether current or future, fail to establish, maintain or protect such patents and other intellectual property rights, such
rights may be reduced or eliminated. If our partners, collaborators, or licensees 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. If there are material
defects in the form, preparation, prosecution, or enforcement of our patents or patent applications, such patents may be invalid
and / or unenforceable, and such applications may never result in valid, enforceable patents. Any of these outcomes could
impair our ability to prevent competition from third parties, which may have an adverse impact on our business. The patent
position of biotechnology and pharmaceutical companies carries uncertainty. In addition, the determination of patent rights with
respect to pharmaceutical compounds commonly involves complex legal and factual questions, which are dependent upon the
current legal and intellectual property context, extant legal precedent and interpretations of the law by individuals. As a result,
the issuance, scope, validity, enforceability and commercial value of our patent rights are characterized by uncertainty. Pending
patent applications cannot be enforced against third parties practicing the technology claimed in such applications unless and
until a patent issues from such applications. Assuming the other requirements for patentability are met, currently, the first to file
a patent application is generally entitled to the patent. However, prior to March 16, 2013, in the U. S, the first to invent was
entitled to the patent. Publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent
applications in the U. S. and other jurisdictions are not published until 18 months after filing, or in some cases not at all.
Therefore, we cannot be certain that we were the first to make the inventions claimed in our patent or pending patent
applications, or that we were the first to file for patent protection of such inventions. If third parties have filed prior patent
applications on inventions claimed in our patents or applications that were filed on or before March 15, 2013, an interference
proceeding in the U. S. can be initiated by such third parties to determine who was the first to invent any of the subject matter
covered by the patent claims of our applications. If third parties have filed such prior applications after March 15, 2013, a
derivation proceeding in the U. S. can be initiated by such third parties to determine whether our invention was derived from
theirs. Moreover, because the issuance of a patent is not conclusive as to its inventorship, scope, validity or enforceability, our
patents may be challenged in the courts or patent offices in the U. S. and abroad. Also, while we believe that we have disclosed
all potentially relevant prior art relating to our patents and patent applications, there is no assurance that we have found all such
prior art or disclosed it in every relevant jurisdiction. Publications of discoveries in the scientific literature often lag behind the
actual discoveries, and patent applications in the U. S. and other jurisdictions are typically not published until 18 months after
filing or, in some cases, not at all. Therefore, we cannot know with certainty whether we were the first to make the inventions
claimed in our patents or pending patent applications, or that we were the first to file for patent protection of such inventions. If
such prior art exists, it may be used to invalidate a patent, or may prevent a patent from issuing from a pending patent
application. For example, such patent filings may be subject to a third- party submission of prior art to the U. S. Patent and
Trademark Office, or USPTO, or to other patent offices around the world. Alternately or additionally, we may become involved
in post- grant review procedures, oppositions, derivation proceedings, ex parte reexaminations, inter partes review, supplemental
examinations, or interference proceedings or challenges in district court, in the U. S. or in various foreign patent offices,
including both national and regional, challenging patents or patent applications in which we have rights, including patents on
which we rely to protect our business. An adverse determination in any such challenges may result in loss of the patent or in
patent or patent application claims being narrowed, invalidated or held unenforceable, in whole or in part, or in denial of the
patent application or loss or reduction in the scope of one or more claims of the patent or patent application, any of which could
limit our ability to stop others from using or commercializing similar or identical technology and products, or limit the duration
of the patent protection of our technology and products. Pending and future patent applications may not result in patents being
issued that protect our business, in whole or in part, or which effectively prevent others from commercializing competitive
products. Competitors may also be able to design around our patents. Changes in either the patent laws or interpretation of the
patent laws in the U. S. and other countries may diminish the value of our patents or narrow the scope of our patent protection.
In addition, the laws of foreign countries may not protect our rights to the same extent or in the same manner as the laws of the
U. S. For example, patent laws in various jurisdictions, including jurisdictions covering significant commercial markets, such as
the European Patent Office, or EPO, China and Japan, restrict the patentability of methods of treatment of the human body more
than U. S. law does. If these developments were to occur, they could have a material adverse effect on our ability to generate
revenue. The patent application process is subject to numerous risks and uncertainties, and there can be no assurance that we or
any of our future development partners will be successful in protecting avexitide, AMX0035 , AMX0114 or any other current or
future product candidates by obtaining and defending patents. These risks and uncertainties include the following: * the USPTO
and various foreign governmental patent agencies require compliance with a number of procedural, documentary, fee payment



and other provisions during the patent process. There are situations in which noncompliance, whether intentional or not, can
result in abandonment or lapse of a patent or patent application, resulting in partial or complete loss of patent rights in the
relevant jurisdiction. In such an event, competitors might be able to enter the market earlier than would otherwise have been the
case; * patent applications may not result in any patents being issued; ¢ patents that may be issued or in- licensed may be
challenged, invalidated, modified, revoked, circumvented, found to be unenforceable or otherwise may not provide any
competitive advantage; ¢ our competitors, many of whom have substantially greater resources and many of whom have made
significant investments in competing technologies, may seek or may have already obtained patents that will limit, interfere with
or eliminate our ability to make, use, and sell avexitide, AMX0035 or AMX0114 ;  there may be significant pressure on the U.
S. government and international governmental bodies to limit the scope of patent protection both inside and outside the U. S. for
disease treatments that prove successful, as a matter of public policy regarding worldwide health concerns; ¢ countries other than
the U. S. may have patent laws less favorable to patentees than those upheld by U. S. courts, allowing foreign competitors a
better opportunity to create, develop and market competing product candidates; and ¢ countries other than the U. S. may, under
certain circumstances, force us to grant a license under our patents to a competitor, thus allowing the competitor to compete with
us in that jurisdiction or forcing us to lower the price of our drug in that jurisdiction. Issued patents that we have or may obtain
or license may not provide us with any meaningful protection, prevent competitors from competing with us or otherwise provide
us with any competitive advantage. Our competitors may be able to circumvent our patents by developing similar or alternative
technologies or products in a non- infringing manner. Our competitors may also seek approval to market their own products
similar to or otherwise competitive with our products. Alternatively, our competitors may seek to market generic versions of any
approved products by submitting ANDAS to the FDA in which they claim that patents owned or licensed by us are invalid,
unenforceable or not infringed. In these circumstances, we may need to defend or assert our patents, or both, including by filing
lawsuits alleging patent infringement. In any of these types of proceedings, a court or other agency with jurisdiction may find
our patents invalid or unenforceable, or that our competitors do not infringe our patents. Thus, even if we have valid and
enforceable patents, these patents still may not provide protection against competing products or processes sufficient to achieve
our business objectives. In addition, we rely on the protection of our trade secrets and proprietary, unpatented know- how.
Although we have taken steps to protect our trade secrets and unpatented know- how, including entering into confidentiality
agreements with third parties, and confidential information and invention assignment agreements with employees, consultants,
collaborators, vendors, and advisors, we cannot provide any assurances that all such agreements have been duly executed, and
third parties may still obtain this information or may come upon this or similar information independently. It is possible that
technology relevant to our business will be independently developed by a person who is not a party to such a confidentiality or
invention assignment agreement. We may not be able to prevent the unauthorized disclosure or use of our technical knowledge
or trade secrets by consultants, collaborators, vendors, advisors, former employees and current employees. Furthermore, if the
parties to our confidentiality agreements breach or violate the terms of these agreements, we may not have adequate remedies
for any such breach or violation, and we could lose our trade secrets as a consequence of such breaches or violations. Our trade
secrets could otherwise become known or be independently discovered by our competitors. Additionally, if the steps taken to
maintain our trade secrets are deemed inadequate, we may have insufficient recourse against third parties for misappropriating
our trade secrets. If any of these events occurs or if we otherwise lose protection for our trade secrets or proprietary know- how,
our business may be harmed. It is difficult and costly to protect our intellectual property and our proprietary technologies, and
we may not be able to ensure their protection. Our commercial success will depend in part on obtaining and maintaining patent
protection and trade secret protection for our preprietary-product eandidate-candidates , avexitide , AMX0035 and AMX0114 ,
as well as on successfully defending these patents against potential third- party challenges. Our ability to protect our product
candidate from unauthorized making, using, selling, offering to sell or importing by third parties is dependent on the extent to
which we have rights under valid and enforceable patents that cover these activities. The patent positions of pharmaceutical,
biotechnology and other life sciences companies can be highly uncertain and involve complex legal and factual questions for
which important legal principles remain unresolved and have in recent years been the subject of much litigation. Changes in
either the patent laws or in interpretations of patent laws in the U. S. and other countries may diminish the value of our
intellectual property. Over the past decade, U. S. federal courts have increasingly invalidated pharmaceutical and biotechnology
patents during litigation often based on changing interpretations of patent law. Further, the determination that a patent
application or patent claim meets all of the requirements for patentability is a subjective determination based on the application
of law and jurisprudence. The ultimate determination by the H—S-—Patent-and-TFrademaricOffiee;or-USPTO s-or by a court or
other trier of fact in the U. S., or corresponding foreign national patent offices or courts, on whether a claim meets all
requirements of patentability cannot be assured. Accordingly, we cannot predict the breadth of claims that may be allowed or
enforced in our owned patents or patent applications. We cannot provide assurances that any of our patent applications will be
found to be patentable, including over our own prior art publications or patent literature, or will issue as patents. Neither can we
make assurances as to the scope of any claims that may issue from our pending and future patent applications nor to the outcome
of any proceedings by any potential third parties that could challenge the patentability, validity or enforceability of our patents
and patent applications in the U. S. or foreign jurisdictions. Any such challenge, if successful, could limit patent protection for
our products and current or future product candidates and / or materially harm our business. In addition to challenges during
litigation, third parties can challenge the validity of our patents in the U. S. using post- grant review and inter partes review
proceedings, which some third parties have been using to cause the cancellation of selected or all claims of issued patents of
competitors. For a patent filed March 16, 2013 or later, a petition for post- grant review can be filed by a third party in a nine-
month window from issuance of the patent. A petition for inter partes review can be filed immediately following the issuance of
a patent if the patent has an effective filing date prior to March 16, 2013. A petition for inter partes review can be filed after the
nine- month period for filing a post- grant review petition has expired for a patent with an effective filing date of March 16,



