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Our business-is-operations and financial results are subject to aumerens-various risks and uncertainties, including those
described below nPartd, ftem3-A-which could adversely affect our business, financial condition, results of operations,
cash flows, and the trading price of our common stock . “RiskFaetors"r-thisAnnuatReport-Additional risks and
uncertainties that we currently do not know about or that we currently believe to be immaterial may also impair our
business . You should carefully consider these—- the risks described below and uneertainties-whentnvesting-the other
information in this Annual Report on Form 10- K for the period ended December 31, 2024 (the “ Annual Report ),
including our eemmen-stoek-audited condensed consolidated financial statements and the related notes thereto, and “
Management’ s Discussion and Analysis of Financial Condltlon and Results of Operatlons fPhe—pfmerpa-l—ﬂsks—Rlsks
Related to Our Financial Position and Need for Capital g
commercial —stage biopharmaceutical company with a limited operating history and —’Fe—éa-te—we—hd\ e not UCnlelLd
significant revenue appreximately$97-0-millien-rom product sales. We have incurred significant operating losses since our

mupllon anllupdu thal we will i incur LOHIIHUL({ losses for 1hc foreseeable future and mdy never dthL\L plo[ltdblllly *-We




ﬁeureeﬁdeeﬂﬁe-d-tse&ses-a limited operatmg hlstory on whlch to base your 1nvestment dec1s1on Blopharmaceutlcal
product development is a highly speculative undertaking and involves a substantial degree of risk . We are-were
1ncorporated in February 2013 Our operatlons to date have been prlmarlly oumd on developmg and commerclahzmg

W W Our busmess act1v1t1es have mcluded acquiring
rlghts to intellectual property business plannmg, raising capltal developing our technology, identifying potential
product candldates, undertakmg preclmlcal studles and conductmg research and development act1v1t1es, including

approximately $ 227 hy ote " -
e&used—by%r&um&t—te—mjuw—efgeﬁet-te—v&ﬂaﬂts— 6 mllllon of revenue from product sales 5Phe—M€4R—pa-t-hw&y—ts—&n—eﬂdoerme

ed- 1hc Umtcd Stalcs EuropeanYnton(EH);-Great Britain;
Ga-ﬁaéa—aﬂd—et-her—eeuﬂtﬂes—&nd—fegieﬂs—ll\/l( IVREE is approved to reduce excess body by-the-U-—S—Food-andDrag
Admintstratton(FDA)-for-ehronte-weight management-and maintain weight reduction long term in adult and pediatric
patients 6-aged 2 years efage-and older with syndromic or monogenic ersyndromte-obesity due to ~Bardet- Biedl syndrome (
+BBS ) or pro- preepiomelaneeorti--- opiomelanocortin (POMC), proprotein convertase subtilisin / kexin type 1 (PCSK1),
or leptin receptor (LEPR) deficiency as determined by an FDA- approved test demonstrating variants in POMC, PCSK1, or
LEPR genes that are interpreted as pathogenic, likely pathogenic, or of Sureertaifr- uncertain significance (VUS ety
Bardet-—Biedlsyndrome-(BBS-). The European Commission (EC) and GreatBritainrthe United Kingdom * s Medicines &
Healthcare Products Regulatory Agency (MHRA) kave-has authorized IMCIVREE for the treatment of obesity and the control
of hunger associated with genetically confirmed BBS or genetically confirmed loss- of- function biallelic POMC, including
PCSK1, deficiency or biallelic LEPR deficiency in adults and children 6-yes age-ane-s neludingth i ate












































































IMCIVREE for w elght management in adult and pediatric patients 6 years of age and older w 1th obeslty due to BBS or
genetically- confirmed POMC, PCSK1, or LEPR deficiency due to variants interpreted as pathogenic, likely pathogenic, or of
uncertain significance. In total, to date we have achieved market access for-- or named patient sales of [IMCIVREE for BBS or
POMC and LEPR deficiencies, or both, in +4-meore than 15 countries out51de the Unlted States , and we continue to

collaborate with authorities to achieve access in additional markets —W
setmelanotide-. We first commercialized IMCIVREE in the United States U—S—m the flrst qudltel of 7071 dnd therefme do not
have a long history operating as a commercial company. We are continuing to transition from a company with a research and
development focus to a company capable of supporting commercial activities and we may not be successful in such transition.
We are still at the early stages of demonstrating our ability to manufacture at commercial scale, or arrange for a third party to do
so on our behalf, or conduct sales, marketing and distribution activities necessary for successful product commercialization.
Consequently, any predictions made about our future success or viability may not be as accurate as they could be if we had a
longer operating history. In February 2023, in order to expand our pipeline and build on our focus on rare endocrinology
diseases, we acquired Xinvento B. V., a Netherlands- based biotech company focused on developing therapies for
congenital hyperinsulinism (CHI). Our CHI program remains in the discovery phase and we do not expect to derive
revenue from our CHI program for many years, if at all. There can be no assurance that regulatory approvals will be
received or if received that they will be received when anticipated and ultimately we may fail to realize the anticipated
benefits of our CHI program or those benefits may take longer to realize than expected. Since our inception, we have
focused substantially all efour efforts and financial resources on the research and development of setmelanotide, which is
approved by the FDA and Health Canada and authorized by the EC and the MHRA, as noted above, and is in development to
address patients affected by several other indications. We have funded our operations to date primarily through the proceeds
from the sales of common stock and preferred stock, asset sales, royalty interest financing, as well as capital contributions from




our former parent, Rhythm Holdings LLC, and have incurred losses in each year since our inception. Our net losses were $ 260.
6 million and $ 184. 7 mithenand-$+8+-—+-million for the years ended December 31, 2024 and 2023 and-2022- respectively.
As of December 31, 2823-2024 , we had an accumulated deficit of $ §94-1, 155 . 3 million. Substantially all efour operating
losses have resulted from costs incurred in connection with our development programs and from commercial and general and
administrative costs associated with our operations. Our prior losses, combined with expected future losses, have had and will
continue to have an adverse effect on our stockholders’ deficit and working capital. We expect our research and development
expenses to significantly increase in connection with our additional clinical trials of setmelanotide, with clinical trials of our
product new-investigattonal-drug-candidates (RM- 718 ) , which is designed to be a more selective MC4R agonist with weekly
administration (now in Phase 1 trials) , and EB54646-bivamelagon , an investigational oral small molecule , which is also
designed to be a more selective MC4R agonist , (now in Phase 2 clinical trials), and with the development of any other
product candidates we may choose to pursue, including a therapentie-product candidate for CHI, yet to be identified. We also
expect to devote substantial financial resources to the research and development and potential commercialization of a
product candidate for CHI. In addition, since we have market access for IMCIVREE for BBS or POMC and LEPR deficiencies,
or both, in +4-more than 15 countries outside of the United States , we expect to continue to incur significant sales, marketing
and outsourced manufacturing expenses. Nevertheless, setmelanotide may not be a commercially successful drug. We have and
will continue to incur additional costs associated with operating as a public company. As a result, we expect to continue te-54to
incur significant and increasing operating losses for the foreseeable future. Because of the numerous risks and uncertainties
associated with developing pharmaceutical products, we are unable to predict the extent of any future losses or when we will
become profitable, if at all. Even if we do become profitable, we may not be able to sustain or increase our profitability on a
quarterly or annual basis. 5+68r-- Our ability to become profitable depends upon our ability to generate revenue. Fe-date-As of
December 31, 2024 , we have generated approximately $ 97227 . 8-6 million of revenue from product sales. Our ability to
generate revenue depends on a number of factors, including, but not limited to, our ability to: @ continue to commercialize
setmelanotide by building a commercial organization and / or entering into collaborations with third parties; ® ensure
setmelanotide-IMCIVREE is available to patients; ® continue to achieve market acceptance of setmelanotide in the medical
community and with third- party payors; @ continue to initiate and successfully complete later- stage clinical trials for
setmelanotide, RM- 718, EB54646-bivamelagon , or other drg-product candidates that meet their clinical endpoints; ®
continue to initiate and successfully complete all safety-studies required to obtain U. S. and foreign marketing approvals for
setmelanotide as a treatment for-obesity-eatsed-by-to address patients with deficiencies affecting the MC4R pathway; and e
successfully manufacture or contract with othem to manufacture %etmelanotlde or RM 718 and -I:B54649-blvamelag0n if

fe-eeﬁ&nue—epef&&eﬁs—wrtheut—eeﬂ&ﬂued—f&ﬂdmg— We W111 need to raise addmonal fundlng, Wthh may not be avallable on

acceptable terms, or at all. Failure to obtain this necessary capital when needed may force us to delay, limit or terminate our
product development efforts or other operations. We are currently in the early stages of commercializing IMCIVREE fer
ehronte-wetght-management-in its approved indications patients-with-ebesity-dueto-BBS ROMEPESK:or EERPR
deftetenetes-in the United States U—S—, Canada, the EU and GreatBritairrthe United Kingdom and advancing setmelanotide
through clinical development for additional indications in the United States and for potential additional approvals in other
countries. Developing pharmaceutical peptide-therapeutie-products is expensive and we expect our research and development
expenses to increase substantially in connection with our ongoing activities, particularly as we advance setmelanotide in
additional clinical trials, as well as in connection with research and development activities for setmelanotide, RM- 718, and
EB54646-bivamelagon , and in connection with our CHI program and the potential identification and development of a
therapeutie-product candidate for CHI as-a-result-of the-aequisittonref Xinvento-B—V- We intend to use our available cash
resources to advance the clinical development of setmelanotide, for disease- education and community- building activities,
patient identification, and commercialization activities related to IMCIVREE. Depending on the status of additional regulatory
approvals and commercialization of setmelanotide, as well as the progress we make in sales of IMCIVREE, we may still require
significant additional capital to fund the continued development of setmelanotide and our operating needs thereafter, ;-as well as
research and development activities for setmelanotide, RM- 718, EB54646-bivamelagon , and a therapeutte-product candidate
for our CHI program . We may also need to raise additional funds if we choose to pursue additional indications and / or
geographies for setmelanotide or otherwise expand more rapidly than we presently anticipate. From August 2015 through
August 2017, we raised aggregate net proceeds of $ 80. 8 million through our issuance of series A preferred stock. In connection
with our initial public offering, or IPO, in October 2017 and our underwritten follow- on offerings through December 2623-2024
, we raised aggregate net proceeds of approximately $ #H-832 . 5-7 million through $2the--- the issuance of our common stock
after deducting underwriting discounts, commissions and offering related transaction costs. We received a further $ 100. 0
million from asset sales, specifically in connection with the sale of our Rare Pediatric Disease Priority Review Voucher, or PRV,
to Alexion Pharmaceuticals, Inc. In June 2022, we entered into a Revenue Interest Financing Agreement, or RIFA, with
HealthCare Royalty Partners for a total investment amount of up to $ 100. 0 mither-SSmillion , conditioned upon our
achievement of certain clinical development and sales milestones. As of December 31, 2623-2024 , we have received $ 96. 7
million of aggregate proceeds, net of debt issuance costs, under the RIFA. We also received $ 147. 8 million in net proceeds
under the Investment Agreement, with certain affiliates of Perceptive Advisors LLC, or Perceptive, and certain other
investors, relating to the issuance and sale of 150, 000 shares of a new series of the Company’ s Series A Convertible



Preferred Stock, par value $ 0. 001 per share, titled the « Series A Convertible Preferred Stock ”, or the Convertible
Preferred Stock, for an aggregate purchase price of $ 150. 0 million, or $ 1, 000 per share. As of December 31, 2623-2024 ,
our cash and cash equivalents and short- term investments were approximately $ 275-320 . 8-6 million. We expect that our
existing cash and cash equivalents and short- term investments will be sufficient to fund our operations into the-seecondhalfof
2625-2027 . However, our operating plan may change as a result of many factors currently unknown to us, and we may need to
seek additional funds sooner than planned, through public or private equity or debt financings, government or other third- party
funding, marketing and distribution arrangements and other collaborations, strategic alliances and licensing arrangements, or a
combination of these approaches. We will also require additional capital to obtain additional regulatory approvals for, and to
continue to commercialize, setmelanotide, as well as for research and development activities for setmelanotide, RM- 718,
£B54646-bivamelagon , and a therapeutie-product candidate for eur CHI program . Raising funds in the current economic and
geopolitical environment may present additional challenges. Even if we believe we have sufficient funds for our current or
future operating plans, we may seek additional capital if market conditions are favorable or if we have specific strategic
considerations. We maintain the majority of our cash and cash equivalents in accounts with major U. S. and multi- national
financial institutions, and our deposits at certain of these institutions exceed insured limits. Market conditions can impact the
viability of these institutions. In the event of failure of any of the financial institutions where we maintain our cash and cash
equivalents, there can be no assurance that we would be able to access uninsured funds in a timely manner or at all. Any
inability to access or delay in accessing these funds could adversely affect our business and financial position. Any additional
fundraising efforts may divert our management from thelr day to- day activities, Wthh may adversely affect our ability to
commercialize IMCIVREE and develop andinthe-ease-ofaps d reretalize-sctmelanotide , RM- 718,
EB54646-bivamelagon , and a therapeutie-product candldate for our CHI program ln addition, we cannot guarantee that
future financing will be available in sufficient amounts or on terms acceptable to us, if at all. Moreover, the terms of any
financing may adversely affect the holdings or the rights of our stockholders and the issuance of additional securities, whether
equity or debt, by us, or the possibility of such issuance, may cause the market price of our shares to decline. The sale of
additional equity or convertible securities would dilute all of our stockholders. The incurrence of indebtedness would result in
increased fixed payment obligations, and we may be required to agree to certain restrictive covenants, such as limitations on our
ability to incur additional debt, limitations on our ability to acquire, sell or license intellectual property rights, and other
operating restrictions that could adversely impact our ability to conduct our business. We could also be required to seek funds
through arrangements with collaborative partners or other third parties at an earlier stage than otherwise would be desirable and
we may be required to relinquish rights to setmelanotide or technologies or otherwise agree to terms unfavorable to us, any of
which may have a material adverse effect on our business, operating results and prospects. If we are unable to obtain funding on
a timely basis, we may be required to significantly curtail, delay or discontinue one or more of our research or development
programs or the commercialization of setmelanotide or be unable to expand our operations or otherwise capitalize on our
business opportunities, as desired, which could materially adversely affect our business, financial condition and results of
operations. Our Revenue Interest Financing Agreement with Healthcare Royalty Partners could restrict our ability to
commercialize IMCIVREE, limit cash flow available for our operations and expose us to risks that could adversely affect our
business, financial condition and results of operations. On June 16, 2022, we entered into the RIFA, with entities managed by
HealthCare Royalty Management, collectively referred to as the RIFA Investors. Pursuant to the RIFA and subject to customary
closing conditions, the RIFA Investors agreed to pay us an aggregate investment amount of up to $ 100. 0 million (5-erthe €
RIFA Investment Amount ) . Under the terms of the RIFA, we received $ 37. 5 million on June 29, 2022 upon FDA approval
of IMCIVREE in BBS, and an additional $ 37. 5 million on September 29, 2022, following EC marketing authorization for BBS
on September 6, 2022. On September 12, 2023, we received the remaining $ 24. 4 million of the RIFA Investment Amount, net
of debt issuance eosts-56costs , following the achievement of a specified amount of cumulative net sales of IMCIVREE between
July 1, 2022 and September 30, 2023. $3As-As consideration for the Investment Amount and pursuant to the RIFA, we agreed
to pay the RIFA Investors a tiered royalty on our annual net revenues ser(the “ Revenue Interest ) , including worldwide net
product sales and upfront payments and milestones. The applicable tiered percentage will initially be 11. 5 % on annual net
revenues up to $ 125 million, 7. 5 % on annual net revenues of between $ 125 million and $ 300 million and 2. 5 % on annual
net revenues exceeding $ 300 million. If the RIFA Investors have not received cumulative minimum payments equal to 60 % of
the amount funded by the Investors to date by March 31, 2027 or 120 % of the amount funded by the RIFA Investors to date by
March 31, 2029, we must make a cash payment immediately following each applicable date to the Investors sufficient to gross
the Investors up to such minimum amounts after giving full consideration of the cumulative amounts paid by us to the RIFA
Investors through each date, referred to as the Under Performance Payment. As the repayment of the funded amount is
contingent upon worldwide net product sales and upfront payments, milestones, and royalties, the repayment term may be
shortened or extended depending on actual worldwide net product sales and upfront payments, milestones, and royalties. As of
December 31, 2024 we have made $ 20. 4 million of payments, including $ 12. 9 million in the year ended December 31,
2024. The RIFA Investors’ rights to receive the Revenue Interests will terminate on the date on which the RIFA Investors have
received payments equal to a certain percentage of the funded portion of the Investment Amount including the aggregate of all
payments made to the RIFA Investors as of such date, each percentage tier referred to as the Hard Cap, unless the RIFA is
earlier terminated. The total Revenue Interests payable by us to the RIFA Investors is capped between 185 % and 250 % of the
RIFA Investment Amount paid to us, dependent on the aggregate royalty paid between 2028 and 2032. If a change of control ef
event occurs, the RIFA Investors may accelerate payments due under the RIFA , up to the Hard Cap plus any other obligations
payable under the RIFA. Our obligations under the RIFA could have significant negative consequences for our security holders
and our business, results of operations and financial condition by, among other things: - increasing our vulnerability to
adverse economic and industry conditions; =@ limiting our ability to obtain additional financing or enter into IMCIVREE




partrership-collaboration or other business agreements; =@ requiring the dedication of a portion of our cash flow from
operations to service our indebtedness, which will reduce the amount of cash available for other purposes; «-® limiting our
flexibility to plan for, or react to, changes in our business; «-® placing us at a possible competitive disadvantage with competitors
that are less leveraged than us or have better access to capital; and «-e if we fail to comply with the terms of the RIFA, resulting
in an event of default that is not cured or waived, Investors could seek to enforce their security interest in our cash and cash
equivalents and all assets relating to IMCIVREE that secures such indebtedness. To the extent we incur additional debt
(including without limitation additional amounts under the RIFA), the risks described above could increase. Risks-S7Risks
Related to the Development of Setmelanotide and Other Product €andidatesPesitive-Candidates and our CHI
ProgramPositive results from earlier clinical trials of setmelanotide may not be predictive of the results of later clinical trials of
setmelanotide. If we cannot generate positive results in our later clinical trials of setmelanotide, we may be unable to
successfully develop, obtain regulatory approval for, and commercialize additional indications for setmelanotide. Positive
results from any of our Phase 1, Phase 2, or Phase 3 clinical trials of setmelanotide, or initial results from other clinical trials of
setmelanotide, may not be predictive of the results of later clinical trials. The duration of effect of setmelanotide tested in our
Phase 1 and Phase 2 clinical trials was often for shorter periods than in our pivotal Phase 3 clinical trials. The duration of effect
of setmelanotide has only been studied in long- term durations for a small number of patients in our Phase 2 and Phase 3 clinical
trials and safety or efficacy issues may arise when more patients are studied in longer trials and on commercial drug. It is
possible that the effects seen in short- term clinical trials will not be replicated $4isrin long- term or larger clinical trials. In
addition, not all of our trials demonstrated statistically significant weight loss in all patient populations studied and there can
be no guarantee that future trials will de-se-achieve their endpoints . Positive results fer-observed in onec indteatiorrpatient
population are not necessarily predictive of positive results for other indteattons-populations . We have demonstrated
statistically significant and clinically meaningful reductions in weight and hunger in Phase 3 clinical trials in obesity due to
POMC, PCSK1 or LEPR deficiencies and BBS, and believe we have demonstrated proof of concept in Phase 2 clinical trials in
impairments due to a variant in one of the two alleles in the POMC, PCSK1, or LEPR genes (HET obesity), as well as the SRCI
and SH2BI1 genes, all genetic diseases of extreme and unrelenting appetite and obesity. We hypothesize that patients with other
upstream genetic variants in genes upstream of the MC4R in the MC4R pathway may also respond with reductions in weight
and hunger after treatment with setmelanotide. However, patients with other upstream genetic variants may not have a similar
response to setmelanotide, and until we obtain more clinical data in other genetic variants, we will not be sure that we can
achieve proof of concept or magnitude of response sufficient to demonstrate statistical significance in such indieations
populations . We are actively working to advance additional genetic variants related to patient populations carrying such
genetic variants in other MC4R pathway related genes in the MC4R pathway through our clinical development program
programs . Our continued development efforts are focused on obesity related to several single gene related-, or monogenic,
MCA4R pathway impairments: BBS; obesity due to a genetic variant in one of the two alleles of the POMC, PCSK1 or LEPR
gene, or HETs; obesity due to steroid receptor coactivator 1, or SRC1, variants; obesity due to SH2B adapter protein 1, or
SH2B1; hypothalamic obesity; Prader- Willi Syndrome (PWS) and MC4R deficiency obesity. For example, in April 2022 we
enrolled the first patient in our pivotal Phase 3 EMANATE clinical trial of setmelanotide. The trial is a randomized, double-
blind, placebo- controlled study with four independent sub- studies evaluating setmelanotide in patients with: heterozygous
POMC / PCSK1 obesity; heterozygous LEPR obesity; certain variants of the SRC1; or certain variants of SH2B1 genes. After

patients-with-a PESKIN22HD-variant—Each of the four sub- studies will be entirely independent of the others and, if successful,
is designed to support separate regulatory submissions to the FDA and EMA in each studied indieation-population . However,
the FDA and EMA may not view positive results in one sub- study, even if such results are statistically significant and clinically
meaningful, as being sufficient for approval for any given indication. Success in a basket trial, or any trial in one indieation
cohort , may not predict success in another tndieation-cohort . In contrast, in the event of an adverse safety issue, clinical hold,
or other adverse finding in one or more inéteations-cohorts being tested, such event could adversely affect our trials in the other
tdieattons-cohorts and may delay or prevent completion of such clinical trials. Many companies in the pharmaceutical and
biotechnology industries have suffered significant setbacks in later stage clinical trials after achieving positive results in early-
stage development, and we cannot be certain that we will not face similar setbacks. These setbacks have been caused by, among
other things, pre- clinical findings made while clinical trials were underway. Additionally, setbacks may be caused by new
safety or efficacy observations made-in clinical trials or in post- approval use in the real world , including previously
unreported adverse events, or AEs. Moreover, preclinical and clinical data are often susceptible to varying interpretations and
analyses, and many companies that believed their product candidates performed satisfactorily in preclinical studies and clinical
trials nonetheless failed to obtain FDA approval or a marketing authorization from the EC or foreign regulatory authorities. If
we fail to obtain positive results in our Phase 3 clinical trials ef58of setmelanotide, the development timeline and regulatory
approval and commercialization prospects for setmelanotide and, correspondingly, our business and financial prospects, would
be materially adversely affected , but even if we obtain results in our Phase 3 clinical trials that we believe are positive,
there is no guarantee that the FDA or the EC or foreign regulatory authorities will agree that such results are sufficient
to support submission or approval of an NDA or NDA supplement . [nterim, “ topline " and preliminary data from our
preclinical and clinical trials that we announce or publish from time to time may change as more patient data become available
and are subject to audit and verification procedures that could result in material changes in the final data. From time to time, we
may publicly disclose preliminary or topline data from our preclinical studies and clinical trials, which is based on a preliminary
analysis of then- available data, and the results and related findings and conclusions are subject to change following a more
comprehensive review of the data related to the particular study or trial. We make assumptions, estimations, calculations and



conclusions as part of our analyses of data, and we may not have received or had the opportunity to fully and carefully evaluate
all data. As a result, the topline or preliminary results that we report $5may—- may differ from future results of the same studies,
or different conclusions or considerations may qualify such results, once additional data have been received and fully evaluated.
Topline data also remain subject to audit and verification procedures that may result in the final data being materially different
from the preliminary data we previously published or reported. As a result, topline data should be viewed with caution until the
final data are available. From time to time, we may also disclose interim data from our preclinical studies and 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. Adverse differences between
preliminary or interim data and final data could significantly harm our business prospects. Further, disclosure of interim data by
us or by our competitors could result in volatility in the price of our common stock. From time to time, we may also disclose
real- world data from early access programs in particular patient cohorts, which are not controlled trials and may not be
predictive of future results. Further, others, including regulatory agencies, may not accept or agree with our assumptions,
estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which could impact
the value of the-a particular program, the approvability or commercialization of the particular product candidate or product and
our eempary-Company in general. In addition, the information we choose to publicly disclose regarding a particular study or
clinical trial is based on what is typically extensive information, and yewer-others may not agree with what we determine is
material or otherwise appropriate information to include in our disclosure. If the interim, topline, or preliminary data that we
report differ from actual results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability
to obtain approval for, and commercialize, our product candidates may be harmed, which could harm our business, operating
results, prospects or financial condition. The exclusive license agreement with LGC is important to our business. If we or LGC
fail to adequately perform under the agreement, the development of EB54646-bivamelagon could be delayed, or if we or LGC
terminate the agreement, we would lose our rights to develop and commercialize EB54646-bivamelagon . In January 2024, we
entered into a license agreement and share issuance agreement with LGC. Pursuant to the terms of the license agreement, we
obtained exclusive worldwide rights to explett-develop LGC’ s proprietary compound £B54646-bivamelagon and assumed
sponsorship of two ongoing LGC Phase 2 studies designed to evaluate safety, tolerability, pharmacokinetics and weight loss
efficacy of EB54646-bivamelagon, one of which remains ongoing . Hraddition-andsubjeet-Subject to the completion of Phase
2 development of EB54646-bivamelagon , we have-agreed to pay LGC royalties of between low- to- mid single digit percent of
net revenues from our MC4R portfolio, including EB54640-bivamelagon . commencing in 2029 and dependent upon
achievement of various regulatory and indication approvals, and subject to customary deductions and anti- stacking. Royalties
may further increase to a low double digit percent royalty, though such royalty would only be applicable on net sales of
EB54646-bivamelagon in a region if EB54646-bivamelagon is covered by a composition of matter or method of use patent
controlled by LGC in such region and the Company’ s MC4R portfolio is not covered by any composition of matter or method
of use patents controlled by the-59the Company in such region. Such increased rate would only apply on net sales of EB54640
bivamelagon for the limited remainder of the royalty term in the relevant region. The license agreement will continue until the
expiration of the obligation to pay royalties in all countries or regions, unless terminated earlier. We or LGC can terminate the
license agreement in certain circumstances, including for the other party’ s material uncured breach. If the license agreement is
terminated, we would lose our rights to develop and commercialize EB54646-bivamelagon , and, under some circumstances, we
could be subject to certain ongoing payments, penalties and fees, all of which in turn would have a material adverse effect on our
business. The number of patlents with suffering-from-cach of the MC4R pathway variants we are targeting is small and has not
been established with precision. If the actual number of patients is smaller than we estimate, our revenue and ability to achieve
profitability may be materially adversely affected. Due to the rarity of our target indications, there is no comprehensive patient
registry or other method of establishing with precision the actual number of patients with MC4R pathway deficiencies. As a
result, we have had to rely on other available sources to derive clinical prevalence estimates for our target indications. In
addition, we have internal genetic sequencing results from individuals with severe obesity that provide another approach to
estimating prevalence. As of December 31, 2023-2024 , our database had approximately £6-100 , 000 sequencing samples. Since
the published epidemiology studies for these genetic variants are based on relatively small population samples, and are not
amenable to S6rebust—- robust statistical analyses, it is possible that these projections may significantly exceed the addressable
population, particularly given the need to genotype patients to definitively confirm a diagnosis. Based on multiple
epidemiological methods, we have estimated the potential addressable patient populations with these MC4R pathway
deficiencies based on the following sources and assumptions (which remain subject to change based on ongoing research
and publications by us or any third party) : ¢ POMC Deficiency Obesity. POMC Deficiency Obesity is defined by the
presence of biallelic variants in the POMC or PCSK1 genes that are interpreted as pathogenic, likely pathogenic, or of uncertain
significance. Our addressable patient population estimate for POMC deficiency obesity is approximately 100 to 500 patients in
the United States, with a comparable addressable patient population in Europe. Our estimates are based on: e approximately 50
patients with POMC deficiency obesity noted in a series of published case reports, each mostly reporting a single or small
number of patients. However, we believe our addressable patient population for this deficiency may be approximately 100 to
500 patients in the United States, and a comparable addressable patient population in Europe, as most of the reported cases are
from a small number of academic research centers, and because genetic testing for POMC deficiency obesity is often
unavailable and currently is rarely performed; ® our belief, based on discussions with experts in rare diseases, that the number of
diagnosed cases could increase several- fold with increased awareness of this deficiency and the availability of new treatments;
e U. S. Census Bureau figures for adults and children, and Centers for Disease Control and Prevention, or CDC, prevalence
numbers for adults with severe obesity (body mass index, or BMI, greater than 40 kg / m2) and for children with severe early-
onset obesity (99th percentile at ages two to 17 years old); and e our internal sequencing yield for POMC deficiency obesity