2013 or later. Post- grant review proceedings can be brought on any ground of invalidity, whereas inter partes review
proceedings can only raise an invalidity challenge based on published prior art and patents. These adversarial actions at the
USPTO review patent claims without the presumption of validity afforded to U. S. patents in lawsuits in U. S. federal courts,
and use a lower burden of proof than used in litigation in U. S. federal courts. Therefore, it is generally considered easier for a
competitor or third party to have a U. S. patent invalidated in a USPTO post- grant review or inter partes review proceeding than
invalidated in a litigation in a U. S. federal court. If any of our patents are challenged by a third party in such a USPTO
proceeding, there is no guarantee that we will be successful in defending the patent, which may result in a loss of the challenged
patent right to us. In the EU, third parties can challenge the validity of our patents by filing an Opposition before the EPO. An
adverse determination by the Opposition Board can result in the narrowing or invalidation of a European patent. If any of our
European patents are challenged by a third party in such an opposition proceeding, there is no guarantee that we will be
successful in defending the patent, which may result in a loss of the challenged patent right to us. The degree of future
protection for our proprietary rights is uncertain because legal means afford only limited protection and may not adequately
protect our rights or permit us to gain or keep our competitive advantage. For example: * we may not be able to generate
sufficient data to support full patent applications that protect the entire breadth of developments in one or more of our programs;
* it is possible that one or more of our pending patent applications will not become an issued patent or, if issued, that the patent
(s) claims will have sufficient scope to protect our technology, provide us with commercially viable patent protection or provide
us with any competitive advantages; * if our pending applications issue as patents, they may be challenged by third parties as
invalid or unenforceable under U. S. or foreign laws; * we may not successfully commercialize avexitide, AMX0035 or
AMX0114 before our relevant patents expire; * we may not be the first to make the inventions covered by each of our patents
and pending patent applications; or * we may not develop additional proprietary technologies or product candidates that are
separately patentable. In addition, to the extent that we are unable to obtain and maintain patent protection for avexitide,
AMXO0035 , or AMX0114 or any other current or future product candidates or in the event that such patent protection expires, it
may no longer be cost- effective to extend our portfolio by pursuing additional development of a product or product candidate
for follow- on indications. If we are unable to protect the confidentiality of our trade secrets, the value of our technology could
be materially adversely affected and our business would be harmed. In addition to patents, we also may rely on trade secrets to
protect our proprietary product candidate, especially where we do not believe patent protection is appropriate or obtainable.
Trade secrets are difficult to protect. We seek to protect our confidential proprietary information, in part, by confidentiality
agreements and invention assignment agreements with our employees, consultants, scientific advisors, contractors and
collaborators. These agreements are designed to protect our proprietary information. However, we cannot be certain that such
agreements have been entered into with all relevant parties, and we cannot be certain that our trade secrets and other confidential
proprietary information will not be disclosed or that competitors will not otherwise gain access to our trade secrets or
independently develop substantially equivalent information and techniques. For example, our employees, consultants,
contractors, outside scientific collaborators and other advisers may unintentionally or willfully disclose our information to
competitors. Enforcing a claim that a third- party entity illegally obtained and is using any of our trade secrets is expensive and
time- consuming, and the outcome is unpredictable, and we may not be able to obtain adequate remedies for such breaches. We
also seek to preserve the integrity and confidentiality of our confidential proprietary information by maintaining physical
security of our premises and physical and electronic security of our IT systems, but it is possible that these security measures
could be breached. In addition, courts outside the U. S. are sometimes less willing to protect trade secrets. Moreover, our
competitors may independently develop equivalent knowledge, methods and know- how. Notably, proprietary technology
protected by a trade secret does not preempt the patenting of independently developed equivalent technology, even if such
equivalent technology is invented subsequent to the technology protected by a trade secret. If any of our confidential proprietary
information were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent such
competitor from using that technology or information to compete with us, which could harm our competitive position. Patent
terms and market exclusivities, if obtained, may be inadequate to protect our competitive position on our products for an
adequate amount of time. Patents have a limited lifespan. In the U. S., if all maintenance fees are timely paid, the natural
expiration of a patent is generally 20 years from its earliest U. S. non- provisional filing date. The patent term of a U. S. patent
may be lengthened by patent term adjustment, which compensates a patentee for administrative delays by the U. S. Patent and
Trademark Office in granting a patent, or may be shortened if a patent is terminally disclaimed over an earlier- filed patent.
Various extensions may be available, but the life of a patent, and the protection it affords, is limited. 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. In the U. S., the Drug Price Competition and Patent Term
Restoration Act of 1984 permits a Patent Term Extension, or PTE, of up to five years beyond the normal expiration of the patent
to compensate patent owners for loss of enforceable patent term due to the lengthy regulatory approval process. PTE is limited
to the approved indication (or any additional indications approved during the period of extension). We anticipate applying for
PTE in the U. S. Similar extensions may be available in other countries where we are prosecuting patents and we likewise
anticipate applying for such extensions. The granting of such patent term extensions is not guaranteed and is subject to
numerous requirements. We might not be granted an extension because of, for example, failure to apply within applicable
periods, failure to apply prior to the expiration of relevant patents or failure to otherwise satisfy any of the numerous applicable
requirements. Moreover, the applicable authorities, including the FDA and the USPTO in the U. S., and any equivalent
regulatory authority in other countries, may 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 be able to obtain approval of competing products following our patent expiration by referencing our clinical and preclinical
data and launch their product earlier than might otherwise be the case. If this were to occur, it could have a material adverse



effect on our ability to generate revenue .In addition,market exclusivities may be available for our product candidates and
indications.If any product we develop does not receive five years of NCE exclusivity,the FDA may approve generic
versions of such product three years after its date of approval,subject to the requirement that the ANDA applicant
certifies to the invalidity or non- infringement of any patents listed for our products in the Orange Book.If an infringement suit
is timely filed by the NDA or patent holder,the FDA cannot finally approve the ANDA for 30 months unless a court decision in
favor of the generic manufacturer is issued earlier.Three- year exclusivity is given to a drug if it contains an active moiety that
has previously been approved,and the NDA includes reports of one or more new clinical investigations,other than bioavailability
or bioequivalence studies,that were conducted by or for the applicant and are determined by the FDA to be essential to the
approval of the NDA.This form of data exclusivity is known as New Clinical Investigation,or NCI,exclusivity.If avexitide is
approved for future uses and,if AMX0035 is approved for future uses ,such as Wolfram syndrome or PSP,or if other
current and future candidates ,such as AMXO0114, are approved with only NCI exclusivity,generic manufacturers may file their
ANDAs anytime following approval of avexitide, AMX0035 ,or AMX0114 and seek to launch their generic products following
the expiration of the three year market exclusivity period,even if we still have patent protection for our product.In addition,in
the U.S.the FDCA provides a period of seven years of orphan drug exclusivity for drugs that treat small patient populations less
than 200,000 patients or for which there are more than 200,000 patients but there is no reasonable expectation that the cost of
developing and making the drug for such disease or condition will be recovered from sales in the U.S.of such drug. AMx6635

...... A A a1 = lha gasiae oy g A ANA 00 ». RIO = PPN

rare-diseases—In the EU,innovative medicinal products (including both small molecules and biological medicinal
products),sometimes referred to as new active substances,or NAS,qualify for eight years of data exclusivity upon marketing
authorization and an additional two years of market exclusivity. The data exclusivity,if granted,prevents generic or biosimilar
applicants from referencing the innovator’ s preclinical and clinical trial data contained in the dossier of the reference product
when applying for a generic or biosimilar marketing authorization,for a period of eight years from the date on which the
reference product was first authorized in the EU.During the additional two- year period of market exclusivity,a generic or
biosimilar marketing authorization can be submitted,and the innovator’ s data may be referenced,but no generic or biosimilar
product can be marketed until the expiration of the market exclusivity period.This 10- year market exclusivity period may be
extended to 11 years if,during the first eight of those 10 years,the marketing authorization holder obtains an approval for
one or more new therapeutic indications that bring significant clinical benefits compared with existing
therapies.However,even if an innovative medicinal product gains the prescribed period of data exclusivity,another
company may market another version of the product if such company obtained a marketing authorization based on an
application with a complete and independent data package of pharmaceutical tests,preclinical tests and clinical trials.The
current orphan medicines regime in the EU entitles an orphan medicine to a 10- year period of market exclusivity,which
can be extended to 12 years if the sponsor complies with an agreed upon paediatric investigation plan.However,the
European Commission introduced a legislative proposal in April 2023 that,if implemented,could reduce the current
exclusivity period for certain orphan medicines.Competition that avexitide, AMX0035,AMX0114 or any future
products,if approved,may face from generic versions of such products could negatively impact our future
revenue,profitability and cash flows and substantially limit our ability to obtain a return on our investments in those
product candidates . Changes in the interpretation of patent law in the U. S. and other jurisdictions could diminish the value of
patents in general, thereby impairing our ability to protect our products. The U. S. Congress is responsible for passing laws
establishing patentability standards. As with any laws, implementation is left to federal agencies and the federal courts based on
their interpretations of the laws. Interpretation of patent standards can vary significantly within the U. S. Patent and Trademark
Office, and across the various federal courts, including the Supreme Court. Recently, the Supreme Court has ruled on several
patent cases, generally limiting the types of inventions that can be patented. Further, there are open questions regarding
interpretation of patentability standards that the Supreme Court has yet to decisively address. Absent clear guidance from the
Supreme Court, the USPTO has become increasingly conservative in its interpretation of patent laws and standards. In addition
to increasing uncertainty with regard to our ability to obtain patents in the future, the legal landscape in the U. S. has created
uncertainty with respect to the value of patents. Depending on any actions by Congress, and future decisions by the lower
federal courts and the Supreme Court, along with interpretations by the USPTO, the laws and regulations governing patents
could change in unpredictable ways and could weaken our ability to obtain new patents or to enforce our existing patents and
patents that we might obtain in the future. We may not be able to enforce our intellectual property rights throughout the world.
Filing, prosecuting, enforcing and defending patents on our product candidate in all countries throughout the world would be
prohibitively expensive, and our intellectual property rights in some countries outside the U. S. can be less extensive than those