patients (including both POMC and PCSK1 gene diseases), defined as patients having biallelic variants in the POMC or PCSK1
genes that are interpreted as pathogenic, likely pathogenic, or of uncertain significance, of approximately 0. 05 %. 60 ¢ LEPR
Deficiency Obesity. LEPR Deficiency Obesity is defined by the presence of biallelic variants in the LEPR gene that are
interpreted as pathogenic, likely pathogenic, or of uncertain significance. Our addressable patient population estimate for LEPR
deficiency obesity is approximately 500 to 2, 000 patients in the United States, with a comparable addressable patient
population in Europe. Our estimates are based on: @ epidemiology studies on LEPR deficiency obesity in small cohorts of
patients comprised of children with severe obesity and adults with severe obesity who have a history of early onset obesity; e U.
S. Census Bureau figures for adults and children and CDC prevalence numbers for adults with severe obesity (BMI, greater than
40 kg / m2) and for children with severe early- onset obesity (99th percentile at ages two to 17 years old); e with wider
availability of genetic testing expected for LEPR deficiency obesity and increased awareness of new treatments, our belief that
up to 40 % of patients with these diseases may eventually be diagnosed; and e our internal sequencing yield for LEPR
deficiency obesity patients, defined as patients having biallelic variants in the LEPR gene that are interpreted as pathogenic,
likely pathogenic, or of uncertain significance, of approximately 0. 09 %. 57-e Bardet- Biedl Syndrome. Our addressable patient
population estimate for BBS is approximately 4, 000 to 5, 000 patients in the United States based on: @ published prevalence
estimates of one in 100, 000 in North America, which projects to approximately 3, 250 people in the United States. We believe
the majority of these patients are addressable patients; ® comparisons to our patient identification efforts in Europe where we
believe there are approximately 1, 500 patients diagnosed and being cared for at academic centers in Europe; ® our patient
identification efforts to date in the United States; ® our internal sequencing yield for biallelic pathogenic or likely pathogenic
variants in BBS genes of approximately 0. 3 %; and e our belief that with wider availability of genetic testing expected for BBS
and increased awareness of new treatments, the number of patients diagnosed with this disorder will increase. ®« POMC, PCSK1,
or LEPR Heterozygous Obesities; SRC1 and SH2B1 Obesities. Our potential setmelanotide- responsive patient population
estimate for POMC, PCSK1, or LEPR heterozygous, SRC1 and SH2B1 obesity patients with at least one variant interpreted as
pathogenic, likely pathogenic, or of uncertain significance suspected pathogenic is approximately 53, 000 patients in the United
States. Our estimates are based on: ® U. S. Census Bureau population data and CDC prevalence numbers for early onset obesity
(=120 % the 95th percentile with onset prior to 6 between-the-ages-of2->5-years of age ); ® our internal sequencing yield of
patients with POMC, PCSK1, or LEPR heterozygous, SRC1 or SH2B1 variants interpreted as pathogenic, likely pathogenic, or
of uncertain significance of approximately 10- 15 %; and-and61 e a clinical response rate of 40 % for patients carrying
pathogenic or likely pathogenic variants, and 20 % for patients carrying a variant of uncertain significance. The clinical response
rate used in this calculation is based on the clinical data currently available to us from our trials and may change as more data
become available. ® MC4R Deficiency Obesity. Our addressable patient population estimate for MC4R- rescuable deficiency
obesity is approximately 10, 000 patients in the United States. This estimate is based on: @ U. S. Census Bureau population data
and CDC prevalence numbers for early onset obesity (= 120 % the 95th percentile between the ages of 2- 5 years); ® a
comprehensive engeing-biochemical screening study indicating there may be a defined subset of individuals who carry MC4R
variants that may be rescued by an MC4R agonist; and e our internal sequencing yield for MC4R deficiency obesity patients of
approximately 2. 0 % prior to application of functional filters. 58-e Hypothalamic obesity. Our addressable patient population
estimate for hypothalamic obesity (HO) is 5, 000 to 10, 000 patients in the United States. This estimate is based on: @ diagnosis
of an underlying HO etiology such as craniopharyngioma (CP), astrocytoma, or other brain tumors with CP accounting for
approximately 50 % of HO etiologies; ® an annual incidence of CP of approximately 1. 3 to 2. 2 per million per year in the
United States, which projects to approximately 600 cases of CP per year based on a United States population of approximately
329 million; e approximately 50 % (based on a published range of 6 % to 91 %) of CP patients develop HO; e published
estimates of overall survival (OS) after CP diagnosis, with a 20- year OS of 84 %; e allowing for patients that develop HO due
to other factors besides CP, results in an estimated HO prevalence after CP diagnosis in the United States exceeding 2, 500- 7,
500 patients; and e internal Company estimate is based on reported incidence of hypothalamic obesity following CP and long-
term survival rates. ® Obesity due to a deficiency in the MC4R pathway caused by variants in the SEMA3 family, PHIP, TBX3
or PLXNA family. Our addressable patient population estimate for obesity patient with variants in these genes is approximately
63, 500 patients in the United States. This estimate is based on: ® based-en-results from our URO genetic testing program with
samples from more than 36, 000 participants, classification of variants for pathogenic, likely pathogenic and 20 % of with a
variant of uncertain significance and applied to established estimate of approximately 5 million people in the BS-United States
with early- onset obesity. We believe that the patient populations in the EU are similar to those in the United States. However,
we do not have comparable epidemiological data from the EU and these estimates are therefore based solely on applying
relative population percentages to the Company- derived estimates described above. Pefining-62Defining the exact genetic
variants that result in MC4R pathway diseases is complex, so if any approval that we obtain is based on a narrower definition of
these patient populations than we had anticipated, then the potential market for setmelanotide for these indications will be
smaller than we originally believed. In either case, a smaller patient population in our target indications would have a materially
adverse effect on our ability to achieve commercialization and generate revenues. If we experience delays or difficulties in the
enrollment and / or retention of patients in clinical trials, our regulatory submissions or receipt of additional marketing approvals
could be delayed or prevented. We may not be able to initiate or continue our planned clinical trials on a timely basis or at all for
our product candidates if we are unable to recruit and enroll a sufficient number of eligible patients to participate in these trials
through completion of such trials as required by the FDA or other comparable foreign regulatory authorities. Patient enrollment
is a significant factor in the timing of clinical trials. Our ability to enroll eligible patients may be limited or may result in slower
enrollment than we anticipate. Our clinical trials will compete with other clinical trials that are in the same therapeutic areas as
our product candidates, including general obesity, and this competition reduces the number and types of patients available to us,
as some patients who might have opted to enroll in our trials may instead opt to enroll in a trial being conducted by one of our



competitors. Because the number of qualified clinical investigators and clinical trial sites is limited, we expect to conduct some
of our clinical trials at the same clinical trial sites that some of our competitors use, which will reduce the number of patients
who 59are--- are available for our clinical trials at such clinical trial sites. In addition, there are limited patient pools from which
to draw for clinical studies. In addition to the rarity of genetic diseases of obesity, the eligibility criteria of our clinical studies
will further limit the pool of available study participants as we will require that patients have specific characteristics that we can
measure or to assure their disease is either severe enough or not too advanced to include them in a study. Patient enrollment for
our current or any future clinical trials may be affected by other factors, including: e size and nature of the patient population; e
severity of the disease under investigation; e availability and efficacy of approved drugs for the disease under investigation; ®
patient eligibility criteria for the trial in question as defined in the protocol; e perceived risks and benefits of the product
candidate under study; e clinicians’ and patients’ perceptions as to the potential advantages of the product candidate being
studied in relation to other available therapies, including any new products that may be approved or future product candidates
being investigated for the indications we are investigating; @ clinicians’ willingness to screen their patients for genetic markers
to indicate which patlents may be eligible for enrollment in our clinical trials; @ delays in or temporary suspension of the
enrollment of patients in our planned clinical trial due to the-COVID—9-pandemte-or-other-public health emergencies; o ability
to obtain and maintain patient consents; @ patient referral practices of physicians; e the ability to monitor patients adequately
during and after treatment; 63 @ proximity and availability of clinical trial sites for prospective patients; and e the risk that
patients enrolled in clinical trials will drop out of the trials before completion, including as a result of eentraeting-COVID—19-ot
ether-health conditions or being forced to quarantine, or, because they may be late- stage cancer patients or for other reasons,
will not survive the full terms of the clinical trials. In addition, the pediatric population is an important patient population for
setmelanotide, RM- 718, and £B546406-bivamelagon , and our addressable patient population estimates include pediatric
populations. However, it may be more challenging to conduct studies in younger participants, and to locate and enroll pediatric
patients. These factors may make it difficult for us to enroll enough patients to complete our clinical trials in a timely and cost-
effective manner. Our inability to enroll a sufficient number of patients for our clinical trials would result in significant delays or
may require us to abandon one or more clinical trials altogether. Enrollment delays in our clinical trials may also result in
increased development costs for setmelanotide and any future product candidates and jeopardize our ability to obtain additional
marketing approvals for the sale of setmelanotide. Furthermore, even if we are able to enroll a sufficient number of patients for
our clinical trials, we may have difficulty maintaining participation in our clinical trials through the treatment and any follow-
up periods. 60Fatures—- Failures or delays in the commencement or completion of our planned clinical trials efsetmelanetide;
RM-—H8;-er EB546406-could result in increased costs to us and could delay, prevent or limit our ability to generate revenue ,
achieve profitability and continue our business. Successful completion of our ongoing and planned clinical trials is a
prerequisite to submitting an NDA or NDA supplement to the FDA, an MAA to the EMA, and other applications for marketing
authorization to equivalent competent authorities in foreign jurisdictions, and consequently, successful completion of such trials,
at a minimum, will be required for regulatory approvals and the commercial marketing of setmelanotide for additional
indications as well as RM- 718 and £EB54646-bivamelagon . We do not know whether our planned clinical trials will begin or
whether any of our clinical trials will be completed on schedule, if at all, as the commencement and successful completion of
clinical trials can be delayed or prevented for a number of reasons, including but not limited to: e inability to generate sufficient
preclinical or other in vivo or in vitro data to support the initiation of clinical studies; @ delays in the completion of preclinical
laboratory tests, animal studies and formulation studies in accordance with FDA’ s good laboratory practice requirements and
other applicable regulations; ® the FDA or other equivalent competent authorities in foreign jurisdictions may deny permission
to proceed with our ongoing or planned trials or any other clinical trials we may initiate, or may place a clinical trial on hold or
such trial may be suspended; e delays in filing or receiving authorization to proceed under an additional investigational new
drug application, or IND, or similar foreign application if required; ® delays in reaching a consensus with the FDA and other
regulatory agencies on study design and obtaining regulatory authorization to commence clinical trials; ® delays in reaching or
failing to reach agreement on acceptable terms with prospective eentraetreseareh-organizations; or-CROs y-and clinical trial
sites, the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and trial
sites; @ difficulties in obtaining or maintaining Institutional Review Board, or IRB, and / or ethics committee approval or
opinion to conduct a clinical trial at a prospective site or sites; 64 ® since many already diagnosed patients are at academic sites,
delays in conducting clinical trials at academic sites due to the particular challenges and delays typically associated with those
sites, as well as the lack of alternatives to these sites which have already diagnosed patients; ® inadequate quantity or quality of
setmelanotide, RM- 718, EB54646-bivamelagon or other materials necessary to conduct clinical trials, including delays in the
manufacturing of sufficient supply of finished drug product; e challenges in identifying, recruiting and training suitable clinical
investigators; e challenges in recruiting and enrolling suitable patients to participate in clinical trials; ® severe or unexpected
drug related side effects experienced by patients in a clinical trial, including side effects previously identified in our completed
clinical trials; e difficulty collaborating with patient groups and investigators; 6+-e failure by our CROs, other third parties or us
to perform in accordance with the FDA” s or any other regulatory authority” s geed-elinteal-practiee-requirements;-or-GCPs or
applicable regulatory guidelines in other countries; ® occurrence of adverse events associated with setmelanotide, RM- 718 or
EB54646-bivamelagon that are viewed to outweigh their potential benefits, or occurrence of adverse events in trial of the same
or similar class of agents conducted by other companies; ® changes to the clinical trial protocols; e clinical sites deviating from
trial protocol or dropping out of a trial; @ changes in regulatory requirements and guidance that require amending or submitting
new clinical protocols; @ changes in the standard of care on which a clinical development plan was based, which may require
new or additional trials; @ selection of clinical endpoints that require prolonged periods of observation or analyses of resulting
data; e the cost of clinical trials of our product candidates being greater than we anticipate; @ clinical trials or related non-
clinical trials of our product candidates producing negative or inconclusive results, which may result in our deciding, or



regulators requiring us, to conduct additional clinical trials or delay or abandon development of such product candidates; and e
development of antibodies to the drug or adjuvants may result in loss of efﬁcacy or iafety events —I-ﬂ—add-rt-teﬁ,—d-tsmpﬁeﬁs

or termlnated by us, the F DA or other equivalent competent authorltles in foreign Jurlidletlonq the IRB at the sites Where the
IRBs are overseeing a clinical trial, a data and safety monitoring board, or DSMB, or Safety Monitoring Committee, or SMC,
overseeing the clinical trial at issue or other equivalent competent authorities due to a number of factors, including, among
others: e failure to conduct the clinical trial in accordance with regulatory requirements or our clinical trial protocols; 65 e
inspection of the clinical trial operations or trial sites by the FDA or other equivalent competent authorities that reveals
deficiencies or violations that require us to undertake corrective action, including the imposition of a clinical hold; e
inconclusive results, unforeseen safety issues, adverse side effects or lack of effectiveness; ® changes in government
regulations or administrative actions; ® problems with clinical trial supply materials; and @ lack of adequate funding to continue
the clinical trial. Delays in the completion of any preclinical or non- clinical studies or clinical trials of setmelanotide, RM- 718
or EB54646-bivamelagon will increase our costs, slow down our product candidate development and the regulatory approval
proeess-processes and delay or potentially jeopardize our ability to commence product sales ane-, generate product revenue and
achieve profitability . In addition, many of the factors that cause, or lead to, a delay in the commencement or completion of
clinical trials may also ultimately lead to the denial of a regulatory approval 62fer—- for setmelanotide, RM- 718 or EB54646
bivamelagon . Any delays to our preclinical studies or clinical trials that occur as a result could shorten any period during which
we may have the exclusive right to commercialize setmelanotide, RM- 718 or EB54646-bivamelagon , in each case if approved,
and our competitors may be able to bring products to market before we do, and the commercial viability of our product
candidates could be significantly reduced. Any of these occurrences may harm our business, financial condition and prospects
significantly. In addition, the FDA” s and other regulatory authorities’ policies with respect to clinical trials may change and
additional government regulations may be enacted. For instance, the regulatory landscape related to clinical trials in the EU
recently evolved. The EU Clinical Trials Regulation (CTR) which was adopted in April 2014 and repeals the EU Clinical Trials
Directive, became applicable on January 31, 2022. While the EU Clinical Trials Directive required a separate clinical trial
application (CTA) to be submitted in each member state in which the clinical takes place , to both the competent national
health authority and an independent ethics committee, the BE-CTR introduces a centralized process and only requires the
submission of a single application te-aH-member-states-eoneerned-for multi- center trials . The EH-CTR allows sponsors to
make a single submission to both the competent authority and an ethics committee in each member state, leading to a single
decision per member state. The assessment procedure of the CTA has been harmonized as well, including a joint assessment by
all member states concerned, and a separate assessment by each member state with respect to specific requirements related to its
own territory, including ethics rules. Each member state’ s decision is communicated to the sponsor via the centralized EU
portal. Once the CTA is approved chnlcal itudy development may proceed The -E-U—CTR -fefesees—a—t-hfee——yea-r—tranqltlon
perlod ended on —The h : e-EOVv -

January 312625 After-this-date;-all chmcal tr1a1§ (mel-udmg—t-hese%reh—and related appllcatlons) are NOW fully eﬁgemg-)
er—beeefne—%ubJ ect to the provisions of the BB-CTR. Compliance with the BEB-CTR requirements by us and our third- party

service providers, such as CROs, may impact our developments plans. It is currently unclear to what extent the United Kingdom
K)-will seek to align its regulations with the EU. On January 17, 2022, the MHRA launched an eight- week consultation on
reframing the UK legislation for clinical trials and which aimed to streamline clinical trials approvals, enable innovation,
enhance clinical trials transparency, enable greater risk proportionality, and promote patient and public involvement in clinical
trials. The UK Government published its response to the consultation on March 21, 2023 confirming that it would bring forward
changes to the legislation. These resulting legislative amendments will determine how closely the UK regulations are aligned
with the CTR. A decision by the UK not to closely align its regulations with the new approach adopted in the EU may have an
effect on the cost of conducting clinical trials in the UK as opposed to other countries. Under the terms of the Protocol on
Ireland / Northern Ireland, provisions of the CTR which relate to the manufacture and import of investigational
medicinal products and auxiliary medicinal products apply in Northern Ireland. Once the changes brought by the
Windsor Framework are implemented, this may have a further impact on the application of the CTR in Northern
Ireland. If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies
governing clinical trials, our development plans may be impacted. 66Research and development in the pharmaceutical
industry is costly, risky, time- intensive and complicated. In particular, our CHI program is a pre- clinical discovery-
stage program and we may not succeed in identifying a CHI program candidate to translate to development and even if
we do we may not succeed in developing a CHI program product candidate. Research and development in the
pharmaceutical industry is an expensive, high- risk, lengthy, complicated, resource intensive process. In order to develop
a product successfully, we must, among other things: e conduct scientific discovery in areas that are uncertain, unproven
and complex; e identify potential product candidates; ® submit for and receive regulatory approvals or allowances to
perform clinical trials; e design and conduct appropriate preclinical studies and clinical trials according to good
laboratory practices and good clinical practices and disease- specific expectations of the FDA and other regulatory
bodies; e Select and recruit suitable clinical investigators and subjects for our clinical trials; ® Obtain and correctly



interpret data establishing adequate safety of our product candidates and demonstrating that our product candidates
are effective for their proposed indications; ® Submit for and receive regulatory approvals; and e Manufacture the
product candidates according to current Good Manufacturing Practices, or cGMPs, and other applicable standards and
regulations. There is a high rate of failure inherent in this process, and potential products that appear promising at early
stages of the research and development process may fail for a number of reasons. Importantly, positive results from
preclinical studies of a product candidate may not be predictive of similar results in human clinical trials, promising
results from earlier clinical trials of a product candidate may not be replicated in later clinical trials, and observations
from ongoing trials, including observations based on interim, preliminary, or blinded data, may not be representative of
results after the trials are completed and all data are collected and analyzed. Many companies in the pharmaceutical and
biotechnology industries have suffered significant setbacks in late- stage clinical trials even after achieving positive
results in earlier stages of development and have abandoned development efforts or sought partnerships in order to
continue development. In addition, there are many other difficulties and uncertainties inherent in pharmaceutical
research and development that could significantly delay or otherwise materially impair our ability to develop future
product candidates, including the following: e Conditions imposed by regulators, ethics committees or institutional
review boards for preclinical testing and clinical trials relating to the scope or design of our clinical trials, including
selection of endpoints and number of required patients or clinical sites; ® Challenges in designing clinical trials that may
support any potential claims of superiority over current standard of care or future competitive therapies; ® Restrictions
placed upon, or other difficulties with respect to, clinical trials and clinical trial sites, including with respect to potential
clinical holds or suspension or termination of clinical trials due to, among other things, potential safety or ethical
concerns or noncompliance with regulatory requirements; 67  Delayed or reduced enrollment in clinical trials, high
discontinuation rates or overly concentrated patient enrollment in specific geographic regions; e Failure by third- party
contractors, contract research organizations, or CROs, clinical investigators, clinical laboratories, or suppliers to comply
with regulatory requirements or meet their contractual obligations in a timely manner; ® Greater than anticipated cost
of our clinical trials; and e Insufficient product supply or inadequate product quality. e Evolving competitive landscape
for our products and product candidates, which could cause us to modify our development programs, notwithstanding
positive data or trial results in existing trials, in order to seek alternate indications or routes of administration or to
substitute or otherwise modify our product candidates in light of the evolving competitive landscape and changing
commercial prospects for our product and product candidates. In addition, we cannot state with certainty when or
whether our CHI program will ever identify a product candidate to translate from research to the development stage or
whether our other product candidates now under development will be approved or launched; whether, if initially
granted, such approval will be maintained; whether we will be able to develop, license, or otherwise acquire additional
products or product candidates; or whether our products, once launched, will be commercially successful. Failure to
successfully develop setmelanotide for additional indications or to develop product candidates for any of the foregoing
reasons may materially adversely affect our business, financial condition, results of operations and prospects and the
value of our common stock. Setmelanotide, RM- 718 or EB54640-bivamelagon may cause undesirable side effects that could
delay or prevent additional regulatory approvals, limit the commercial profile of approved labeling, or result in significant
negative consequences following marketing approval. First generation MC4R agonists were predominantly small molecules that
failed in clinical trials due to significant safety issues, particularly increases in blood pressure, and had limited efficacy.
Undesirable side effects caused by setmelanotide, RM- 718 or EB54646-bivamelagon could cause us or regulatory authorities
to interrupt, delay or halt clinical trials and could result in a more restrictive labeling or the delay or denial of additional
regulatory approvals by the FDA or other equivalent competent authorities in foreign jurisdictions. Treatment- related side
effects could also affect patient recruitment or the ability of enrolled patients to complete the trial or result in potential product
liability claims. Any of these occurrences may prevent us from achieving or maintaining market acceptance of the affected
product candidate and may adversely affect our business, financial condition and prospects significantly. 63Setmelanetide—-
Setmelanotide , RM- 718 and EB54640-bivamelagon are MC4R agonists. Potential side effects of MC4R agonism, which have
been noted either with setmelanotide or with other MC4R agonists in clinical trials and preclinical studies, may include: @
adverse effects on cardiovascular parameters, such as increases in heart rate and blood pressure; ® erections in males and similar
effects in women, such as sexual arousal, clitoral swelling and hypersensitivity; ® nausea and vomiting; ® reduced appetite; 68
e headache; e effects on mood, depression, anxiety and other psychiatric manifestations; and e other effects, for which most
investigators reported as unrelated to setmelanotide and for which no increased incidence or pattern is currently evident. In
addition, injection site reactions have been seen in subcutaneous, or SC, injections with setmelanotide. Also, setmelanotide has
likely off target effects on the closely related MC1 receptor, which mediates tanning-skin pigmentation in response to sun
exposure. Other MC1 receptor mediated effects include darkening of skin blemishes, such as freckles and moles, and hair color
change. Fhe-These eosmette-MC1 receptor mediated skin cffects are not tolerated by all patients, as a small number of
patients have withdrawn from treatment due to skin darkening. These effects have generally been reversible in clinical trials after
discontinuation of setmelanotide, but it is still unknown if they will be reversible with long term exposure. The MC1 receptor
mediated effects may also carry risks. The long term impact of MC1 receptor activation has not been tested in clinical trials, and
could potentially include increases in skin cancer, excess biopsy procedures and cosmetic blemishes. These skin changes may
also result in unblinding, which could make interpretation of clinical trial results more complex and possibly subject to bias. We
have also initiated trials of setmelanotide in potential new indications that include patients who might have more serious
underlying conditions. It is possible that the underlying conditions in these patients, such as congestive heart failure and
potentially other conditions, may confound the understanding of the safety profile of setmelanotide. If these or other significant
adverse events or other side effects are observed in any of our ongoing or planned clinical trials, we may have difficulty



recruiting patients to the clinical trials, patients may drop out of our trials, or we may be required to abandon the trials or our
development efforts of that product candidate altogether. We, the FDA, other comparable regulatory authorities or an IRB may
also suspend clinical trials of a product candidate at any time for various reasons, including a belief that subjects in such trials
are being exposed to unacceptable health risks or adverse side effects. Some potential therapeutics developed in the
biotechnology industry that initially showed therapeutic promise in early- stage trials have later been found to cause side effects
that prevented their further development. Even if the side effects do not preclude setmelanotide, RM- 718 or EB54648
bivamelagon from obtaining or maintaining marketing approval or obtaining additional approvals, undesirable side effects may
inhibit market acceptance due to its tolerability versus other therapies. Any of these developments could materially adversely
affect our business, financial condition and prospects. Further, if we or others identify undesirable side effects associated with
or caused by the products, or any other similar product, before or after regulatory approvals, a number of potentially significant
negative consequences could result, including: e regulatory authorities may request that we withdraw the product from the
market or may limit or vary their approval of the product through labeling or other means; ® regulatory authorities may require
the addition of labeling statements, such as a “ boxed ”” warning or a contraindication; ® the FDA, the EU competent authorities
and other equivalent competent authorities in foreign jurisdictions may require the addition of a Risk Evaluation and Mitigation
Strategy, or REMS, or other specific obligations é4as-as a condition for marketing authorization due to the need to limit
treatment to rare patient populations, or to address safety concerns; ® we may be required to change the way the product is
distributed or administered or change the labeling of the product; ® we may be required to conduct additional studies and
clinical trials or comply with other post- market requirements to assess possible serious risks; 69 ® we may be required to
conduct long term safety follow- up evaluations, including setting up disease and drug based registries; ® we may decide to
remove the product from the marketplace; ® our other MC4 agonist products or product candidates may be perceived by
regulators or other third parties as unsafe, which could adversely affect our development efforts and product portfolio; e
we could be sued and held liable for injury caused to individuals exposed to or taking the product; and e our reputation may
suffer. Any of these events could prevent us from achieving or maintaining market acceptance of setmelanotide, RM- 718 or
EB54646-bivamelagon , and could substantially increase the costs of commercializing setmelanotide, RM- 718 or EB54646
bivamelagon and significantly impact our ability to successfully commercialize setmelanotide, RM- 718 or EB54646
bivamelagon and generate revenues. We may not be able to obtain or maintain orphan drug designations for setmelanotide,
RM- 718 or EB54646-bivamelagon or to obtain or maintain orphan exclusivity sanyuse-. Even with exclusivity, competitors
may obtain approval for different drugs that treat the same indications as setmelanotide, RM- 718 and £EB54646-bivamelagon .
The FDA may designate drugs for relatively small patient populations as orphan drugs. Under the Orphan Drug Act of 1983, or
the Orphan Drug Act, the FDA may designate a product candidate as an orphan drug if it is intended to treat a rare disease or
condition, which is defined under the Federal Food, Drug and Cosmetic Act, or FDCA, as having a patient population of fewer
than 200, 000 individuals in the United States, or a patient population greater than 200, 000 in the United States where there is
no reasonable expectation that the cost of developing the drug will be recovered from sales in the United States. Generally, if a
product candidate with an orphan drug designation receives the first marketing approval for the disease or condition for which it
has such designation, the product is entitled to a period of seven years of marketing exclusivity, which precludes the FDA from
approving another marketing application for a product that constitutes the same drug treating the same disease or condition for
that marketing exclusivity period, except in limited circumstances. The exclusivity period in the United States can be extended
by six months if the NDA sponsor submits pediatric data that fairly respond to a written request from the FDA for such data.
Orphan drug exclusivity may be revoked if the FDA determines that the request for designation was materially defective or if
the manufacturer is unable to assure sufficient quantity of the product to meet the needs of patients with the rare disease or
condition. Other potential benefits of orphan drug designation and / or approval of a designated drug include eligibility for:
exemption from certain prescription drug user fees, tax credits for certain qualified clinical testing expenses, and waivers from
the pediatric assessment requirements of the Pediatric Research Equity Act. In the EU, orphan druag-designation is granted by
the EC based on a scientific opinion of the EMA’ s Committee for Orphan Medicinal Products. A medicinal product may be
designated as orphan if its sponsor can establish that (i) the product is intended for the diagnosis, prevention or treatment of a
life- threatening or chronically debilitating condition; (ii) either (a) such condition affects no more than 5 in 10, 000 persons in
the EU when the application is made, or (b) the product, without the benefits derived from orphan status, would not generate
sufficient return in the EU to justify investment; and (iii) there exists no satisfactory method of diagnosis, prevention or
treatment of such condition authorized for marketing in the EU, or if such a method exists, the medicinal product will be of
significant benefit to those affected 65by-by the condition. The application for orphan designation must be submitted before the
application for marketing authorization. Grant of orphan designation by the EC also entitles the holder of this designation to
financial incentives such as reduction of fees or fee waivers, protocol assistance, and access to the centralized marketing
authorization procedure. In addition-70addition to a range of other benefits during the development and regulatory review,
orphan medicinal products are, upon grant of marketing authorization and assuming the requirement for orphan designation
are also met at the time the marketing authorization is granted , entitled to ten years of exclusivity in all EU member states
for the approved therapeutic indication, which means that the competent authorities cannot accept another marleeting
attherization-appheation;or-MAA, grant a marketing authorization, or accept an application to extend a marketing authorization
for a similar product for the same indication for a period of ten years. The period of market exclusivity is extended by two years
for orphan medicinal products that have also complied with an agreed Pediatrie-pediatric Investigationrinvestigation Ptan-plan

, or PIP. No extension to any supplementary protection certificate can be granted on the basis of pediatric studies for orphan
1ndrcatrons Orphan medicinal product desrgnatlon does not convey any advantage in, or shorten the duration of the regulatory
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ten- year market exclusivity in the EU may be reduced to six years if, at the end of the fifth year, it is estabhshed that the
product no longer meets the criteria for which it received orphan designation, including where it is shown that the product is
sufficiently profitable not to justify maintenance of market exclusivity, or where the prevalence of the condition has increased
above the threshold. Additionally granting of an authorization for another similar orphan medicinal product where another
product has market exclusivity can happen at any time: (i) the second applicant can establish that its product, although similar, is
safer, more effective or otherwise clinically superior; (ii) the applicant cannot supply enough orphan medicinal product or (iii)
where the applicant consents to a second orphan medicinal product application. In connection with IMCIVREE’ s approval, the
FDA granted us seven years of orphan drug exclusivity for setmelanotide for chronic weight management in adult and pediatric
patients 6 years of age and older with obesity due to POMC, PCSK1, or LEPR deficiency confirmed by genetic testing
demonstrating variants in POMC, PCSK1, or LEPR genes that are interpreted as pathogenic, likely pathogenic, or of uncertain
significance. The FDA also granted us seven years of orphan drug exclusivity for setmelanotide for chronic weight management
in adult and pediatric patients 6 years of age and older with monogenic or syndromic obesity due to BBS. In the EU, we
obtained ten years of market exclusivity for setmelanotide for the treatment of obesity and the control of hunger associated with
genetically confirmed loss- of- function biallelic POMC, including PCSK1, deficiency or biallelic teptinreeeptorLEPR }
deficiency in adults and children 6 years of age and above . Following the FDA’ s approval of the expanded indication for
IMCIVREE to include patients as young as 2 years of age in December 2024, we believe the FDA will review the request
we made to similarly expand the scope of the current orphan drug exclusivity for IMCIVREE, however, we cannot
estimate when or if the scope of IMCIVREE’ s orphan drug exclusivity will be expanded . We have also been granted
orphan designation for setmelanotide for the treatment of Alstrom syndrome in both the United States and the EU.
Setmelanotide has also been granted orphan designation for setmelanotide in treating Prader- Willi syndrome and acquired
hypothalamic obesity in the EU. There can be no assurance that we will be able to maintain the benefits of orphan drug
exclusivity, or that the FDA or the EC will grant orphan designations for setmelanotide for other uses. In addition, orphan drug
designation neither shortens the development time or regulatory review time of a drug nor gives the drug any advantage in the
regulatory review or approval process. Even though we have obtained orphan drug exclusivity for certain uses of setmelanotide,
such exclusivities may not effectively protect setmelanotide from competition because different drugs can be approved for the
same condition. In the United States, even after an orphan drug is approved, the FDA may subsequently approve another drug
for the same condition if the FDA concludes that the latter drug is not the same drug or is clinically superior in that it is shown
to be safer, more effective or makes a major contrrbutron to patlent care. As discussed above srmllar rules apply in the EU
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for setmelanotrde for the treatment of 0besrty associated Wrth certain defects upstream of the MC4R in the leptin melanocortin
pathway, which includes POMC deficiency obesity, LEPR deficiency obesity, Bardet- Biedl syndrome and Alstrom syndrome,
as well as hypothalamic obesity in the United States and PRIME designation in the EU for setmelanotide for the treatment
of obesity and the control of hunger associated with deficiency disorders of the MC4R pathway , the FDA may rescind the
Breakthrough Therapy designation and the EMA may withdraw the PRIME designation and we may be unable to obtain
Breakthrough Therapy designation or the PRIME designation for other uses. In addition, Breakthrough Therapy designation
by the FDA or PRIME designation by the EMA may not lead to a faster development, regulatory review or approval process,
and it-deesnotneither do they increase the likelihood that setmelanotide will receive additional marketing approvals in the
United States or additional marketing authorizations in the EU. The FDA is authorized under the FDCA to give certain product
candidates “ Breakthrough Therapy designation. ” A Breakthrough Therapy product candidate is defined as a product candidate
that is intended, alone or in combination with one or more other drugs er bielogics , to treat a serious or life - threatening disease
or condition and-, where preliminary clinical evidence indicates that such product candidate may demonstrate substantial
improvement on one or more clinically significant endpoints over existing therapies. The FDA will seek to ensure the sponsor of
Breakthrough Therapy product candidate receives intensive guidance on an efficient drug development program, intensive
involvement of senior managers and experienced staff on a proactive, collaborative and cross disciplinary review. In addition,
the FDA may consider reviewing portions of an NDA before the sponsor submits the complete application, e-a process also
known as rolling review. Product candidates designated as breakthrough therapies by the FDA may be eligible for other
expedited programs, such as priority review, provided the relevant criteria are met. Designation as Breakthrough Therapy is
within the discretion of the FDA. Accordingly, even if we believe setmelaneotide-our product candidates meets— meet the
criteria for designation as Breakthrough Therapy, the FDA may disagree. In any event, the receipt of Breakthrough Therapy
designation for a product candidate, or acceptance for one or more of the FDA” s other expedited programs, may not result in a
faster development process, review or approval compared to products considered for approval under conventional FDA
procedures and does not guarantee ultimate approval by the FDA. Regulatory standards to demonstrate safety and efficacy must
still be met. Additionally, the FDA may later decide that the product candidate no longer meets the conditions for designation
and may withdraw designation at any time or decide that the time period for FDA review or approval will not be shortened. The
PRIME (PRIority MEdicines) scheme was launched by the EMA in 2016. In the EU, innovative products that target an unmet
medical need and are expected to be of major public health interest may be eligible for a number of expedited development and
review programs, such as the PRIME scheme, which provides incentives similar to the Breakthrough Therapy designation in the
United States. PRIME is a voluntary scheme aimed at enhancing the EMA”’ s support for the development of medicines that
target unmet medical needs. It is based on increased interaction and early dialogue with companies developing promising
medicines, to optimize their product development plans and speed up their evaluation to help them reach patients earlier. The
benefits of a PRIME designation include the appointment of a rapporteur before submission of an MAA, early dialogue and