in the U. S. The requirements for patentability may differ in certain countries, particularly in developing countries; thus, even in
countries where we do pursue patent protection, there can be no assurance that any patents will issue with claims that cover our
products. Moreover, our ability to protect and enforce our intellectual property rights may be adversely affected by unforeseen
changes in foreign intellectual property laws. Additionally, laws of some countries outside of the U. S. and the EU do not afford
intellectual property protection to the same extent as the laws of the U. S. and the EU. Many companies have encountered
significant problems in protecting and defending intellectual property rights in certain foreign jurisdictions. This could make it
difficult for us to stop the infringement of our patents or the misappropriation of our other intellectual property rights. For
example, many foreign countries have compulsory licensing laws under which a patent owner must grant licenses to third
parties. Consequently, we may not be able to prevent third parties from practicing our inventions in certain countries outside the
U. S. and the EU or from selling or importing products made from our inventions in and into the U. S. or other jurisdictions.
Competitors may use our technologies in jurisdictions where we have not obtained patent protection to develop and market their
own products and, further, may export otherwise infringing products to territories where we have patent protection if our ability
to enforce our patents to stop infringing activities is inadequate. These products may compete with our products, and our patents
or other intellectual property rights may not be effective or sufficient to prevent them from competing. Proceedings to enforce
our patent rights, whether or not successful, could result in substantial costs and divert our efforts and resources from other
aspects of our business. Moreover, such proceedings could put our patents at risk of being invalidated or held unenforceable, or
interpreted narrowly, and our pending patent applications at risk of not issuing, and could provoke third parties to assert claims
against us. We may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any, may not be
commercially meaningful. Furthermore, while we intend to protect our intellectual property rights in major markets for our
products, we cannot ensure that we will be able to initiate or maintain similar efforts in all jurisdictions in which we may wish to
market our products, if approved. Accordingly, our efforts to protect our intellectual property rights in such countries may be
inadequate. Others may challenge inventorship or claim an ownership interest in our intellectual property which could expose it
to litigation and have a significant adverse effect on its prospects. A third party or former employee or collaborator may claim an
inventorship or ownership interest in one or more of our or our licensors’ patents or other proprietary or intellectual property
rights. A third party could bring legal actions against us and seek monetary damages and / or enjoin clinical testing,
manufacturing and marketing of the affected product or products. While we are presently unaware of any claims or assertions by
third —parties with respect to inventorship or ownership of our patents or other intellectual property, we cannot guarantee that a
third party will not assert a claim or an interest in any of such patents or intellectual property. If we fail in defending any such
claims, in addition to paying monetary damages, we may lose valuable intellectual property rights, such as exclusive ownership
of, or right to use, intellectual property that is important to avexitide, AMX0035 , AMX0114, or any other current or future
product candidates. Further, regardless of the outcome, if we become involved in any litigation, it could consume a substantial
portion of our resources, and cause a significant diversion of effort by our technical and management personnel. If we are sued
for infringing intellectual property rights of third parties, such litigation could be costly and time consuming and could prevent
or delay us from developing or commercializing avexitide, AMX0035 , AMXO0114, or any other current or future product
candidates. Our commercial success depends, in part, on our ability to develop, manufacture, market and sell our product
candidate without infringing the intellectual property and other proprietary rights of third parties. However, our research,
development and commercialization activities may be subject to claims that we infringe or otherwise violate patents or other
intellectual property rights owned or controlled by third parties. Third parties may have U. S. and non- U. S. issued patents and
pending patent applications relating to compounds, methods of manufacturing compounds and / or methods of use for the
treatment of the disease indications for which we are developing avexitide, AMX0035 , AMX0114, or any other current or
future product candidates. If any third- party patents or patent applications are found to cover avexitide, AMX0035 , AMX0114,
or any other current or future product candidates or their methods of use or manufacture, we may not be free to manufacture or
market such product candidates as planned without obtaining a license, which may not be available on commercially reasonable
terms, or at all. There is a substantial amount of intellectual property litigation in the biotechnology and pharmaceutical
industries, and we may become party to, or threatened with, litigation or other adversarial proceedings regarding intellectual
property rights with respect to our products candidates, including patent infringement lawsuits in the U. S. or abroad. There may
be third- party patents or patent applications with claims to materials, formulations, methods of manufacture or methods for
treatment related to the composition, use or manufacture of avexitide, AMX0035 , AMX0114, or any other current or future
product candidates. While we perform periodic searches for relevant patents and patent applications with respect to our
proprietary drug eandidate-candidates , avexitide , AMX0035, AMX0114 , we cannot guarantee that any of our patent searches
or analyses including, but not limited to, the identification of relevant patents, the scope of patent claims or the expiration of
relevant patents are complete or thorough, nor can we be certain that we have identified each and every patent and pending
application in the U. S. and abroad that is relevant to or necessary for the commercialization of avexitide, AMX0035 ,
AMX0114, or any other current or future product candidates in any jurisdiction. Because patent applications can take many
years to issue, there may be currently pending patent applications which may later result in issued patents that avexitide,
AMX0035 , AMX0114, or any other current or future product candidates may be accused of infringing. In addition, third parties
may obtain patents in the future and claim that use of our technologies infringes upon these patents. Accordingly, third parties
may assert infringement claims against us based on intellectual property rights that exist now or arise in the future. The outcome
of intellectual property litigation is subject to uncertainties that cannot be adequately quantified in advance. The pharmaceutical
and biotechnology industries have produced a significant number of patents, and it may not always be clear to industry
participants, including us, which patents cover various types of products or methods of use or manufacture. The scope of
protection afforded by a patent is subject to interpretation by the courts, and the interpretation is not always uniform. If we were
sued for patent infringement, we would need to demonstrate that our product candidate, product or method either do not infringe



the patent claims of the relevant patent or that the patent claims are invalid or unenforceable, and we may not be able to do this.
Proving invalidity is difficult. For example, in the U. S., proving invalidity requires a showing of clear and convincing evidence
to overcome the presumption of validity enjoyed by issued patents. Even if we are successful in these proceedings, we may
incur substantial costs and the time and attention of our management and scientific personnel could be diverted in pursuing these
proceedings, which could significantly harm our business and operating results. In addition, parties making claims against us
may be able to sustain the costs of complex patent litigation more effectively than we can because they have substantially
greater resources, and we may not have sufficient resources to bring these actions to a successful conclusion. If we are found to
infringe a third party’ s intellectual property rights, we could be forced, including by court order, to cease developing,
manufacturing or commercializing the infringing product candidate or product. Alternatively, we may be required to obtain a
license from such third party in order to use the infringing technology and continue developing, manufacturing or marketing the
infringing product candidate or product. If we were required to obtain a license to continue to manufacture or market the affected
product, we may be required to pay substantial royalties or grant cross- licenses to our patents. We cannot, however, assure you
that any such license will be available on acceptable terms, if at all. Ultimately, we could be prevented from commercializing a
product, or be forced to cease some aspect of our business operations as a result of claims of patent infringement or violation of
other intellectual property rights. Further, the outcome of intellectual property litigation is subject to uncertainties that cannot be
adequately quantified in advance, including the demeanor and credibility of witnesses and the identity of any adverse party. This
is especially true in intellectual property cases that may turn on the testimony of experts as to technical facts upon which experts
may reasonably disagree. Furthermore, we may not be able to obtain any required license on commercially reasonable terms or
at all. Even if we were able to obtain a license, it could be non- exclusive, thereby giving our competitors access to the same
technologies licensed to us; alternatively or additionally it could include terms that impede or destroy our ability to compete
successfully in the commercial marketplace. In addition, we could be found liable for significant monetary damages, including
treble damages and attorneys’ fees if we are found to have willfully infringed a patent. A finding of infringement could prevent
us from commercializing avexitide, AMX0035 , AMX0114, or any other current or future product candidates or force us to
cease some of our business operations, which could harm our business. Claims that we have misappropriated the confidential
information or trade secrets of third parties could have a similar negative impact on our business. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation or administrative proceedings, there
is a risk that some of our confidential information could be compromised by disclosure. In addition, any uncertainties resulting
from the initiation and continuation of any litigation could have a material adverse effect on our ability to raise additional funds
or otherwise have a material adverse effect on our business, results of operations, financial condition and prospects. 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 current and former employees and our licensors’
current and former employees, including our senior management, were previously employed at universities or at other
biotechnology or pharmaceutical companies, including some which may be competitors or potential competitors. Some of these
employees, including members of our senior management, may have executed proprietary rights, non- disclosure and non-
competition agreements, or similar agreements, in connection with such previous employment. Although we try to ensure that
our employees do not use the proprietary information or know- how of others in their work for us, we may be subject to claims
that we or these employees have used or disclosed intellectual property, including trade secrets or other proprietary information,
of any such third party. Litigation may be necessary to defend against such claims. If we fail in defending any such claims, in
addition to paying monetary damages, we may sustain damages or lose key personnel, valuable intellectual property rights or the
personnel’ s work product, which could hamper or prevent commercialization of our technology, which in turn could materially
affect our commercial development efforts. 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 may not be
available on commercially reasonable terms or at all. Even if we are successful in defending against such claims, litigation
could result in substantial costs and be a distraction to management. In addition, while we typically require our employees,
consultants 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 executing such an agreement with each party who in fact develops
intellectual property that we regard as our own, which may result in claims by or against us related to the ownership of such
intellectual property. If we fail in prosecuting or defending any such claims, in addition to paying monetary damages, we may
lose valuable intellectual property rights. Even if we are successful in prosecuting or defending against such claims, litigation
could result in substantial costs and be a distraction to our senior management and scientific personnel. If our trademarks and
trade names are not adequately protected, then we may not be able to build name recognition in our trademarks and our business
may be adversely affected. Our trademarks or trade names may be challenged, infringed, circumvented or declared generic or
determined to be infringing on other marks. We rely on both registration and common law protection for our trademarks. We
may not be able to protect our rights to these trademarks and trade names or may be forced to stop using these names, which we
need for name recognition by potential partners or customers in our markets of interest. During trademark registration
proceedings, we may receive rejections. Although we would be given an opportunity to respond to those rejections, we may be
unable to overcome such rejections. In addition, in the USPTO and in comparable agencies in many foreign jurisdictions, third
parties are given an opportunity to oppose pending trademark applications and to seek to cancel registered trademarks.
Opposition or cancellation proceedings may be filed against our trademarks, and our trademarks may not survive such
proceedings. Moreover, any name we propose to use for our products in the U. S. must be approved by the FDA, regardless of
whether we have registered it, or applied to register it, as a trademark. The FDA typically conducts a review of proposed
product names, including an evaluation of potential for confusion with other product names. If the FDA objects to any of our
proposed product names, we may be required to expend significant additional resources in an effort to identify a usable