scientific advice at key development milestones, and the potential to qualify products for accelerated review earlier in the
application process. In late June 2018, setmelanotide was granted eligibility to PRIME by the Committee for Medicinal
Products for Human Use, or CHMP for the treatment of obesity and the control of hunger associated with deficiency disorders
of the MC4R receptor pathway. Acknowledging that setmelanotide targets an unmet medical need, the EMA offers enhanced
support in the development of the medicinal product through enhanced interaction and early dialogue to optimize our
development plans and speed up regulatory evaluation in the EU. As part of this designation, the EMA has provided guidance to
us concerning the development of setmelanotide. Fhe-PRIEME-designation-does-However, the EMA may later decide that
such product candldates no longer meet the condltlons for quahﬁcatlon or declde that the time period for review or
approval will not ;hewev h 0 with-be sherter-shortened orless
demanding-. Neither does the PRIME de%lgnanon guarantee that the EC will grant additional marketing authorizations for
setmelanotide. We-Product developers that benefit from PRIME designation may be eligible for accelerated assessment
(in 150 days instead of 210 days), which may be granted for medicinal products of major interest from a public health
perspective or that target an unmet medical need, but this is not gunaranteed. 72We may not be able to translate the once-
daily , subcutaneous injection formulations of setmelanotide fer-into alternate formulations, including alternate methods of
delivery for setmelanotide or alternative methods of delivery for or other product candidates that would be acceptable to
the FDA or other equivalent competent authorities in foreign jurisdictions or commercially successful. Setmelanotide is
currently administered by once- daily subcutaneous ( SC ) injection using small insulin type needles and syringes. SC injection
is generally less well received by patients than other methods of administration, such as oral administration. Considerable
additional resources and efforts, including potential studies, may be necessary in order to translate the once- daily formulation of
setmelanotide into a once- weekly formulation that may be well received by patients. 67 e-We have entered into a license
agreement with Camurus AB, or Camurus, for the use of Camurus’ drug delivery technology, FluidCrystal, to formulate once-
weekly setmelanotide. This formulation, if successfully developed for setmelanotide, and approved by the FDA and other
regulatory authorities, will be delivered subcutaneously, similar to our once- daily formulation, except that we anticipate it s
would be injected once weekly. In addition, we have initiated development of an auto- injector device designed to make
administration of our once- weekly product candidate easier and more convenient for our patients. While we have started
consultations with regulatory authorities about the potential path for approval of the once- weekly formulation, and have
initiated clinical studies of the once- weekly formulation, we cannot yet estimate the requirements for non- clinical and clinical
data, manufacturing program, time, cost, and probability of success for approval. Regulatory authorities have limited experience
evaluating Camurus’ formulations, which further complicates our understanding regarding the information that may be required
to 0bta1n approval of a once- Weekly formulat10n Whlle we belleve that thls We—feeetved—F—DA—a-ppfeva-l—ef—t-he—eﬂee—da-rly

; he-once- weekly formulation at-may
be more convenlent and less burdensome than setmelanotlde, whlch is currently approved as a later-time—While-once-
daily administration, we ptan-te-have paused develop-development the-of this once- weekly formulation in favor of
advancing RM- 718. In the event RM- 718 shows sufficiently positive efficacy and safety results . or-we plan to
discontinue develop-development of other—- the weekly new-and-useful-fornmlations— formulation of and-delivery
teehnotogy-for-sctmelanotide . Concurrently , we are engaging with applicable regulatory authorities to address the impact
of our discontinuing development of the weekly formulation of setmelanotide, which was a component of our pediatric
investigation plan, or PIP, in the EU (and the United Kingdom) and in January 2025 we submitted a request to modify
the PIP to remove elements related to the weekly formulation and we expect to receive a decision sometine in Q2 2025.
We cannot estimate the probability of success with respect to our development of additional formulations , nor the resources
and time needed to succeed. If we are unable to develop and gain approval of aﬁd—uﬁhze—t-h&eﬂee-—weekly—fem&t&aﬁeﬂ—er—te
develop-new formulations -of setmelanotide or of our other product candidates, our products may not achieve significant
market acceptance and our business, financial condition and results of operations may be materially harmed. Our approach to
treating patients with MC4R pathway deficiencies requires the identification of patients with unique genetic subtypes, for
example, POMC genetic deficiency. The FDA or other equivalent competent authorities in foreign jurisdictions could require
the clearance, approval or certification of an in vitro companion diagnostic device to ensure appropriate selection of patients as a
condition of approving setmelanotide in additional indications. The requirement that we obtain clearance, approval or
certification of an in vitro companion diagnostic device sw-would require substantial financial resources, and could delay or
prevent the receipt of additional regulatory approvals for setmelanotide, or adversely affect those approvals we have already
obtained. We have focused our development of setmelanotide as a treatment for obesity caused by certain genetic deficiencies
affecting the MC4R pathway. To date, we have employed in vitro genetic diagnostic testing to select patients for enrollment in
our clinical trials, including our clinical trials for IMCIVREE and for other potential indications for setmelanotide. If the safe
and effective use of any of our product candidates depends on an in vitro diagnostic that is not otherwise commercially available,
then the FDA may require approval or clearance of that diagnostic, known as a companion diagnostic, at the same time as, or in
connection with, the FDA approval of such product candidates. In the EU, until May 25, 2022, in vitro diagnostic medical
devices were regulated by Directive 98 / 79 / EC, or the IVDD, which has been repealed and replaced by Regulation (EU) No
2017 /746, or the IVDR. Unlike the IVDD, the IVDR is directly applicable in EU member states without the need for member
states to implement into national law. The regwlation-73regulation of companion diagnostics is now subject to further
requirements set forth in the IVDR. Heweveieeﬁ—eetebeﬁl-4-Following subsequent legislative changes , European
institutions adopted 202+the-ECpropesed-a progre%ilve ” roll- out of the IVDR to prevent dlsruptlon in the supply of in
vitro diagnostic medical devices —Fhe
2624+ The IVDR became applicable on May 26, 2022 but there is a tiered %yitem extendlng the grace per10d for many deV1ce%
(depending on their risk classification) before they have to be fully compliant with the regulation. For instance, under these




provisions, class C devices (including devices that are intended to be used as companion diagnostics) have-had until May 26,
2026 to comply with the new requirements . In June 2024, to address issues related to notified body capacity, the EC
adopted an extension of the grace period, resulting in an extended transition period until December 31, 2028 for certain
class C devices, subject to compliance with the transitional provisions . The [VDR introduces a new classification system for
companion diagnostics which are now specifically defined as diagnostic tests that support the safe and effective use of a specific
medicinal product, by identifying patients that are suitable or unsuitable for treatment. Companion diagnostics will have to
undergo a conformity assessment by a notified body. Before it can issue an EU certificate, the notified body must seck a
scientific opinion from the EMA on the suitability of the companion diagnostic to the medicinal product concerned if the
medicinal product falls exclusively within the scope of the centralized procedure for the authorization of medicines, or the
medicinal product is already authorized through the centralized procedure, or MAA for the medicinal product has been
submitted through the centralized procedure. For other substances, the notified body can seek the opinion from a national
competent autherities-authority or the EMA . These modifications may make it more difficult and costly for us to obtain
regulatory clearances or approvals or certification for our companion diagnostics or to manufacture, market or
distribute our products after clearance, approval or certification is obtained . Compliance with the new requirements may
impact our development plans for setmelanotide. 68H-If the FDA or a comparable regulatory authority requires clearance,
approval or certification of a companion diagnostic for setmelanotide, RM- 718 or EB54646-bivamelagon , any delay or failure
by us or our current and future collaborators to develop or obtain regulatory clearance or approval of, or certification of, such
tests, if necessary, could delay or prevent us from obtaining additional approvals for setmelanotide, or adversely affect the
approvals we have already obtained. For example, in November 2020, the FDA approved IMCIVREE for chronic weight
management in adult and pediatric patients 6 years of age and older with obesity due to POMC, PCSK1, or LEPR deficiencies
confirmed by genetic testing demonstrating variants in POMC, PCSK1, or LEPR genes that are interpreted as pathogenic, likely
pathogenic, or of uncertain significance. Although the FDA did not require that we obtain approval of a companion diagnostic
prior to approving the New Drug Application, or NDA, for IMCIVREE, in connection with the NDA approval we agreed as a
post- marketing commitment to conduct adequate analytical and clinical validation testing to develop and establish an in vitro
companion diagnostic device to accurately and reliably detect patients with variants in the POMC, PCSK1, and LEPR genes that
may benefit from setmelanotide therapy. In September 2020, our collaboration partner, Prevention Genetics, submitted a de
novo request seeking FDA authorization to market such an in vitro companion diagnostic device for IMCIVREE as a Class II
medical device. In January 2022, the FDA granted the de novo request for classification for the POMC / PCSK1 / LEPR CDx
Panel for market authorization as a Class II device. If the FDA or a comparable regulatory authority requires clearance,
approval or certification of a companion diagnostic when we seek additional approvals for setmelanotide, RM- 718 or EB54646
bivamelagon , any delay or failure by us or our current and future collaborators to develop or obtain regulatory clearance or
approval of, or certification of, such tests, if necessary, could delay or prevent us from obtaining such additional approvals for
setmelanotide, or adversely affect the approvals we have already obtained. We rely, and expect that we will continue to rely, on
third parties to conduct research and discovery activities and in our clinical trials forsetmelanotide; RM—8-and-E=B54640-.
If these third parties do not successfully carry out their contractual euties-obligations or meet expected deadhines-timelines , we
may not be able to advance our pre- clinical and clinical programs or obtain , on a timely basis or at all, additional
regulatory approvals for or commercialize setmetanetide; RM—78-or-our EB54646-product candidates , and our business
could be substantially harmed. We have agreements with third- party CROs to operationalize, provide monitors for and to
manage data for our research and discovery efforts (including in our CHI program) and our ongoing clinical trials. We rely
heavily on these parties for the execution of research and discovery activities and clinical trials and control only certain
aspects of their activities. As a result, we have less direct control over the start- up, conduct, timing and completion of these
activities and clinical trials, and the management of data developed through the-these activities and clinical trials than would
be the case if we were relying entirely upon our own staff. Communicating with outside parties can also be challenging,
potentially leading to mistakes as well as difficulties in coordinating activities. However, we remain responsible for the conduct
of these activities and these trials and are subject to enforcement which may include civil and criminal liabilities for any
wiolations-74violations of FDA rules and regulations and the comparable foreign regulatory provisions during the conduct of
our clinical trials. Outside parties may: ® have staffing difficulties; e fail to comply with contractual obligations; @ devote
inadequate resources to our clinical trials; ® experience regulatory compliance issues; ® undergo changes in priorities or become
financially distressed; or ® form more favorable relationships with other entities, some of which may be our competitors. These
factors, among others, may materially adversely affect the willingness or ability of third parties to conduct our research and
discovery activities and our clinical trials and may subject us to unexpected cost increases that are beyond our control.
Nevertheless, we are responsible for ensuring that all of our activities and ecach of our studies is conducted in accordance with
the applicable protocol, legal, regulatory and scientific standards, and our reliance on third parties, including CROs , does not
relieve us of our regulatory responsibilities. We and our CROs are required to comply with GCPs, which are regulations and
guidelines enforced by the FDA, the competent authorities of the EU member states and equivalent competent authorities in
foreign jurisdictions for any products in clinical development. The FDA and foreign regulatory authorities enforce these
regulations-and-GER-GCPs guidelines-through periodic inspections of clinical trial sponsors, principal investigators, and trial
sites, and IRBs. If we or our CROs fail to comply with applicable GCPs, the 69¢linteal—- clinical data generated in our clinical
trials may be deemed unreliable and the FDA or other equivalent competent authorities in foreign jurisdictions may require us to
perform additional clinical trials before approving our marketing applications , if ever . We cannot assure you that, upon
inspection, the FDA or foreign regulatory authorities will determine that any of our clinical trials eemply-have complied with