substitute name that would qualify under applicable trademark laws, not infringe the existing rights of third parties and be
acceptable to the FDA. If we are unable to establish name recognition based on our trademarks and trade names, we may not be
able to compete effectively and our business may be adversely affected. Intellectual property rights do not necessarily address all
potential threats to our business. The degree of future protection afforded by our intellectual property rights is uncertain because
intellectual property rights have limitations, and may not adequately protect our business, or permit us to maintain our
competitive advantage. The following examples are illustrative: * others may be able to make products that are competitive to
avexitide, AMX0035, for example a TURSO monotherapy, AMX0114 or any of our future product candidates but that are not
covered by the claims of the patents that we own; ¢ others may independently develop similar or alternative technologies or
otherwise circumvent any of our technologies without infringing our intellectual property rights; « we or any of our collaborators
might not have been the first to invent the inventions covered by the patents or patent applications that we own; * we or any of
our collaborators might not have been the first to file patent applications covering certain of the patents or patent applications
that we or they own or have obtained a license, or will own or will have obtained a license; it is possible that our pending
patent applications will not lead to issued patents; ¢ issued patents that we own may not provide us with any competitive
advantage, or may be held invalid or unenforceable, as a result of legal challenges by our competitors; ¢ our competitors might
conduct research and development activities in countries where we do not have patent rights, or in countries where research and
development safe harbor laws exist, and then use the information learned from such activities to develop competitive products
for sale in our major commercial markets; « ownership of our patents or patent applications may be challenged by third parties; ¢
the patents of third parties or pending or future applications of third parties, if issued, may have an adverse effect on our
business; and ¢ patent enforcement is expensive and time- consuming and difficult to predict; thus we may not be able to
enforce any of our patents against a competitor. Our reliance on third parties for research and development and manufacturing
requires us to share our trade secrets, which increases the possibility that our trade secrets will be misappropriated or disclosed,
and confidentiality agreements with employees and third parties may not adequately prevent disclosure of trade secrets and
protect other proprietary information. We consider proprietary trade secrets or confidential know- how and unpatented know-
how to be important to our business. We may rely on trade secrets or confidential know- how to protect our technology,
especially where patent protection is believed by us to be of limited value. We rely on third parties for research and development
work, and expect to rely on third parties for future manufacturing of our proprietary product candidate, avexitide, AMX0035 ,
AMXO0114 , and any other current or future product candidates. We also expect to collaborate with third parties on the
development of avexitide, AMX0035 , AMX0114, and any other current or future product candidates. As a result of the
aforementioned collaborations, we must, at times, share trade secrets with our collaborators. Trade secrets or confidential know-
how can be difficult to maintain as confidential. To protect this type of information against disclosure or appropriation by
competitors, our policy is to require our employees, consultants, contractors and advisors to enter into confidentiality agreements
and, if applicable, material transfer agreements, consulting agreements or other similar agreements with us prior to beginning
research or disclosing proprietary information. These agreements typically limit the rights of the third parties to use or disclose
our confidential information, including our trade secrets. However, current or former employees, consultants, contractors and
advisers may unintentionally or willfully disclose our confidential information to competitors, and confidentiality agreements
may not provide an adequate remedy in the event of unauthorized disclosure of confidential information. The need to share trade
secrets and other confidential information increases the risk that such trade secrets become known by our competitors, are
inadvertently incorporated into the technology of others, or are disclosed or used in violation of these agreements. Given that our
proprietary position is based, in part, on our know- how and trade secrets, a competitor’ s discovery of our trade secrets or other
unauthorized use or disclosure would impair our competitive position and may have an adverse effect on our business and
results of operations. Enforcing a claim that a third party obtained illegally and is using trade secrets or confidential know- how
is expensive, time consuming and unpredictable. Moreover, the enforceability of confidentiality agreements may vary from
jurisdiction to jurisdiction. In addition, these agreements typically restrict the ability of our advisors, employees, third- party
contractors and consultants to publish data potentially relating to our trade secrets, although our agreements may contain certain
limited publication rights. Despite our efforts to protect our trade secrets, our competitors may discover our trade secrets, either
through breach of our agreements with third parties, independent development or publication of information by any of our third-
party collaborators. A competitor’ s discovery of our trade secrets would impair our competitive position and have an adverse
impact on our business. We may need to acquire or license intellectual property from third parties, and such licenses may not be
available or may not be available on commercially reasonable terms. A third party may hold intellectual property, including
patent rights that are important or necessary to the development of additional future product candidates. It may be necessary for
us to use the patented or proprietary technology of one or more third parties to commercialize our current and future product
candidates. If we are unable to acquire such intellectual property outright, or obtain licenses to such intellectual property from
such third parties when needed or on commercially reasonable terms, our ability to commercialize additional future product
candidates, if approved, would likely be delayed. The risks described elsewhere pertaining to our intellectual property rights also
apply to the intellectual property rights that we may in- license, and any failure by us or our licensors to obtain, maintain, defend
and enforce these rights could have an adverse effect on our business. In some cases we may not have control over the
prosecution, maintenance or enforcement of the patents that we license, and may not have sufficient ability to provide input into
the patent prosecution, maintenance and defense process with respect to such patents, and potential future licensors may fail to
take the steps that we believe are necessary or desirable in order to obtain, maintain, defend and enforce the licensed patents.
Our Restructuring Plan and associated organizational changes may not adequately reduce our operating costs or
improve operating margins, may lead to additional workforce attrition, and may cause operational disruptions. We
implemented a restructuring plan, or the Restructuring Plan, designed to focus our resources on key clinical and
preclinical programs in April 2024. The Restructuring Plan reduced our workforce by approximately 70 % and



decreased external financial commitments outside of our priority areas. The long- term effects of the Restructuring Plan
may yield unintended consequences and costs, such as the loss of institutional knowledge and expertise, employee
attrition beyond our intended reduction in force, a reduction in morale among our remaining employees, greater- than-
anticipated costs incurred in connection with implementing the Restructuring Plan, and the risk that we may not achieve
the benefits from the Restructuring Plan to the extent or as quickly as we anticipate, all of which may have a material
adverse effect on our results of operations or financial condition. These restructuring initiatives could place substantial
demands on our management and employees, which could lead to the diversion of our management’ s and employees’
attention from other business priorities. In addition, while certain positions have been eliminated in connection with the
Restructuring Plan, certain functions necessary to our reduced operations remain, and we may be unsuccessful in
distributing the duties and obligations of departed employees among our remaining employees or to external service
providers, which could result in disruptions to our operations. We may also discover that the workforce reduction and
other restructuring efforts will make it difficult for us to pursue new opportunities and initiatives and require us to hire
qualified replacement personnel, which may require us to incur additional and unanticipated costs and expenses. We
may further discover that, despite the implementation of our Restructuring Plan, we may require additional capital to
continue expanding our business, and we may be unable to obtain such capital on acceptable terms, if at all. Our failure
to successfully accomplish any of the above activities and goals may have a material adverse impact on our business,
financial condition, and results of operations. Finally, we have received and may receive additional lawsuits from
employees relating to their separation from the Company. These lawsuits may result in increased costs and reputational
risk to the Company. We anticipate completing acquisitions and business combinations in the future, especially given the
discontinuation of the marketing authorizations for RELYVRIO / ALBRIOZA for ALS and its withdrawal from the
commercial market in the U. S. and Canada. For example, in July 2024, we completed the acquisition of substantially all
of the rights, title and interests in, to and under those assets and interests used by Eiger in the development, manufacture
and commercialization of avexitide. Our ability to complete future acquisitions and business combinations will depend,
in part, on the availability of suitable candidates at acceptable prices, terms, and conditions; our ability to compete
effectively for acquisition candidates; and the availability of capital and personnel to complete such acquisitions and run
the acquired business effectively. Any acquisition or business combination could impair our business, reputation,
operating results and financial condition. The benefits of an acquisition or business combination may take more time
than expected to develop or integrate into our operations, and we cannot guarantee that previous or future acquisitions
or business combinations will, in fact, produce any benefits. For example, we may not receive the anticipated benefits of
the acquisition of avexitide for some time. Acquisitions and business combinations may involve a number of risks, the
occurrence of which could adversely affect our business, reputation, operating results and financial condition, including:
* diversion of management’ s attention; ¢ disruption to our existing operations and plans; ¢ inability to effectively manage
our expanded operations; ° difficulties or delays in integrating and assimilating information and financial systems,
operations, manufacturing processes and products of an acquired business or other business venture or in realizing
projected efficiencies, growth prospects, cost savings, and synergies; * inability to successfully integrate or develop a
distribution channel for acquired product lines; * potential loss of key employees, customers, distributors, or sales
representatives of the acquired businesses or adverse effects on existing business relationships with suppliers, customers,
distributors, and sales representatives; * adverse impact on overall profitability if our expanded operations do not
achieve the financial results projected in our valuation models; * assumption of contracts, liabilities and other
agreements associated with acquired assets, including royalty or other payments due under such agreements; ¢
reallocation of amounts of capital from other operating initiatives and / or an increase in our leverage and debt service
requirements to pay acquisition purchase prices or other business venture investment costs, which could in turn restrict
our ability to access additional capital when needed or pursue other important elements of our business strategy; ©
infringement by acquired businesses or other business ventures of intellectual property rights of others; ¢ violation of
confidentiality, intellectual property and non- compete obligations or agreements by employees of an acquired business
or lack of or inadequate formal intellectual property protection mechanisms in place at an acquired business; ©
inaccurate assessment of additional post- acquisition investments, undisclosed, contingent or other liabilities or
problems, unanticipated costs associated with an acquisition, and an inability to recover or manage such liabilities and
costs; ¢ incorrect estimates made in the accounting for acquisitions and incurrence of non- recurring charges; and ¢
write- off of significant amounts of goodwill or other assets as a result of deterioration in the performance of an acquired
business or product line, adverse market conditions, changes in the competitive landscape, changes in laws or regulations
that restrict activities of an acquired business or product line, or as a result of a variety of other circumstances. In
addition, effective internal controls are necessary for us to provide reliable and accurate financial reports and to
effectively prevent fraud. The integration of acquired businesses may result in our systems and controls becoming
increasingly complex and more difficult to manage. We devote significant resources and time to comply with the internal
control over financial reporting requirements of the Sarbanes- Oxley Act. However, we cannot be certain that these
measures will ensure that we design, implement, and maintain adequate control over our financial processes and
reporting in the future, especially in the context of acquisitions of other businesses, regardless of whether such acquired
business was previously privately or publicly held. Any difficulties in the assimilation of acquired businesses into our
control system could harm our operating results or cause us to fail to meet our financial reporting obligations. These
risks, among others, could be heightened if we complete a large acquisition or other business combination or multiple
transactions within a relatively short period of time.



including the eenfliet-ongoing war between Russia and Ukraine and-, the Israel- Hamas conflict and conflict in sraet-the
Middle East, a new U. S. presidential administration and accompanying regulatory activities and economic policies,
events related thereto, such as changes to candidates or political unrest or otherwise , and high inflation and ristrg-interest
rates, any of which could have a material adverse effect on our business, financial condition and results of operations. U. S. and
global markets have recently been experiencing volatility and disruption caused by economic uncertainty, including as a result
of the ongoing Russia- Ukraine eenfliet-war and the effects of sanctions imposed on Russia as a result of the conflict, as well as
the feeeﬂt—lsrael- Hamas conﬂlct irdstaetand conflict in the Middle East Gaza-Strip—inFebraary2022;-a-full-—seale-military

. Although the length and impact of the ongoing military conflict is highly
unpredictable, the conflict in Ukraine has led to market disruptions, including significant volatility in commodity prices, credit
and capital markets, as well as supply chain interruptions, which contributed to record inflation globally. In addition, global
markets may experience addltlonal dlSl‘upthHS asa result of the current ﬁﬂﬂed-lsrael- Hamas conﬂlct -rn—Israel—and the conﬂlct
in the Middle East Gaza g var-orrHamas d ortst-Organiza
due-to-reeent-attaeks-. We are contlnums_ to momtm 1nﬂat10n the s1tuat10ns in Ukralne and Israel and ;Dlobal capltal malkets and
assessing their potential impact on our business, including the impact on the supply chains we rely on for the manufacture of
avexitide, AMX0035 or any other current or future product candidates. Although, to date, our business has not been materially
impacted by the events described above, geopolitical tensions, or record inflation, it is impossible to predict the extent to which
our operations will be impacted in the short and long term, or the ways in which such matters may impact our business. The
extent and duration of the conflicts in Ukraine and Israel, geopolitical tensions, record inflation and resulting market disruptions
are impossible to predict but could be substantial. Any such disruptions may also magnify the impact of other risks we face.
Inadequate funding for the FDA, the SEC , the NIH and other government agencies, including from government shutdowns, or
other disruptions to these agencies’ operations, could hinder their ability to hire and retain key leadership and other personnel,
prevent new products and services from being developed or commercialized in a timely manner or otherwise prevent those
agencies from performing normal business functions on which the operation of our business may rely, which could negatively
impact our business. Currently, federal agencies in the U. S. are operating under a continuing resolution that is set to
expire on March 14, 2025 and the current U. S. administration is focused on reducing costs of the federal government
generally, including significantly reducing the number of government employees. Without appropriation of additional
funding to federal agencies, our business operations related to our product development activities for the U. S. market
could be impacted. The ability of the FDA to review and approve new products and NIH’ s ability to conduct and partner
with industry on important research can be affected by a variety of factors, including government budget and funding levels,
the ability to hire and retain key personnel and accept the payment of user fees , layoffs , and statutory, regulatory and policy
changes. Average review times at the agency have fluctuated in recent years as a result. In addition, government funding of the
SEC and other government agencies on which our operations may rely, including those that fund research and development
activities, is subject to the political process, including executive and congressional priorities, which is inherently fluid and
unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates to be
reviewed and / or approved by necessary government agencies, which would adversely affect our business. For example, over
the last several years, the U. S. government has shut down and certain regulatory agencies, such as the FDA and the
SEC, have had to furlough critical FDA, SEC and other government employees and stop critical activities. In addition,
the current U. S. administration has proposed substantial reductions in force at various government agencies that, if
applied in a material way, could significantly reduce the FDA’ s and other agencies’ capacities to perform their functions
in a manner consistent with past practices. [f a prolonged government shutdown occurs or if the FDA, NIH or SEC
experiences significant decreases in funding or personnel , it could significantly impact the ability of the FDA to issues
licenses needed for conduct of our clinical trials, the NIH to conduct research or provide grants, and the abilities of the
FDA to timely review and process our regulatory submissions, which could have a material adverse effect on our business and
our timelines . Further, future government shutdowns could impact our ability to access the public markets and obtain
necessary capital in order to properly capitalize and continue our operations . The U. S. Congress, the Trump administration,
or any new administration may make substantial changes to fiscal, tax, and other federal policies that may adversely
affect our business. Since the start of the Trump administration in 2025, U. S. policy changes have been implemented at a
rapid pace and additional changes are likely. Changes to U. S. policy implemented by the U. S. Congress, the Trump
administration or any new administration have impacted and may in the future impact, among other things, the U. S.
and global economy, international trade relations, unemployment, immigration, healthcare, taxation, the U. S.
regulatory environment, inflation and other areas. Although we cannot predict the impact, if any, of these changes to our
business, they could adversely affect our business. Until we know what policy changes are made, whether those policy
changes are challenged and subsequently upheld by the court system and how those changes impact our business and the
business of our competitors over the long term, we will not know if, overall, we will benefit from them or be negatively
affected by them . Our success depends, and will likely continue to depend, upon our ability to hire and retain the services of
our current executive officers, principal consultants and others. We have entered into employment agreements with our current
executive officers, but they may terminate their employment with us at any time. The loss of their services might impede the
achievement of our research, development and commercialization objectives. Our ability to compete in the biotechnology and
pharmaceuticals industries depends upon our ability to attract and retain highly qualified managerial, scientific and medical
personnel. Our industry has experienced a high rate of turnover of management personnel in recent years , which has also
impacted our company . For example, in February 2024, our then Chief Human Resource Officer, Debra Canner, was replaced
by Lmdd Alsenault as our culrent Chief Human Resourw Oﬁlcer—fn—Beeember—ZG%—emL&terrG{e&ﬂ—Head-ethmeal—R—S&B




7 Replacing
executlve officers or other key employeei may be difficult and may take an extended period of tlme because of the limited
number of individuals in our industry with the breadth of skills and experience required to develop, gain regulatory approval of
and commercialize products successfully. Competition to hire from this limited pool is intense, and we may be unable to hire,
train, retain or motivate these additional key employees on acceptable terms given the competition among numerous
pharmaceutical and biotechnology companies for similar personnel. We also experience competition for the hiring of scientific
and clinical personnel from universities and research institutions. We rely on consultants and advisors, including scientific and
clinical advisors, to assist us in formulating our research and development and commercialization strategy. Our consultants and
advisors may be employed by other entities and may have commitments under consulting or advisory contracts with those
entities that may limit their availability to us. If we are unable to continue to attract and retain highly qualified personnel, our
ability to develop and-eemmeretalize-avexitide, AMX0035 or any other current or future product candidates will be limited. We
implemented enly-have-a Restructuring Plan limitednumber-ofemployees-to reduce manage-and-operate-our workforce by
70 % in April business—As-of Deeember31+,2023-2024 ;-we-had-384-full—time-employees- Our Restructuring Plan and our
focus on research and the development and-eommeretalizationof AMX0035-our product candidates requires us to optimize
cash utilization and to manage and operate our business in a highly efficient manner. We cannot assure you that we will be able
to hire and / or retain adequate staffing levels to develop and-eommeretalize-AMX0035-our product candidates or to run our
operations and / or to accomplish all of the objectives that we otherwise would seek to accomplish. Our employees, independent
contractors, consultants, collaborators and CROs may engage in misconduct or other improper activities, including non-
compliance with regulatory standards and requirements, which could cause significant liability for us and harm our reputation.
We are exposed to the risk that our employees, independent contractors, consultants, collaborators and CROs may engage in
fraudulent conduct or other illegal activity. Misconduct by those parties could include intentional, reckless and / or negligent
conduct or disclosure of unauthorized activities to us that violates: « FDA regulations or similar regulations of comparable non-
U. S. regulatory authorities, including those laws requiring the reporting of true, complete and accurate information to such
authorities; * manufacturing standards; ¢ federal and state healthcare fraud and abuse laws and regulations and similar laws and
regulations established and enforced by comparable non- U. S. regulatory authorities; and ¢ laws that require the reporting of
financial information or data accurately. Activities subject to these laws also involve the improper marketing, use or
misrepresentation of information obtained in the course of clinical trials, creating fraudulent data in our preclinical studies or
clinical trials or illegal misappropriation of product materials, which could result in regulatory sanctions and serious harm to our
reputation. It is not always possible to identify and deter misconduct, and the precautions we take to detect and prevent this
activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental
investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws, standards or regulations.
Additionally, we are subject to the risk that a person or government could allege such fraud or other misconduct, even if none
occurred. If any such actions are instituted against us, and we are not successful in defending ourselves or asserting our rights,
those actions could have a significant impact on our business and results of operations, including the imposition of civil,
criminal and administrative penalties, damages, monetary fines, disgorgement, integrity oversight and reporting obligations,
possible exclusion from participation in Medicare, Medicaid and other federal healthcare programs, contractual damages,
reputational harm, diminished profits and future earnings, and curtailment of our operations, any of which could have a material

adverse effect on our ablhty to opelate our bu%lne%@ and our results of operatlonq We-expeet-to-expand-our-organization, and-as