GCPs. In addition, our clinical trials must be conducted with products produced under eurrent-Good-Manufactaring Praetiees;-or

c¢GMPs and similar foreign requirements. Our failure or the failure of our CROs to comply with these regulations may require us



to repeat clinical trials, which would delay the regulatory approval process and could also subject us to enforcement action up to
and including civil and criminal penalties. If any of our relationships with these third- party CROs terminate, we may not be able
to enter into arrangements with alternative CROs. If CROs do not successfully carry out their contractual duties-er-obligations or
meet expected deadhines-timelines , if they need to be replaced or if the quality or accuracy of the clinical and other data they
obtain are compromised due to the failure to adhere to our elinteat-protocols, regulatory requirements or for other reasons, any
sueh-related activities or clinical trials may be extended, delayed or terminated, and we may not be able to obtain regulatory
approval for, or successfully commercialize a CHI therapeutic product . sctmelanotide, RM- 718 or EB54640-bivamelagon .
As a result, our financial results and the commercial prospects for setmelanotide, RM- 718 or EB54646-bivamelagon , would be
harmed, our costs could increase and our ability to generate revenue could be delayed. Risks Related to the Commercialization
of IMCIVREE and, if Approved, our FatareProduetsThe—-- Products CandidatesThe successful commercialization of
IMCIVREE and any other product candidates for which we obtain approval will depend in part on the extent to which
governmental authorities, private health insurers, and other third- party payors provide coverage and adequate reimbursement
fevels-. Failure to obtain or maintain coverage and adequate reimbursement for IMCIVREE or our other product candidates, if
any and if approved, could limit our ability to market those products and decrease our ability to generate revenue. Our ability to
successfully commercialize IMCIVREE or any other product candidates for which we obtain approval will depend in part on the
extent to which coverage and reimbursement for these product candidates and related treatments will be available from
government authorities, private health insurers and other organizations. Government autherities-7Sauthorities and third- party
payors, such as private health insurers and health maintenance organizations, decide which medications they will pay for and
establish-provide reimbursement fevels-. Increasing efforts by governmental and third- party payors in the United States and
abroad to cap or reduce healthcare costs may cause such organizations to limit both coverage and the level of reimbursement for
recently approved products, such as IMCIVREE, and, as a result, they may not cover or provide adequate payment. Even if we
show improved efficacy or improved convenience of administration, third- party payors may deny or revoke the reimbursement
status of our product candidates, if approved, or establish prices for our product candidates at levels that are too low to enable us
to realize an appropriate return on our investment. If reimbursement is not available or is available only at limited levels, we
may not be able to successfully commercialize IMCIVREE or other product candidates, and may not be able to obtain a
satisfactory financial return. Further, as we continue to grow as an organization, previously- established prices may no longer be
sufficient and could create additional pricing pressure for us. No uniform policy for coverage and reimbursement for products
exist among third- party payors in the United States. Therefore, coverage and reimbursement for products can differ
significantly from payor to payor. As a result, the coverage determination process is often a time- consuming and costly process
that may require us to provide scientific and clinical support for the use of IMCIVREE to each payor separately, with no
assurance that coverage and adequate reimbursement will be applied consistently or obtained in the first instance or that step
edits or other conditions on reimbursement will not be imposed . Furthermore, rules and regulations regarding
reimbursement change frequently, in some cases on short notice, and we believe that changes in these rules and regulations are
likely. In some foreign countries, particularly in Canada, GreatBritain-the United Kingdom and in the EU member states, the
pricing and reimbursement of prescription only medicinal products is subject to strict governmental control which varies widely
between countries. In these countries, pricing negotiations with governmental authorities can take six to twelve months or longer
after the receipt of regulatory approval and product launch. To obtain favorable reimbursement for the indications sought or
pricing approval in some countries, we may be required to conduct a clinical trial that compares the cost effectiveness of
IMCIVREE with other available therapies. If reimbursement for IMCIVREE is unavailable in any country #8isrin which we
seek reimbursement, if it is limited in scope or amount, if it is conditioned upon our completion of additional clinical trials or if
pricing is set at unsatisfactory levels, our operating results could be materially adversely affected. In the EU, in particular, each
EU member state can restrict the range of medicinal products for which its national health insurance system provides
reimbursement and can control the prices of medicinal products for human use marketed in its territory. As a result, following
receipt of marketing authorization in an EU member state, through any application route, an applicant is required to engage in
pricing discussions and negotiations with the competent pricing authority in the individual EU member states. Some EU member
states operate positive and negative list systems under which products may only be marketed once a reimbursement price has
been agreed upon. Other EU member states approve a specific price for the medicinal product or may instead adopt a system of
direct or indirect controls on the profitability of the company placing the medicinal product on the market. The downward
pressure on healthcare costs in general, particularly prescription drugs, has become more intense. As a result, increasingly high
barriers are being erected to the entry of new products. In addition, we may face competition for IMCIVREE from lower priced
products in foreign countries that have placed price controls on pharmaceutical products. Health Technology Assessment, or
HTA, of medicinal products, however, is becoming an increasingly common part of the pricing and reimbursement procedures
in Canada, the United Kingdom and some EU member states, including France, Germany, Italy, Spain, the Netherlands,
Belgium, Norway and Sweden. HTA is the procedure according to which the assessment of the public health impact,
therapeutic impact and the economic and societal impact of use of a given medicinal product in the national healthcare systems
of the individual country is conducted. HTA generally focuses on the clinical efficacy and effectiveness, safety, cost, and cost
effectiveness of individual medicinal products as well as their potential implications for the healthcare system. Those elements
of medicinal products are compared with other treatment options available on the market. The outcome of HTA regarding
specific medicinal products will often influence the pricing and reimbursement status granted to these medicinal products by the
competent authorities efindividaal-BH-memberstates-. The extent to which pricing and reimbursement decisions are influenced
by the HTA of the specific medicinal product varies betweenrEH-member-states-. [n addition , in the EU , pursuant to Directive
2011 /24 /EU on the application of patients’ rights in cross border healthcare, a voluntary network of national authorities or
bodies responsible for HTA in the individual EU member states was established. The parpese-76purpose of the network is to



facilitate and support the exchange of scientific information concerning HTAs. This may lead to harmonization of the criteria
taken into account in the conduct of HTAs between EU member states and in pricing and reimbursement decisions and may
negatively affect price in at least some EU member states. On December 13, 2021, Regulation No 2021 /2282 on HTA,
amending Directive 2011 /24 / EU, was adopted. The White-the-Regulation entered into force in January 2022 and has been

applicable since it-witlonly-beginto-apply-from-January 2025 enwards-, with preparatory-and-implementation—related-steps-to
take-plaee-in-the-interim—Onee-applieablett-witthave-a-phased implementation depending-based on the eoneerned-type of

product, i. e. oncology and advanced therapy medicinal products as of 2025, orphan medicinal products as of 2028, and
all other medicinal products by 2030 . This Regulation intends to boost cooperation among EU member states in assessing
health technologies, including new medicinal products, and provide the basis for cooperation at the EU level for joint clinical
assessments in these areas. It will permit EU member states to use common HTA tools, methodologies, and procedures across
the EU, working together in four main areas, including joint clinical assessment of the innovative health technologies with the
highest potential impact for patients, joint scientific consultations whereby developers can seek advice from HTA authorities,
identification of emerging health technologies to identify promising technologies early, and continuing voluntary cooperation in
other areas. Individual EU member states will continue to be responsible for assessing non- clinical (e. g., economic, social,
ethical) aspects of health technology, and making decisions on pricing and reimbursement. If we are unable to establish ,
maintain or expand our sales and-, marketing and distribution capabilities or enter into agreements with third parties to
market and, sell , and distribute IMCIVREE, we may not be able to generate any-revenue. In order to market IMCIVREE, we
must continue to build our sales, marketing , distribution , managerial and other non- technical capabilities or make
arrangements with third parties to perform these services. Although we have received FDA and Health Canada approval, and EC
and MHRA marketing authorization for certain indications, we are early in our commercialization efforts and-havenot-yet
established-a-full—seate-eommeretabinfrastrueture-. Therefore, you should not compare us to commercial- stage biotechnology
companies, and you should not expect that we will generate substantial revenues or become profitable in the near term. If we are
unable to establish adeguate-, maintain or expand our sales, marketing , market access, named patient sales, patient
services, reimbursement and distribution Zeapabitities—- capabilities , whether independently or with third parties, or if we
are unable to do so on commercially reasonable terms, our business, results of operations, financial condition and prospects
would be materially adversely affected. We may never receive regulatory approval to market setmelanotide outside of the
United States, Canada, the European Union and GreatBritainthe United Kingdom . We intend to seek marketing
authorizations in various countries worldwide. In order to market any product outside of the United States, Canada, the EU or
GreatBritain-the United Kingdom , we must establish and comply with the numerous and varying safety, efficacy and other
regulatory requirements of other countries. Marketing authorization procedures vary among countries and can involve additional
setmelanotide testing and additional administrative review periods. The time required to obtain marketing authorization in other
countries might differ from that required to obtain FDA approval or marketing authorization from the EC or the MHRA. The
marketing authorization processes in other countries may implicate all of the risks detailed above regarding FDA approval in the
United States as well as other risks. In particular, in many countries outside of the United States and Europe, products must
receive pricing and reimbursement approval before the product can be commercialized. Obtaining this approval can result in
substantial delays in bringing products to market in such countries. Grant of marketing authorization in one country does not
ensure grant of marketing authorization in another country, but a failure or delay in obtaining marketing authorization in one
country may have a negative effect on the regulatory process or commercial activities in others. Failure to obtain marketing
authorization in other countries or any delay or other setback in obtaining such authorizations would impair our ability to market
setmelanotide in such foreign markets. Any such impairment would reduce the size of our potential market share and could have
a material adverse impact on our business, results of operations and prospects. We may not achieve or maintain market
acceptance for IMCIVREE, which would limit the revenue that we generate from the sale of IMCIVREE. The commercial
success of IMCIVREE will also depend upon the awareness and acceptance of IMCIVREE within the medical community,
including physicians, patients and third- party payors. If IMCIVREE does not achieve or 77maintain an adequate level of
acceptance by patients, physicians and third- party payors, we may not generate sufficient revenue to become or remain
profitable. Before granting reimbursement approval, third- party payors may require us to demonstrate that, in addition to
treating obesity caused by certain genetic deficiencies affecting the MC4R pathway, IMCIVREE also provides incremental
health benefits to patients. Our efforts to educate the medical community and third- party payors about the benefits of
IMCIVREE may require significant resources and may never be successful. All of these challenges may impact our ability to
ever successfully market and sell IMCIVREE. Market acceptance of IMCIVREE will depend on a number of factors, including,
among others: o the ability of IMCIVREE to provide chronic weight management in patients with obesity caused by certain
genetic deficiencies affecting the MC4R pathway and, if required by any competent authority in connection with the approval
for these indications, to provide patients with incremental health benefits, as compared with other available treatments,
therapies, devices or surgeries; ® the complexities of clinical diagnosis and / or genetic testing, as needed, for certain of
IMCIVREE’ s indications, including obtaining and interpreting clinical or genetic results that support patient treatment with
IMCIVREE,; e the relative convenience and ease of SC injections as the necessary method of administration of IMCIVREE,
including as compared with other treatments for patients with obesity; ® the prevalence and severity of any adverse side effects
associated with IMCIVREE; e limitations or warnings contained in the labeling approved for IMCIVREE by the FDA or the
specific obligations imposed as a condition for marketing authorization imposed by other equivalent competent authorities in
foreign jurisdictions, particularly by the EC; #2-e availability of alternative treatments, including a number of obesity therapies
already approved or expected to be commercially launched in the near future; ® our ability to increase awareness of these
diseases among our target populations through marketing and other cross- functional efforts; e the size of the target patient
population, and the willingness of the target patient population to try new therapies and of physicians to prescribe these



therapies; ® the ability of IMCIVREE to treat the maximum range of pediatric patients, and any limitations on its indications for
use; o the strength of marketing and distribution support and timing of market introduction of competitive products; ® publicity
concerning IMCIVREE or competing products and treatments; ® pricing and cost effectiveness; ® the effectiveness of our sales
and marketing strategies and +-e-our ability to increase awareness of IMCIVREE through marketing efforts; ® our ability to
obtain sufficient third- party coverage or reimbursement; 78 e the willingness of patients to pay out- of- pocket in the absence
of third- party coverage (including in the case of named patient sales, which can be a costly and uncertain source of
revenues) and the willingness of healthcare providers to obtain reimbursement, which can be challenging and may factor
into their decision to prescribe IMCIVREE ; and e the likelihood that competent authorities in foreign jurisdictions may
require development of a REMS or other specific obligations as a condition of approval or post- approval, may not agree with
our proposed REMS or other specific obligations, or may impose additional requirements that limit the promotion, advertising,
distribution or sales of IMCIVREE. Our industry is intensely competitive. If we are not able to compete effectively against
current and future competitors, we may not be able to generate revenue from the sale of IMCIVREE, our business will not grow
and our financial condition and operations will suffer. The biotechnology and pharmaceutical industries are intensely
competitive and subject to rapid and significant technological change. We have competitors in a number of jurisdictions, many
of which have substantially greater name recognition, commercial infrastructures and financial, technical and personnel
resources than we have. Established competitors may invest heavily to quickly discover and develop compounds and generate
data that could, even absent regulatory approvals, establish a perception of efficacy in our targeted patient population,
which could make IMCIVREE appear obsolete or uneconomical. Any new product that competes with an approved product
may need to demonstrate compelling advantages in efficacy, convenience, tolerability and safety to be commercially successful.
In addition, payors may require that patients try other medications known as step therapy or a “ step- edit, ” including
medications approved for treatment of general obesity, before receiving reimbursement for IMCIVREE. Other competitive
factors, including generic competition, could force us to lower prices or could result in reduced sales. In addition, new products
developed by others could emerge as competitors to IMCIVREE and our other product candidates. If we are not able to compete
effectively against our current and future competitors, our business will not grow and our financial condition and operations will
suffer. Currently, IMCIVREE is the only treatment approved treatmentfor-providing-ehronte-to reduce excess body weight
management-and maintain weight reduction long term in patients with obesity due to BBS or POMC, PCSK1 or LEPR
deficiencies, and there are no comparable treatments approved treatments-for ehronte-weight-managementinpatients with
deftetenetes-with deficiencies due to a variant in one of the two alleles in the POMC, PCSK1, or LEPR genes (HET obesity),
SRCI1 deficiency obesity, SH2B1 deficiency obesity, MC4R deficiency obesity, and hypothalamic obesity. Bariatric surgery is
often not a-goed-considered an appropriate treatment option for these genetic diseases of obesity because the severe obesity
and hyperphagia associated with these diseases are considered to be risk factors for poor eutcomes with bariatric surgery. Also,
Flexisting—- existing therapies indicated for general obesity, including glucagon- like peptide- 1 (GLP- 1) receptor agonists,
sueh—as—Wege&*y—@—and glucose dependent 1nsu11n0tr0plc polypeptlde (GIP) and glucagon- like peptide- 1 (GLP- 1) agonists,

t t g o sttys-do not specifically restore function impaired by genetic
deﬁc1en01es in the MC4R pathway, Wthh we beheve is the root cause of hyperphagia and obesity in patients with MC4R

genetic variants. At present Based-onsearehtrestltsfrontr-ClintealTrials—gov-, we arc unaware—- aware of multiple ongoing
research and development programs any-eompetitive-produetsinrtherapentie-elinteal-studies-for the-general obesity and
hyperphagta-eaused-by-upstream-with various new mechanisms of action including some MC4R agonists pathway

defietenetes-. New competitors may emerge which could limit our business opportunity in the future. We face potential product
liability exposure, and, if claims are brought against us, we may incur substantial liability. The use of setmelanotide, RM- 718,
and £EB54640-bivamelagon in clinical trials and the sale of IMCIVREE exposes us to the risk of product liability claims.
Product liability claims might be brought against us by patients, healthcare providers or others selling or otherwise coming into
contact with IMCIVREE. For example, we may be sued if any product we develop allegedly causes injury or is found to be
otherwise unsuitable during product testing, manufacturing, marketing or sale. Any such product liability claims may include
allegations of defects in manufacturing, defects in design or a failure to warn of dangers inherent in the product, including as a
result of interactions with alcohol or other drugs, negligence, strict liability and a breach of warranties. Claims could also be
asserted under state consumer protection laws and any equivalent laws in foreign countries. If we become subject to product
liability claims and cannot successfully defend eurselves-79ourselves against them, we could incur substantial liabilities. In
addition, regardless of merit or eventual outcome, product liability claims may result in, among other things: ® withdrawal of
patients from our clinical trials; @ substantial monetary awards to patients or other claimants; ® decreased demand for
IMCIVREE or any future product candidates following marketing approval, if obtained; ® damage to our reputation and
exposure to adverse publicity; e litigation costs; @ distraction of management’ s attention from our primary business; ® loss of
revenue; and e the inability to successfully commercialize IMCIVREE or any future product candidates, if approved. We
maintain product liability insurance coverage for our clinical trials and commercial product with a $ 46-20 . 0 million annual
aggregate coverage limit. Our insurance coverage may be insufficient to reimburse us for any expenses or losses we may suffer.
Moreover, in the future, we may not be able to maintain insurance coverage at a reasonable cost or in sufficient amounts to
protect us against losses, including if insurance coverage becomes increasingly expensive. Large judgments have been awarded
in class action lawsuits based on drugs that had unanticipated side effects. The cost of any product liability litigation or other
proceedings, even if resolved in our favor, could be substantial, particularly in light of the size of our business and financial
resources. A product liability claim or series of claims brought against us could cause our stock price to decline and, if we are
unsuccessful in defending such a claim or claims and the resulting judgments exceed our insurance coverage, our financial
condition, business and prospects could be materially adversely affected. 74We-We rely completely on third- party suppliers to
manufacture our clinical and commercial drug supplies of setmelanotide, RM- 718, and £EB54646-bivamelagon , and we intend




to rely on third parties to produce preclinical, clinical and commercial supplies of any future product candidate. We do not
currently have, nor do we plan to acquire, the infrastructure or capability to manufacture our clinical and commercial drug
supply internally for setmelanotide, RM- 718, bivamelagon, or any future product candidates, for use in the conduct of our
preclinical studies and clinical trials, and we lack the internal resources and the capability to manufacture any product candidate
on a clinical or commercial scale. The facilities used by our contract manufacturing organizations, or CMOs, to manufacture the
active pharmaceutical ingredient, or API, and final drug product must pass-successfully complete inspection by the FDA and
other equivalent competent authorities in foreign jurisdictions pursuant to inspections that have been and will be conducted
following submission of ear-NDAs , NDA supplements or refevant-comparable foreign regulatory submissterrsubmissions to
the other equivalent competent authorities in foreign jurisdictions. Our failure or the failure of our CMOs to pass-successfully
complete any potential preapproval inspeetior-inspections of the manufacturing facilities of setmelanotide, RM- 718, and
EB54646-bivamelagon could delay the regulatory approval process. In addition, our clinical trials must be conducted with
products produced anderin accordance with GMP and similar foreign regulations. Our failure or the failure of our CROs or
CMOs to comply with these regulations may require us to repeat clinical trials, which would delay the regulatory approval
process and could also subject us to enforcement action, including civil and criminal penalties. When we import any drugs or
drug substances, we would be subject to FDA, United States Department of Agriculture, and U. S. Bureau of Customs and
Border Patrol import regulation requirements. Such enforcement for our failure or our CROs or CMOs’ failure to comply with
these regulations could result in import delays, detention of products, and, depending on criteria such as the history of violative
activities, the FDA could place a foreign firm or certain drug substances or products on Import Alert and require that all such
drug substances or products be subject to detention without physical examination whieh-80which could significantly impact the
global supply chain for setmelanotide, RM- 718, and EB54646-bivamelagon . With the exception of those on the FDA’ s drug
shortage list or properly imported by individuals, the FDCA prohibits the importation of prescription drug products for
commercial use if they were manufactured in a foreign country, unless they have been approved or are otherwise authorized to
be marketed in the United States and are labeled accordingly. We currently contract with third parties for the manufacture of
setmelanotide, RM- 718, and £EB54646-bivamelagon and intend to continue to do so in the future. We have entered into process
development and manufacturing service agreements with our CMOs, Corden Pharma Switzerland, LLC, or Corden, (formerly
Peptisyntha SA prior to its acquisition by Corden), and Neuland Laboratories for certain process development and
manufacturing services for regulatory starting materials and / or raw materials in connection with the manufacture of
setmelanotide. We have entered into long- term commercial supply agreements with PolyPeptide Group and ReetpharmMeonts
Astrea MONTS S. A. S. for manufacturing of drug substance and drug product for IMCIVREE. Under our agreements, we pay
these third parties for services in accordance with the terms of mutually agreed upon work orders, which we may enter into from
time to time. We may need to engage additional third- party suppliers to manufacture our clinical and / or commercial (subject to
approval) drug supplies. We also have engaged other third parties to assist in, among other things, distribution, post- approval
safety reporting and pharmacovigilance activities. We cannot be certain that we can engage third- party suppliers on terms as
favorable as those that are currently in place. We do not perform the manufacturing of any drug products and are completely
dependent on our CMOs to comply with GMPs and similar foreign requirements for manufacture of both drug substance, or API
and finished drug product. We recognize that we are ultimately responsible for ensuring that our drug substances and finished
drug product are manufactured in accordance with GMPs and similar foreign requirements, and, therefore, the company’ s
management practices and oversight, including routine auditing, are critical. If our CMOs cannot successfully manufacture
material that conforms to our specifications and the strict regulatory requirements of the FDA or other equivalent competent
authorities in foreign jurisdictions, they may be subject to administrative and judicial enforcement for non- compliance and the
drug products would be deemed misbranded or adulterated and prohibited from distribution into interstate commerce.
Furthermore, all of our CMOs are engaged with other companies to supply and / or manufacture materials or products for such
companies, which exposes our manufacturers to regulatory risks for the production of such materials and products. As a result,
failure to satisfy the regulatory requirements for the production of those other company materials and products may affect the
regulatory clearance of our CMOs’ facilities generally. In addition, satisfying the regulatory requirements for production of
setmelanotide, RM- 718, and EB54646-bivamelagon with multiple suppliers, while assuring more robust drug availability in the
future, adds additional complexity and risk to regulatory approval. If the FDA or another equivalent competent foreign
regulatory agency does not approve these facilities for the manufacture of setmelanotide, RM- 718, and 75EB54646
bivamelagon or if it withdraws its approval in the future, we may need to find alternative manufacturing facilities, which would
adversely impact our ability to develop, obtain regulatory approval for or market setmelanotide, RM- 718, or EB54646
bivamelagon . We-Our CMOs are manufacturing finished drug product for use in our upcoming or ongoing clinical trials and
for commercial supply. We believe we currently have a sufficient amount of finished setmelanotide, RM- 718, EB54640
bivamelagon , and placebo to complete our ongoing and planned clinical trials, and for commercial IMCIVREE supply.
However, these projections could change based on delays encountered with manufacturing activities, equipment scheduling and
material lead times. Any such delays in the manufacturing of finished drug product could delay our planned clinical trials of
setmelanotide, RM- 718, and £B546406-bivamelagon , and our commercial IMCIVREE supply, which could delay, prevent or
limit our ability to generate revenue and continue our business. We do not have long term supply agreements in place with all of
our contractors involved with the manufacturing of our weekly formulation of setmelanotide and-, RM- 718, and £EB54646
bivamelagon . We currently place individual batch or campaign orders with the CMOs / suppliers that are individually
contracted under existing master services and quality agreements for the weekly formulation of setmelanotide, RM- 718, and
EB54646-bivamelagon . If we engage new contractors, such contractors must be approved by the FDA and other equivalent
competent authorities in foreign jurisdictions. We will need to submit information to the FDA and other equivalent competent
authorities in foreign jurisdictions describing the manufacturing changes. If manufacturing changes occur post- approval, the



FDA and foreign regulatory authorities may have to approve these changes. We plan to continue to rely upon CMOs and,
potentially, collaboration partners to manufacture commercial quantities of setmelanotide, RM- 718, and EB54648
bivamelagon, if approved . Our current scale of manufacturing appears adequate te-81te support all of our current needs for
clinical trial and initial commercial supplies for setmelanotide, RM- 718, and £B54646-bivamelagon, if approved . Going
forward, we may need to identify additional CMOs or partners to produce setmelanotide, RM- 718, and £EB54646-bivamelagon
on a larger scale. In light of our election to terminate the exclusive license agreement with RareStone Group Ltd., or RareStone,
the development of setmelanotide in certain indications and commercialization of IMCIVREE in certain markets could be
delayed or terminated and our business could be adversely affected. In December 2021, we entered into an Exclusive License
Agreement with RareStone, or the RareStone License. Pursuant to the RareStone License, we granted to RareStone an
exclusive, sublicensable, royalty- bearing license under certain patent rights and know- how to develop, manufacture,
commercialize and otherwise exploit any pharmaceutical product that contains setmelanotide in the diagnosis, treatment or
prevention of conditions and diseases in humans in China, including mainland China, Hong Kong and Macao. RareStone has a
right of first negotiation in the event that we -t-he—Geﬁapaﬂy—eheeses— choose to grant a hcense to develop or commermahze the
licensed product in Talwan - d

ﬁpﬁmﬁ-liy—eeﬁnﬁereta-h-zeﬁe&ne}aﬂeﬁde— On October 28 2022 we dellvered a wrltten notice to RareStone that we have
terminated the RareStone License for cause (the “ October 2022 Notice ) . In accordance with the Qctober 2022 notiee

Notice , we maintain that RareStone has materially breached its obligations under the RareStone License to fund, perform or
seek certain key clinical studies and waivers, including with respect to our the-Cempany>s-global EMANATE trial, among
other obligations. On December 21, 2022, RareStone provided us written notice te-the-Company-that it objects to the claims in
our October 28;-2022 netiee-Notice , including our the-Cempany—s-termination of the RareStone License for cause. On March
16, 2023, we provided written notice to RareStone (the * March 2023 Notice ) reaffirming our position that RareStone has
materially breached its obligations under the RareStone License and that we have terminated the RareStone License for cause,
and also requested documentation supporting RareStone’ s purported dispute notice objecting to the claims in the Qctober 2022
Notice. On May 10, 2023, RareStone provided us written notice te-the-Cempanyreaffirming its objections to the claims in our
October 28;-2022 netiee-Notice and March +6-, 2023 notiee-Notice , including our te-the-Cempany—s-termination of the
RareStone License for cause. On November 29, 2023, RareStone wrote to us seeking to negotiate and execute a commercial
F6supply—- supply agreement as contemplated under the Exclusive License Agreement, and on January 19, 2024, we responded
in writing again reaffirming our position that RareStone has materially breached its obligations under the RareStone License and
that we have terminated the RareStone License for cause . Since our last written response in January 2024, we have engaged
in discussions with RareStone in an effort to reach a resolution, however, we cannot predict whether a resolution will
ever be reached . There can be no assurance that we will be able to negotiate an appropriate cure to the alleged material
breaches, which we believe are incurable, and, if required, we expect to seek appropriate relief under the terms of the RareStone
License. Termination of, or any possible litigation focused on, the RareStone License could cause significant delays in our
product development and commercialization efforts for setmelanotide and could prevent us from commercializing IMCIVREE
in the markets covered by the RareStone License without first expanding our internal capabilities or entering into another
agreement with a third party. Any alternative collaboration or license could also be on less favorable terms to us. In addition,
under the agreement, RareStone agreed to provide funding for certain clinical development activities. To date, no such funding
has been provided. If the agreement were terminated, however, we may need to refund any such potential payments and seek
additional funding to support the research and development of setmelanotide or discontinue any research and development
activities for setmelanotide in China, including mainland China, Hong Kong and Macao, which could have a material adverse
effect on our business. Risks Related to Our Intellectual Property RightsIf we are unable to adequately protect our proprietary
technology or maintain issued patents directed that-are-suffietent-to preteetsctmelanotide, RM- 718, and EB54640
bivamelagon . others could compete against us sooner more-direetly—, which weutd-could have a material adverse impact on
our business, results of operations, financial condition and prospects. Our commercial success will depend in part on our success
in obtaining and maintaining issued patents and other intellectual property rights in the United States and elsewhere and
protecting our proprietary technology. If we do not adequately protect our intellectual property and proprietary technology,
competitors may be able to use our technologies and-82and erode or negate any competitive advantage we may have, which
could harm our business and ability to achieve profitability. We cannot provide any assurances that any of our patents have, or
that any of our pending patent applications that mature into issued patents will include, claims with a scope sufficient to protect
setmelanotide, RM- 718, and £B54640-bivamelagon. In addition, our CHI program intellectual property may not have the
scientific value and commercial potential which we envision . Other parties have developed technologies that may be related
or competitive to our approach, and may have filed or may file patent applications and may have received or may receive patents
that may overlap with our patent applications, either by claiming the same methods or formulations or by claiming subject
matter that could dominate our patent pesitier-positions . The patent positions of biotechnology and pharmaceutical companies,
including our patent pesitien-positions , involve complex legal and factual questions, and, therefore, the issuance, scope, validity
and enforceability of any patent claims that we may obtain cannot be predicted with certainty. Although an issued patent is
presumed valid and enforceable, its issuance is not conclusive as to its validity or its enforceability and such patent may not
provide us with adequate proprietary protection or competitive advantages against competitors with similar products. Patents, if
issued, may be challenged, deemed unenforceable, invalidated or circumvented. U. S. patents and patent applications or the



patents and patent application obtained or submitted pursuant to comparable foreign laws, may also be subject to interference
proceedings, ex parte reexamination, inter partes review proceedings, post- grant review proceedings, supplemental examination
and challenges in court. Patents may be subjected to opposition or comparable proceedings lodged in various foreign, both
national and regional, patent offices. These proceedings could result in either loss of the patent or denial of the patent
application or loss or reduction in the scope of one or more of the claims of the patent or patent application. In addition, such
proceedings may be costly. Thus, any patents that we may own or exclusively license may not provide any protection against
competitors. Furthermore, an adverse decision in an interference proceeding can result in a third party receiving the patent right
sought by us, which in turn could affect our ability to develop, market or otherwise commercialize setmelanotide , RM- 718, or
bivamelagon . Competitors may also be able to design around our patents. Other parties may develop and obtain patent
protection for more effective technologies, designs or methods. The laws of some foreign countries de-may not protect our
proprietary rights to the same extent as the laws of the United States, and we may encounter significant problems in protecting
our FFpreprietary—- proprietary rights in these countries. If these developments were to occur, they could have a material
adverse effect on our sales. In addition, proceedings to enforce or defend our patents could put our patents at risk of being
invalidated, held unenforceable or interpreted narrowly. Such proceedings could also provoke third parties to assert claims
against us, including that some or all of the claims in one or more of our patents are invalid or otherwise unenforceable. If any of
our patents covering setmelanotide , RM- 718, or bivamelagon are invalidated or found unenforceable, our financial position
and results of operations would be materially and adversely impacted. In addition, if a court found that valid, enforceable patents
held by third parties covered setmelanotide, RM- 718, or bivamelagon, our financial position and results of operations would
also be materially and adversely impacted. The degree of future protection for our proprietary rights is uncertain, and we cannot
ensure that: @ any of our patents, or any of our pending patent applications, if issued, will include claims having a scope
sufficient to protect setmelanotide , RM- 718, or bivamelagon ; e any of our pending patent applications will issue as patents; ®
we will be able to successfully commercialize IMCIVREE or our other product candidates before our relevant patents expire; ®
we were the first to make the inventions covered by each of our patents and pending patent applications; ® we were the first to
file patent applications for these inventions; 83 e others will not develop similar or alternative technologies that do not infringe
our patents; e any of our patents will be found to ultimately be valid and enforceable; ® any patents issued to us will provide a
basis for an exclusive market for our commercially viable products, will provide us with any competitive advantages or will not
be challenged by third parties; ® we will develop additional proprietary technologies or product candidates that are separately
patentable; or ® our commercial activities or products will not infringe upon the patents of others. We rely upon unpatented
trade secrets, unpatented know- how , and continuing technological innovation to develop and maintain our competitive pesition
positions , which we seek to protect, in part, by confidentiality agreements with employees, consultants, collaborators and
vendors. We also have agreements with employees and selected consultants that obligate them to assign their inventions to us. It
is possible that technology relevant to our business will be independently developed by a person who is not a party to such an
agreement. We may not be able to prevent the unauthorized disclosure or use of our technical knowledge or trade secrets by
consultants, collaborators, vendors, 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 through such breaches or violations. Further, our trade secrets could otherwise
become known or be independently discovered by our competitors. We may be involved in lawsuits to protect or enforce our
patents or the patents of our licensors, which could be expensive, time consuming and unsuccessful. Competitors may infringe
our patents or the patents of our licensors. To counter infringement or unauthorized use, we may be required to file infringement
claims, which can be expensive and time consuming and divert the attention of our management and key personnel from our
business operations. Even if we prevail in any lawsuits that we initiate, the damages or other remedies awarded may not be
commercially meaningful. In addition, in an infringement proceeding, #8a-a court may decide that a patent of ours or our
licensors is not valid, is unenforceable and / or is not infringed, or may refuse to stop the other party from using the technology
at issue on the grounds that our patents do not cover the technology in question. An adverse result in any litigation or defense
proceedings could put one or more of our patents at risk of being invalidated or interpreted narrowly and could put our patent
applications at risk of not issuing. Interference proceedings provoked by third parties or brought by us may be necessary to
determine the priority of inventions with respect to our patents or patent applications or those of our licensors. An unfavorable
outcome could require us to cease using the related technology or to attempt to license rights to it from the prevailing party. Our
business could be harmed if the prevailing party does not offer us a license on commercially reasonable terms. Our defense of
litigation or interference proceedings may fail and, even if successful, may result in substantial costs and distract our
management and other employees. We may not be able to prevent, alone or with our licensors, misappropriation of our
intellectual property rights, particularly in countries where the laws may not protect those rights as fully as in the United States.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there is
arisk that some of our confidential information could be compromised by disclosure during this type of litigation. There could
also be public announcements of the results of hearings, motions or other interim proceedings or developments. If securities
analysts or investors perceive these results to be negative, it could have a material adverse effect on the price of our common
stock. We-84We may infringe the intellectual property rights of others, which may prevent or delay our product development
efforts and stop us from commercializing or increase the costs of commercializing IMCIVREE or our other product candidates.
Our success will depend in part on our ability to operate without infringing the intellectual property and proprietary rights of
third parties. We cannot assure you that our business, products and methods do not or will not infringe the patents or other
intellectual property rights of third parties. For example, numerous third- party U. S. and non - U. S. patents and pending
applications exist that cover melanocortin receptor analogs and methods of using these analogs. The pharmaceutical industry is
characterized by extensive litigation regarding patents and other intellectual property rights. Other parties may allege that