a Ao P A at-trialsa A g-The price of our stock
may be Volatlle and you could lose all or part of your investment. The tradlng price of our common stock may be highly volatile
and could be subject to wide fluctuations in response to various factors, some of which are beyond our control, including limited
trading volume. FremFor example, from January 7, 2022, the first day that our stock traded on the Nasdaq Global Select
Market, through December 31, 2623-2024 , our stock has traded within a range of a high price of $ 41. 93 and a low price of $ €
1 . 54-58 per share. In addition to the factors discussed in this “ Risk Factors ” section and elsewhere in this Annual Report,
these factors include: * preduetreventessthe commencement, enrollment or results of our ongoing and future preclinical
studies and clinical trials, or any future preclinical studies or clinical trials, we may conduct of avexitide, AMX0035 and any
other current or future product candidates, or changes in the development status of our current and any future product
candidates; * any additional regulatory submissions for avexitide, AMX0035 or any other current or future product candidates
and any adverse development or perceived adverse development with respect to the applicable regulatory authority’ s review of
such submissions, including without limitation the FDA”’ s issuance of a “ refusal to file ” letter or a request for additional
information; * adverse results or delays in our preclinical studies and clinical trials Fineluding PHOENESGour-globalPhase 3
elinteat-triat-of- AMX0035-for-the-treatment-of-ALS-; * our decision to initiate a clinical trial, not to initiate a clinical trial, or to
terminate an existing clinical trial; » adverse regulatory decisions, including failure to receive regulatory approvals for avexitide,
AMXO0035 and any other current or future product candidates; « withdrawal of products from the market; * changes in laws or
regulations applicable to AMX0035-and-any-ethercurrent or future product candidates, including but not limited to clinical trial
requirements for approvals; ¢ the failure to obtain coverage and adequate reimbursement of AMX0035-and-any-ether-current or
future product candidates, if approved; * changes on the structure of healthcare payment systems; ¢ any changes to our
relationship with any manufacturers, suppliers, licensors, future collaborators or other strategic partners; ¢ our inability to obtain
adequate product supply for any approved drug product or inability to do so at acceptable prices; ¢ our inability to establish
collaborations, if needed; ¢ our failure to successfully commercialize avexitide, AMX0035 and any other current or future
product candidates; ¢ additions or departures of key scientific or management personnel; ¢ unanticipated serious safety concerns
related to the use of avexitide, AMX0035 and any other current or future product candidates; ¢ introduction of new products or
services offered by us or our competitors, or the release or publication of clinical trial results from competing product
candidates; « announcements of significant acquisitions, strategic partnerships, joint ventures, or capltal commitments by us or
our competitors; * eur-abiity-to-effeetively-manage-ourgrowth-actual or anticipated variations in quarterly operating results; ¢
our cash position and rate of expenditures; ¢ our failure to meet the estimates and projections of the investment community or
that we may otherwise provide to the public; ¢ publication of research reports about us or our industry or positive or negative
recommendations or withdrawal of research coverage by securities analysts; ¢ changes in the market valuations of similar
companies; ¢ overall performance of the equity markets; ¢ issuances of debt or equity securities; * sales of our common stock by
us or our stockholders in the future or the perception that such sales may occur; ¢ trading volume of our common stock; *
changes in accounting practices; ¢ ineffectiveness of our internal controls; ¢ disputes or other developments relating to
proprietary rights, including patents, litigation matters, and our ability to obtain patent protection for our technologies; *
significant lawsuits, including patent or stockholder litigation; ¢ general political, geographical, and economic conditions,
including the impact of global health crises such as the COVID- 19 pandemic, historically high inflation, fising-elevated interest
rates aneh, the ongoing eenfhiets-wars in Ukraine and Isracl and a new U. S. presidential administration and accompanying
regulatory activities and economic policies ; and * other events or factors, many of which are beyond our control. In addition,
the stock market in general, and pharmaceutical 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 our common stock, regardless of our actual operating
performance. As-widelytreported;-Adverse macroeconomic conditions or market volatility resulting from national or global
eredit-economic developments, political unrest, high inflation, elevated interest rates, changes in international trade
relationships and military conflicts, such as the ongoing conflict between Russia and Ukraine, potential for significant
changes in U. S. policies or regulatory environment or other factors, could materially and adversely affect our business
operations. Sanctions imposed by the U. S. and other countries in response to such conflicts may also continue to

adversely impact the financial markets have—e*peﬂeﬂeed—extreme—ve}aﬂhty—and d'tSfH'pﬁeﬁS-lﬁ-the global economypast—sevefa-}
years-, ineluding-severely-diminished-tiquidity-and any itavatability; ¢

ofinflattorrand-interest rates-and-uneertainty-abeut-cconomic countermeasures by the affected countrles or others could
exacerbate market and economic stability-instability -+ : ;

Israel-. There can be no assurance that farther-deterioration in credit and ﬁnan01a1 markets and confldence in economic
conditions will not occur. Our-general-business-strategy-may-be-For instance, actual events involving limited liquidity,
defaults, non- performance or other adversely—- adverse developments that affeeted--- affect by-financial institutions,
transactional counterparties or other companies in the financial services 1ndustry or the financlal serv1ces 1ndustry
generally, or concerns or rumors about any events of these kinds s
eontinted-unpredietable-other similar risks, have in the past and unstable-may in the future lead to market eendrrt-reﬁs- wide

cheeonomtedow okttle-busiresservrontes or



llqu1d1ty problems eu%busrﬂess-lnvestor concerns regardlng the U. S. or international financial systems could result

b b : i fliets-in Ykraine-less favorable commercial
ﬁnancmg terms, mcludlng hlgher mterest rates or costs and tlghter financial Israel1fthe-eurrentequity-and operating
covenants, or systemic limitations on access to credit markets-detertorate-and liquidity sources , thereby making er-donot

tmprove;it may—make—&ny—neeess&w&ebt—efeqmtyhﬁn&nemg—mole dlﬁlu.llt for us to acqulre ﬁnancmg on acceptable terms 5

Fa-rl-ufe—te-seeﬁfe-ln addltlon, any ﬁeeess&ryhdeterloratlon in the macro-
economy or finaneing-financial services industry could lead to losses or defaults by our suppliers, which in turn, a-timeby
manner-and-on-faverable-terms—could have a material adverse effect on our grewth-strategy;-current and / or planned business
operations and our current or projected results of operations and financial performanee-condition. Also, current
inflationary trends in the global economy may impact salaries and steek-priee-wages, costs of goods and transportation
expenses, among other things, and recent and potential future disruptions in access to bank deposits or lending
commitments due to bank failures may create market and economic instability. A severe or prolonged economic
downturn or additional global financial crlses could feqﬁtfe—us—result in a varlety of rlsks to delay;seale-baek-or-our
business, including weakened demand disee for any mere-ofour
product candidates or-delay-we develop eur— or pufswt—e%peteﬂ&a-l—m—heeﬁses—efour aeqﬂtsrﬁeﬁs—l-n—ablllty to raise additiont
additional capital when needed there-is-a-riskthat-one-- on ermere-acceptable terms, if at all. Further, U. S. government
appropriations have been affected by larger U. S. government budgetary issues and related legislation. Government
spending levels are difficult to predict beyond the near term due to numerous factors, including the external threat
environment, future government priorities and the state of government finances. Significant changes in government
spending our—- or changes in U. S. government priorities, policies and requirements could have a material adverse effect
on our results of operations, financial condition or llquldlty Any of the foregomg could harm our business and we
cannot anticipate all of the ways in which the current serviee d ; v
t-hese—d-rfﬁeu-}t—economlc t—nﬂes—wh-teh—chmate and ﬁnanclal arket condltlons could d-rreet-}y—a-ffeet—adversely 1mpact our
business ability :
the reduced compliance requirements applicable to emerging grow th companies no lonoeI apply to us. We no longer quahfy as
an emerging growth company as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act, and as such we
no longer are entitled to rely on exemptions from certain compliance requirements that are applicable to companies that are
emerging growth companies. As a result, subject to certain grace periods, we are now required to: * engage an independent
registered public accounting firm to provide an attestation report on our internal controls over financial reporting pursuant to
Section 404 (b) of the Sarbanes- Oxley Act of 2002;  submit certain executive compensation matters to stockholder advisory
votes; and ¢ disclose a compensation discussion and analysis, including disclosure regarding certain executive compensation
related items such as the correlation between executive compensation and performance and comparisons of the chief executive
officer’ s compensation to median employee compensation. We are no longer able to take advantage of cost savings associated
with the JOBS Act. Furthermore, if the additional requirements applicable to non- emerging growth companies divert the
attention of our management and personnel from other business concerns, they could have a material adverse effect on our
business, financial condition and results of operations. The increased costs will decrease our net income or increase our net loss
and may require us to reduce costs in other areas of our business. We cannot predict or estimate the amount or timing of
additional costs we may incur to respond to these requirements. Furthermore, if we are unable to satisty our obligations as a
non- emerging growth company, we could be subject to delisting of our common stock, fines, sanctions and other regulatory
action and potentially civil litigation. We are a smaller reporting company and an accelerated filer, rather than a large
accelerated filer, due to our status at June 30, 2024. We cannot be certain if the reduced reporting requirements
applicable to smaller reporting companies will make our common stock less attractive to investors. As of June 30, 2023,
the market value of our common stock that was held by non- affiliates exceeded $ 700 million, and therefore, effective as
of January 1, 2024, we became a large accelerated filer. We also lost our status as an emerging growth company or
smaller reporting company and were not able to avail ourselves of the reduced disclosure requirements available to
smaller reporting companies. However, based on the market value of our common stock that was held by non- affiliates
as of June 30, 2024, we became an accelerated filer, rather than a large accelerated filer, and we regained smaller
reporting company status effective as of December 31, 2024 and have been able to avail ourselves of the reduced
disclosure requirements. As a smaller reporting company, we are permitted and will rely on reduced disclosure
requirements that are applicable to other public companies that are smaller reporting companies. Smaller reporting
companies are able to provide simplified executive compensation disclosure and have certain other reduced disclosure
obligations, including, among other things, being required to provide only two years of audited financial statements and
not being required to provide supplemental financial information or risk factors. Despite status effectiveness at
December 31, 2024, due to requalification we have been able to rely on these reduced requirements since June 30, 2024.
We cannot predict whether investors will find our common stock less attractive because we may rely on these
exemptions. If some investors find our common stock less attractive as a result, there may be a less active trading
market for our common stock and our stock price may be more volatile. A significant portion of our total outstanding
shares may be sold into the market, which could cause the market price of our common stock to decline significantly, even if
our business is doing well. Sales of a substantial number of shares of our common stock in the public market could occur at any
time. These sales, or the perception in the market that the holders of a large number of shares intend to sell shares, could reduce
the market price of our common stock. As of February +2-28 , 2624-2025 , we had outstanding 67-88 , 762-602 , +39-468 shares
of common stock, which may be resold in the public market immediately without restriction, unless held by our affiliates.




Mereever-In connection with our January 2025 Offering , helders-we and our officers and directors agreed with the
underwriter, subject to certain exceptions, not to dispose of &ppfexnﬂate}y—l—l—s—nﬂ-l-l-teﬁ—shafes—e#etm or hedge any of

common stock or securities convertible into or exchangeable for hav
ﬁ-le—fegtstfaﬁeﬁ—st&tements—eeveﬂﬂg—t-heﬁhares 0f er-our te—me}ude-common stock durlng their—- the 60- day perlod after

e her—-- the stoekholders-date of the prospectus supplement,
except w1th the prior wrltten consent of the underwrlter Such agreements will expire on March 11, 2025 . We do not
anticipate paying any cash dividends on our capital stock in the foreseeable future. Accordingly, stockholders must rely on
capital appreciation, if any, for any return on their investment. We have never declared nor paid cash dividends on our capital
stock. We currently plan to retain all of our recent or any future earnings, if any, to finance the operation, development and
growth of our business. In addition, the terms of any future debt or credit agreements may preclude us from paying dividends.
As aresult, capital appreciation, if any, of our common stock will be your sole source of gain for the foreseeable future.
Concentration of ownership of our common stock among our existing executive officers, directors and principal stockholders
may prevent new investors from influencing significant corporate decisions. Our executive officers and directors, combined
with our stockholders who own more than 5 % of our outstanding common stock, own a significant portion of our common
stock. As a result, these stockholders acting together, could be able to significantly influence all matters submitted to our
stockholders for approval, as well as our management and affairs. For example, these stockholders, if they choose to act
together, could significantly influence the election of directors and approval of any merger, consolidation or sale of all or
substantially all of our assets. This may prevent or discourage unsolicited acquisition proposals or offers for our common stock
that our stockholders may feel are in their best interest. Delaware law and provisions in our amended and restated certificate of
incorporation, or our certificate of incorporation, and amended and restated bylaws, or our bylaws, could make a merger, tender
offer or proxy contest difficult, thereby depressing the trading price of our common stock. Provisions of our certificate of
incorporation and bylaws may delay or discourage transactions involving an actual or potential change in our control or change
in our management, including transactions in which stockholders might otherwise receive a premium for their shares or
transactions that our stockholders might otherwise deem to be in their best interests. Therefore, these provisions could adversely
affect the price of our common stock. Among other things, our certificate of incorporation and bylaws: * permit our board of
directors to issue up to 10, 000, 000 shares of preferred stock, with any rights, preferences and privileges as they may designate
(including the right to approve an acquisition or other change in our control); * provide that the authorized number of directors
may be changed only by resolution of the board of directors; ¢ provide that our board of directors or any individual director may
only be removed with cause and the affirmative vote of the holders of at least 66- 2 / 3 % of the voting power of all of our then-
outstanding common stock; ¢ provide that all vacancies, including newly created directorships, may, except as otherwise
required by law, be filled by the affirmative vote of a majority of directors then in office, even if less than a quorum; ¢ divide our
board of directors into three classes; * require that any action to be taken by our stockholders must be effected at a duly called
annual or special meeting of stockholders and not be taken by written consent;  provide that stockholders seeking to present
proposals before a meeting of stockholders or to nominate candidates for election as directors at a meeting of stockholders must
provide notice in writing in a timely manner and also specify requirements as to the form and content of a stockholder’ s notice;
* do not provide for cumulative voting rights (therefore allowing the holders of a majority of the shares of common stock
entitled to vote in any election of directors to elect all of the directors standing for election, if they should so choose); ¢ provide
that special meetings of our stockholders may be called only by the board of directors pursuant to a resolution adopted by a
majority of the total number of authorized directors; and * provide that the Court of Chancery of the State of Delaware is the sole
and exclusive forum for the following types of actions or proceedings under state, statutory and common law: (i) any derivative
action or proceeding brought on our behalf; (ii) any action or proceeding asserting a claim of breach of a fiduciary duty owed by
any of our current or former directors, officers or other employees to us or our stockholders; (iii) any action or proceeding
asserting a claim against us or any of our current or former directors, officers or other employees, arising out of or pursuant to
any provision of the Delaware General Corporation Law, our certificate of incorporation or our bylaws; (iv) any action or
proceeding to interpret, apply, enforce or determine the validity of our certificate of incorporation or our bylaws; (v) any action
or proceeding as to which the Delaware General Corporation Law confers jurisdiction to the Court of Chancery of the State of
Delaware; and (vi) any action asserting a claim against us or any of our directors, officers or other employees governed by the
internal affairs doctrine, in all cases to the fullest extent permitted by law and subject to the court’ s having personal jurisdiction
over the indispensable parties named as defendants; provided these provisions of our certificate of incorporation and bylaws will
not apply to suits brought to enforce a duty or liability created by the Exchange Act, or any other claim for which the federal
courts have exclusive jurisdiction; and provided that, unless we consent in writing to the selection of an alternative forum, to the
fullest extent permitted by law, the federal district courts of the U. S. shall be the exclusive forum for the resolution of any
complaint asserting a cause of action arising under the Securities Act of 1933, as amended, or the Securities Act. The
amendment of any of these provisions, with the exception of the ability of our board of directors to issue shares of preferred
stock and designate any rights, preferences and privileges thereto, would require approval by the holders of at least 66-2 /3 %
of our then- outstanding common stock. In addition, as a Delaware corporation, we are subject to Section 203 of the Delaware
General Corporation Law. These provisions may prohibit large stockholders, in particular those owning 15 % or more of our
outstanding voting stock, from merging or combining with us for a certain period of time. A Delaware corporation may opt out
of this provision by express provision in its original certificate of incorporation or by amendment to its certificate of
incorporation or bylaws approved by its stockholders. However, we have not opted out of this provision. These and other
provisions in our certificate of incorporation, bylaws and Delaware law could make it more difficult for stockholders or
potential acquirors to obtain control of our board of directors or initiate actions that are opposed by our then- current board of
directors, including delay or impede a merger, tender offer or proxy contest involving our company. The existence of these




provisions could negatively affect the price of our common stock and limit opportunities for you to realize value in a corporate
transaction. If we fail to maintain proper and effective internal control over financial reporting, our ability to produce accurate
and timely financial statements could be impaired, which could harm our operating results, investors' views of us and, as a
result, the value of our common stock. Pursuant to Section 404 efthe-Sarbanes—OxteyAetor-Seetion404-, our management is
required to assess and report annually on the effectiveness of our internal control over financial reporting and to 1dent1fy any
material weaknesses in our internal control over financial reporting. As a result of no longer qualifying as an emerging growth
company as defined in the JOBS Act and becoming a large accelerated filer, we atre-were also required to comply with, among
other requirements, the auditor attestation requirements of Section 404 (b) , and as an accelerated filer will be required to
continue to comply with such requirements . Preparing such attestation report and the cost of compliance with reporting
requirements that we had not previously implemented has and will continue to increase our expenses and require significant
management time. Investors may find our common stock less attractive because of the additional compliance costs. If some
investors find our common stock less attractive as a result, there may be a less active trading market for our common stock and
our stock price may be more volatile. The rules governing the standards that must be met for management and our independent
registered public accounting firm to assess our internal control over financial reporting are complex and require significant
documentation, testing, and possible remediation. In connection with our and our independent registered public accounting firm'
s evaluations of our internal control over financial reporting, we may need to upgrade systems, including information
technology, implement additional financial and management controls, reporting systems, and procedures, and hire additional
accounting and finance staff. Any failure to implement required new or improved controls, or difficulties encountered in their
implementation, could cause us to fail to meet our reporting obligations. In addition, any testing by us or our independent
registered public accounting firm conducted in connection with Section 404 may reveal deficiencies in our internal control over
financial reporting that are deemed to be material weaknesses or that may require prospective or retroactive changes to our
financial statements or identify other areas for further attention or improvement. Inferior internal controls could also cause
investors to lose confidence in our reported financial information, which could have a negative effect on the trading price of our
common stock. Internal control deficiencies could also result in a restatement of our financial results in the future. We could
become subject to stockholder or other third- party litigation, as well as investigations by the SEC, the Nasdaq Global Select
Market, or other regulatory authorities, which could require additional financial and management resources and could result in
fines, trading suspensions, payment of damages or other remedies. Further, any delay in compliance with the auditor attestation
provisions of Section 404 could subject us to a variety of administrative sanctions, including ineligibility for short- form resale
registration, action by the SEC and the suspension or delisting of our common stock, which could reduce the trading price of our
common stock and could harm our business. Our bylaws provide that the Court of Chancery of the State of Delaware and the
federal district courts of the U. S. will be the exclusive forums 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 bylaws provide that, to the fullest extent permitted by law and subject to the court’ s having personal
jurisdiction over the indispensable parties named as defendants, the Court of Chancery of the State of Delaware is the exclusive
forum for the following types of actions or proceedings under Delaware statutory or common law: * any derivative action or
proceeding brought on our behalf; « any action or proceeding asserting a breach of fiduciary duty owed by any of our current or
former directors, officers or other employees to us or our stockholders; ¢ any action or proceeding asserting a claim against us or
any of our current or former directors, officers or other employees arising out of or pursuant to any provision of the Delaware
General Corporation Law, our amended and restated certificate of incorporation or bylaws; ¢ any action or proceeding to
interpret, apply, enforce or determine the validity of our certificate of incorporation or our bylaws; * any action or proceeding as
to which the Delaware General Corporation Law confers jurisdiction to the Court of Chancery of the State of Delaware; and ©
any action asserting a claim against us or any of our directors, officers or other employees that is governed by the internal affairs
doctrine. This provision would not apply to suits brought to enforce a duty or liability created by the Exchange Act.
Furthermore, Section 22 of the Securities Act creates concurrent jurisdiction for federal and state courts over all such Securities
Act actions. Accordingly, both state and federal courts have jurisdiction to entertain such claims. To prevent having to litigate
claims in multiple jurisdictions and the threat of inconsistent or contrary rulings by different courts, among other considerations,
our certificate of incorporation further provides that the federal district courts of the U. S. will be the exclusive forum for
resolving any complaint asserting a cause of action arising under the Securities Act. While the Delaware courts have determined
that such choice of forum provisions are facially valid, a stockholder may nevertheless seek to bring a claim in a venue other
than those designated in the exclusive forum provisions. In such instance, we would expect to vigorously assert the validity and
enforceability of the exclusive forum provisions of our certificate of incorporation. This may require significant additional costs
associated with resolving such action in other jurisdictions and there can be no assurance that the provisions will be enforced by
a court in those other jurisdictions. These exclusive forum provisions may limit a stockholder’ s ability to bring a claim in a
judicial forum that it finds favorable for disputes with us or our directors, officers, or other employees, which may discourage
lawsuits against us and our directors, officers and other employees. If a court were to find either exclusive forum provision in our
certificate of incorporation to be inapplicable or unenforceable in an action, we may incur further significant additional costs
associated with resolving the dispute in other jurisdictions, all of which could seriously harm our business. Future sales and
issuances of our common stock or rights to purchase common stock, including pursuant to our equity incentive plans, could
result in additional dilution of the percentage ownership of our stockholders and could cause our stock price to fall. We expect
that we will need significant additional capital in the future to continue our planned operations, including conducting clinical
trials, commercialization efforts if we are able to obtain marketing approval of any of avexitide, AMX0035 or any other current
or future product candidates, research and development activities, and costs associated with operating a public company. To
raise capital, we may 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 subsequent sales. Such sales may also result in material dilution to our existing
stockholders, and new investors could gain rights, preferences and privileges senior to the holders of our common stock,
including shares of common stock sold in our public offerings. Pursuant to our 2022 Stock Option and Incentive Plan, or the
2022 Plan, our management is authorized to grant stock options to our employees, directors and consultants. Additionally, the
number of shares of our common stock reserved for issuance under our 2022 Plan will automatically increase on January 1 of
each year, beginning on January 1, 2023 and continuing through and including January 1, 2032, by 5. 0 % of the total number of
shares of our capital stock outstanding on December 31 of the preceding calendar year, or a lesser number of shares determined
by our board of directors. In addition, pursuant to our ESPP, the number of shares of our common stock reserved for issuance
will automatically increase on January 1 of each calendar year, beginning on January 1, 2023 (through January 1, 2032), by the
lesser of (i) 1. 0 % of the total number of shares of our common stock outstanding on the last day of the calendar month before
the date of the automatic increase, and (ii) 1, 210, 000 shares; provided that before the date of any such increase, our board of
directors may determine that such increase will be less than the amount set forth in clauses (i) and (ii). Unless our board of
directors elects not to increase the number of shares available for future grant each year, our stockholders may experience
additional dilution, which could cause our stock price to fall. General Risk Factors We incur significant costs as a result of
operating as a public company, and our management is required to devote substantial time to compliance initiatives. As a public
company, we incur significant and ongoing legal, accounting, and other expenses, particularly now that we are no longer an
emerging growth company. We are subject to the reporting requirements of the Exchange Act, which require, among other
things, that we file with the SEC annual, quarterly, and current reports with respect to our business and financial condition. In
addition, the Sarbanes- Oxley Act, as well as rules subsequently adopted by the SEC and the Nasdaq Global Select Market to
implement provisions of the Sarbanes- Oxley Act, impose significant requirements on public companies, including requiring
maintenance of effective disclosure and financial controls and changes in corporate governance practices. Further, in July 2010,
the Dodd- Frank Wall Street Reform and Consumer Protection Act, or the Dodd- Frank Act, was enacted. There are significant
corporate governance and executive compensation related provisions in the Dodd- Frank Act that require the SEC to adopt
additional rules and regulations in these areas such as “ say on pay ” and proxy access. Stockholder activism, the current political
environment and the current high level of government intervention and regulatory reform may lead to substantial new
regulations and disclosure obligations, which may lead to additional compliance costs and impact the manner in which we
operate our business in ways we cannot currently anticipate. Moreover, since we ceased to be an emerging growth company, we
may no longer take advantage of certain exemptions from various reporting requirements that are applicable to public
companies. This increase in reporting requirements will further increase our compliance burden. We expect to continue to incur
substantial costs to comply with the rules and regulations applicable to public companies. If these requirements divert the
attention of our management and personnel from other business concerns, they could have a material adverse effect on our
business, financial condition, and results of operations. The increased costs will decrease our net income or increase our net loss,
and may require us to reduce costs in other areas of our business or increase the prices of our products or services. We cannot
predict or estimate the amount or timing of additional costs we may incur to respond to these requirements. The impact of these
requirements could also make it more difficult for us to attract and retain qualified persons to serve on our board of directors,
our board committees or as executive officers. Cyber- attacks , data breaches, or other failures in our telecommunications or IT
systems, or those of our collaborators, CROs, third- party logistics providers, distributors or other contractors or consultants,
could result in information theft, data corruption ane-, significant disruption of our business operations , and reputational
damage . We, our collaborators, our CROs, third- party logistics providers, distributors and other contractors and consultants
utilize IT systems and networks to process, transmit and store electronic information in connection with our business activities.
As use of digital technologies has increased, cyber incidents, including third parties gaining access to employee accounts using
stolen or inferred credentials, ransomware, computer malware, viruses, denial- of- service, social engineering, spamming or
other means , insider threats , and deliberate attacks and attempts to gain unauthorized access to computer systems and
networks, have generally been increasing in frequency and sophistication. Cyber- attacks also could include phishing attempts or
e- mail fraud to, for example, cause payments or information to be transmitted to an unintended recipient. Like other
companies in our industry, we and some of our third- party collaborators have in the past and may in the future
experience cyber security attacks. These threats pose a risk to the security of our, our collaborators’, our CROs’, third- party
logistics providers’, distributors’ and other contractors’ and consultants’ systems and networks, and the confidentiality,
availability and integrity of our data. There can be no assurance that we will be successful in preventing cyber- attacks or
successfully mitigating their effects. Similarly, there can be no assurance that our collaborators, CROs, third- party logistics
providers, distributors and other contractors and consultants will be successful in protecting our clinical and other data that is
stored on their systems or to which they have access. Any cyber- attack, data breach, security incident or destruction, misuse, or
loss of data could require us to notify impacted stakeholders (including affected individuals, regulators, and investors),
result in a violation of applicable U. S. and international privacy, data protection and other laws, and subject us to litigation and
governmental investigations and proceedings by federal, state and local regulatory entities in the U. S. and by international
regulatory entities, resulting in exposure to material civil and / or criminal liability. Further, our eybersecurity insurance,
general liability insurance and corporate risk program may not cover all potential claims to which we are exposed and may not
be adequate to indemnify us for all liability that maybe imposed and could have a material adverse effect on our business and
prospects. For example, the loss of clinical trial data from completed, ongoing or future clinical trials for avexitide, AMX0035
or any of our future product candidates could result in delays in our development and regulatory approval efforts and
significantly increase our costs to recover or reproduce the data. In addition, we may suffer reputational harm or face litigation
or adverse regulatory action as a result of cyber- attacks or other data security breaches or incidents and may incur reputational



harm and significant additional expense, including to implement further data protection or remedial measures, from fines and
penalties or other liability, and from loss of existing and future business. Further, our contracts may not contain limitations
of liability, and even where they do, there can be no assurance that limitations of liability in our contracts are sufficient
to protect us from liabilities, damages, or claims related to our privacy and data security obligations. Our ability to use
net operating losses and research and development credits to offset future taxable income may be subject to certain limitations.
As of December 31, 2623-2024 , we had U. S. federal net operating loss, or NOL, carryforwards of $ 69-262 . -7 million that
carry forward indefinitely. The amount of annual utilization of these NOL carryforwards may be limited based on provisions of
the Tax Cuts and Jobs Act 0of 2017, or TCJA. As of December 31, 2023-2024 , we also had U. S. federal research and
development tax credit carryforwards of $ 6-13 . 84 million and we have additionally recorded deferred tax assets for U. S. state
NOL and research and development tax credit carryforwards of $ 9-11 . 82 million. These U. S. federal research and
development tax credit and U. S. state carryforwards could begin to expire if unused in 2042 and 2035, respectively. Utilization
of all NOL and research and development tax credit carryforwards is conditioned upon us generating U. S. federal and state
taxable income. Ownership changes occurred in the years ended December 31, 2016 and 2023. In general, under Sections 382
and 383 of the Internal Revenue Code of 1986, as amended, or the IRC, and corresponding provisions of state law, a corporation
that undergoes an ownership change is subject to limitations on its ability to utilize its pre- change NOL or tax credit
carryforwards to offset future taxable income. For these purposes, an ownership change generally occurs where the aggregate
stock ownership of one or more stockholders or groups of stockholders who owns at least five percent of a corporation’ s stock
increases its ownership by more than 50 percentage points over its lowest ownership percentage within a specified testing
period. Future changes in our stock ownership, many of which are outside of our control, could result in an ownership change
under Sections 382 and 383 of the IRC. Our existing federal and state NOL and research and development tax credit
carryforwards may be subject to limitations arising from these future ownershlp changes Accordlngly, we may not be able to
utilize a material portion of these carryforwards. As-deseribed-be v W ;
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: & et &b ve-ha een-stbjeet-te securltles class actlon htlgatlon and could be subject to addltlonal
securities class action htlgatlon in the future. In the past, securities class action litigation has often been brought against a
company following a decline in the market price of its securities. This risk is especially relevant for us because pharmaceutical
companies have experienced significant stock price volatility in recent years. Such litigation could result in substantial costs and
a diversion of management’ s attention and resources, which could harm our business. For further information, see “ Item 3.-
Legal Proceedings. ” Our failure to meet Nasdaq’ s continued listing requirements could result in a delisting of our common
stock. If we fail to satisfy the continued listing requirements of the Nasdaq Global Select Market, such as the corporate
governance requirements or the minimum closing bid price requirement, Nasdaq may take steps to delist our common stock.
Such a delisting would 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 delisting, we can provide no assurance that any action
taken by us to restore compliance with listing requirements 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 minimum bid
price requirement or prevent future non- compliance with the listing requirements of the Nasdaq Global Select Market. If
securities analysts publish negative evaluations of our stock, the price of our stock could decline. The trading market for our
common stock depends in part on the research and reports that industry or securities analysts publish about us or our business. If
one or more of the analysts who may cover us issues an adverse opinion about our company, our stock price would likely
decline. If one or more of these analysts ceases research coverage of us or fails to regularly publish reports on us, we could lose
visibility in the financial markets, which in turn could cause our stock price or trading volume to decline. +2-89