setmelanotide , RM- 718, or bivamelagon or the use of our technologies infringes patent claims or other intellectual property
rights held by them or that we are employing their proprietary technology without authorization. Patent and other types of
intellectual property litigation can involve complex factual and legal questions, and their outcome is uncertain. Any claim
relating to intellectual property infringement that is successfully asserted against us may require us to pay substantial damages,
including treble damages and attorney’ s fees if we are found to be willfully infringing another party’ s patents, for past use of
the asserted intellectual property and royalties and other consideration going forward if we are forced or choose to take a license.
In addition, if any such claim were successfully asserted against us and we could not obtain such a license, we may be forced to
stop or delay developing, manufacturing, selling or otherwise commercializing IMCIVREE or our other product candidates. If
we are unable to avoid infringing the patent rights of others, we may be required to seek a license, defend an infringement action
or challenge the validity of the patents in court, or redesign our products. Patent litigation is costly and time consuming. We may
not have sufficient resources to bring these actions to a successful conclusion. In addition, in order to avoid infringing the
intellectual property rights of third parties and any resulting intellectual property litigation or claims, we could be forced to do
one or more of the following, which may not be possible and, even if possible, could be costly and time - consuming: ® cease
development of setmelanotide and commercialization of IMCIVREE or our other product candidates; ® pay substantial damages
for past use of the asserted intellectual property; 79-e obtain a license from the holder of the asserted intellectual property,
which license may not be available on reasonable terms, if at all; and e in the case of trademark claims, rename setmelanotide
and / or its trade name IMCIVREE. Any of these risks coming to fruition could have a material adverse effect on our business,
results of operations, financial condition and prospects. We may be subject to claims challenging the inventorship or ownership
of our patents and other intellectual property. We may also be subject to claims that former employees, collaborators or other
third parties have an inventorship or ownership interest in our patents or other intellectual property. Litigation may be
necessary to defend against these and other claims challenging inventorship or ownership. 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, such intellectual property. Such an outcome could have a material adverse effect on our business. Even if we
are successful in defending against such claims, litigation could result in substantial costs and be a distraction to management
and other employees. Issued-8SIssued patents covering setmelanotide or our other product candidates could be found invalid or
unenforceable if challenged in court. If we or one of our licensing partners threatened or initiated legal proceedings against a
third party to enforce a patent covering setmelanotide or one of our other product candidates , the defendant could claim that
the patent covering setmelanotide or esrthe other product candidates are invalid and / or unenforceable. In patent litigation in
the United States, defendant counterclaims alleging invalidity and / or unenforceability are commonplace. Grounds for a
validity challenge include alleged failures to meet any one of several statutory requirements, including novelty, non- obviousness
and enablement. Grounds for unenforceability assertions include allegations that someone connected with prosecution of the
patent withheld material information from the U. S. PTO, or made a misleading statement, during patent prosecution. Third
parties may also raise similar claims before administrative bodies in the United States or abroad, even outside the context of
litigation. Such mechanisms include re- examination, inter partes review, post grant review and equivalent proceedings in
foreign jurisdictions, for example, opposition proceedings. Such proceedings could result in revocation or amendment of our
patents in such a way that they no longer cover setmelanotide , our other product candidates, or competitive products. The
outcome following legal assertions of invalidity and / or unenforceability is unpredictable. With respect to validity, for example,
we cannot be certain that there is no invalidating prior art, of which we and the patent examiner were unaware during
prosecution. If a defendant were to prevail on a legal assertion of invalidity and / or unenforceability, we would lose at least part,
and perhaps all, of the patent protection on setmelanotide or our other product candidates . Such a loss of patent protection
would have a material adverse impact on our business. We do not seek to protect our intellectual property rights in all
jurisdictions throughout the world and we may not be able to adequately enforce our intellectual property rights even in the
jurisdictions where we seek protection. Filing, prosecuting and defending patents on setmelanotide and our other product
candidates in all countries and jurisdictions throughout the world would be prohibitively expensive, and our intellectual
property rights in some countries outside the United States could be less extensive than those in the United States. In addition,
the laws of some foreign countries do not protect intellectual property rights to the same extent as federal and state laws in the
United States. Consequently, we may not be able to prevent third parties from practicing our inventions in all countries outside
the United States, or from selling or importing products made using our inventions in and into the United States or other
jurisdictions. Competitors may use our technologies in jurisdictions where we have not obtained patent protection to develop
their own products and further, may export otherwise infringing products to territories where we have patent protection, but
enforcement is not as strong as that in the United States. These products may compete with our product and our patents or other
intellectual property rights may not be effective or sufficient to prevent them from competing. Many companies have
encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal
systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents and other
intellectual property protection, particularly those relating to biopharmaceuticals, which could make it difficult for us to stop the
infringement of our patents or marketing of competing products in violation of 86eut—-- our proprietary rights generally. For
example, an April 28472024 report from the Office of the United States Trade Representative identified a number of countries,
including India and China, where challenges to the procurement and enforcement of patent rights have been reported. Several
countries, including India and China, have been listed in the report every year since 1989. Proceedings to enforce our patent
rights in foreign jurisdictions could result in substantial costs and divert our efforts and attention from other aspects of our
business, could put our patents at risk of being invalidated or interpreted narrowly, could put our patent applications at risk of
not issuing and could provoke third parties to assert claims against us. We may not prevail in any lawsuits that we initiate and
the damages or other remedies awarded, if any, may not be commercially meaningful. Accordingly, our efforts to enforce our



intellectual property rights around the world may be inadequate to obtain a significant commercial advantage from the
intellectual property that we develop or license. We are dependent on licensed intellectual property. If we were to lose our rights
to licensed intellectual property, we may not be able to continue developing or commercializing setmelanotide or EB54646
bivamelagon . We have licensed our rights to setmelanotide from Ipsen Pharma-SAS;erdpsen, and our rights to EB54646
bivamelagon from EG-LGC €hem;Etd-orEG-Chent. Our licenses with Ipsen and BG-LGC €hemrimpose various obligations
on us, and prevides— provide Ipsen and BEG-LGC €hemr-the right to terminate the license in the event-86event of our material
breach of the license agreement, our failure to initiate or complete certain development of a licensed product, or our
commencement of an action seeking to have an Ipsen or EG-LGC €hem-licensed patent right declared invalid. Termination of
our license from Ipsen or EG-LGC €herm-would result in our loss of the right to use the licensed intellectual property, which
would materially adversely affect our ability to develop and commercialize setmelanotide and £B54646-bivamelagon ,
respectively, as well as harm our competitive business position and our business prospects. Furthermore, if our license
agreement with BEG-LGC €hemr-were terminated, we may be subject to certain refunds or be subject to certain payments to EG
LGC €hent. We also have licensed from Camurus its drug delivery technology, FluidCrystal ® , to formulate once- weekly
setmelanotide. Our license with Camurus imposes various obligations on us, and provides Camurus the right to terminate the
license in the event of our material breach of the license agreement. Termination of our license from Camurus would result in
our inability to use the licensed intellectual property. We may enter into additional Hteenses— license agreements to third- party
intellectual property that are necessary or useful to our business. Future licensors may also allege that we have breached our
license agreement and may accordingly seek to terminate our license with them. In addition, future licensors may have the right
to terminate our license at will. Any termination could result in our loss of the right to use the licensed intellectual property,
which could materially adversely affect our ability to develop and commercialize setmelanotide, as well as harm our competitive
business position and our business prospects. Any termination could result in our loss of the right to use the licensed intellectual
property, which could materially adversely affect our ability to develop and commercialize setmelanotide or EB54646
bivamelagon , as well as harm our competitive business position and our business prospects. While we have registered
trademarks for the commercial trade name IMCIVREE (setmelanotide) in the United States, the E&-European Union , and
other eeuntries-jurisdictions , we have not yet obtained trademark protection for IMCIVREE in certain foreign jurisdictions and
failure to secure such registrations could adversely affect our business. While we have received registered trademarks for the
commercial trade name IMCIVREE (setmelanotide) and its logo in the United States, the EU, and other countries, we have not
yet obtained trademark protection for IMCIVREE in certain foreign jurisdictions and are pursuing trademark registrations in
other jurisdictions. Our trademark applications may be rejected during trademark registration proceedings. Although we would
be given an opportunity to respond to those rejections, we may be unable to overcome them. In addition, in the U. S. PTO 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 those proceedings. 8HIf we do not obtain additional protection under the
Hatch- Waxman Amendments and similar foreign legislation by extending the patent terms and obtaining product exclusivity
for setmelanotide and our other product candidates, our business may be materially harmed. Depending upon the timing,
duration and specifics of FDA marketing approval for setmelanotide and our other product candidates, one or more of the U. S.
patents we own or license may be eligible for limited patent term restoration under the Drug Price Competition and Patent Term
Restoration Act of 1984, referred to as the Hatch Waxman Amendments. The Hatch Waxman Amendments permit a patent term
restoration of up to five years as compensation for patent term lost during product development and the FDA regulatory review
process . We yane-we-have received applied-to-the- U—S—PFO-forpatent term extension —for IMCIVREE and will apply for
patent term extension for our other product candidates at the appropriate time, However-however ., we may not be
granted an extension for these other product candidates because of, for example, failure to apply w1th1n applicable deadlines,
failure to apply prior to expiration of relevant patents or otherwise failure to satisfy applicable requirements. Moreover, the
applicable time period or the scope of patent protection afforded could be less than we request. If we are unable to obtain patent
term extension or restoration or the term of any such extension is less than we request, our competitors may obtain approval of
competing products following our patent expiration, and our ability to generate revenues could be materially adversely affected.
Beeause-87Because setmelanotide contains active ingredients that the FDA has determined to be a new chemical entity, it has
been afforded five years of marketing-non- patent data cxclusivity by the FDA. Following the expiration of this marketing
exclusivity period , the FDA may approve generic products referencing the information included in our NDA for
setmelanotide . Manufacturers may seek to launch these generic products following the expiration of the applicable marketing
exclusivity period, even if we still have patent protection for setmelanotide. Recent legislation enacted by Congress created,
among other things, new causes of action against innovator companies that refuse to offer samples of drugs for purposes of
testing and developing generic or biosimilar products or to allow companies to participate in a shared Risk Evaluation and
Mitigation Strategy (REMS). Competition that setmelanotide may face from generic versions could materially and adversely
impact our future revenue, profitability and cash flows and substantlally limit our ability to obtain a return on the 1nvestments
we have made in setmelanotide. 1 et : : : ettt
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competitors may obtain approval of competing products following our patent expiration, and our ability to generate revenues
could be rnaterially adversely affected in the foreign countries concerned. Changes in U. S. patent law could diminish the value
of patents in general, thereby impairing our ability to protect our products The United States has-enacted and-is-enrrently
implementing-the America Invents Act of 2011, wide is a wide- rangrng patent reform legislation. Further, the U. S. Supreme
Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available in certain
circumstances or weakening the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to
our ability to obtain future patents, this combination of events has created uncertainty with respect to the value of patents, once
obtained. Depending on decisions by the U. S. Congress, the federal courts and the U. S. PTO, the laws and regulations
governing patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our
existing patents or future patents. 82We-We may be subject to damages resulting from claims that we or our employees have
wrongfully used or disclosed alleged trade secrets of their former employers. Our employees have been previously employed at
other biotechnology or pharmaceutical companies, including eut-competitors or potential competitors. We may be subject to
claims that these employees or we have inadvertently or otherwise used or disclosed trade secrets or other proprietary
information of the former employers of our employees. Litigation may be necessary to defend against these claims. Even if we
are successful in defending against these claims, litigation could result in substantial costs and be a distraction to management.
If we fail in defending such claims, in addition to paying money damages, we may lose valuable intellectual property rights or
personnel. A loss of key personnel or their work product could hamper or prevent our ability to commercialize setmelanotide or
our other product candidates . which would materially adversely affect our commercial development efforts. Risks Related to
Regulatory Approval and Marketing of Setmelanotide and Other Legal and Compliance MattersEven if we complete the
necessary clinical trials, the regulatory and marketing approval process is expensive, time consuming and uncertain and may

prevent us from obta1n1ng add1t1onal approvals for the commercrallzatlon of sefmel&noﬁde—“‘e—depend—pﬂmafﬂyeﬁ—t-he—sueeess
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candldates Sueeess-ful-lyheofmﬂeretahze—set-melaﬂeﬁde— lf we are not able to obtaln or 1f there are delays in obtaining, required

addtt—tenal—regulatory approvals for our product cand1dates we wrll not be able to commercialize such candidates
otid 0 g RS and our ab1l1ty to generate revenue will be

materially impaired. Qur We-e rtly-ha ply-one-produeteandidate;setmelan
business depends largely on its successful c11n1cal development, regulatory approval and commerc1alrzat10n of our product
candidates . [n the United States, IMCIVREE is approved fer-ehrenie-to reduce excess body weight management-and
maintain weight reduction long term in adult-adults and pediatric patients -2 years of age and older with syndromic or
monogenic ersyadremie-obesity due to BBS er POMC, PCSK1 or LEPR deficiency as determined by a FDA- approved test
demonstrating variants in POMC, PCSK1 or LEPR genes that are interpreted as pathogenic, likely pathogenic, or of uncertain
significance yerBBS-. Health Canada has approved IMCIVREE for weight management in adult and pediatric patients 6 years
of age and older with obesity due to BBS or genetically- confirmed POMC, PCSK1, or LEPR deficiency due to variants
interpreted as pathogenic, likely pathogenic, or of VUS. The EC has authorized setmelanotide for the treatment of obesity and
the control of hunger asseetated-88associated with genetically confirmed BBS or genetically confirmed loss- of- function
biallelic POMC, including PCSK1, deficiency or biallelic LEPR deficiency in adults and children 6-2 years of age and above.
The UK’ s MHRA authorized setmelanotide for the treatment of obesity and the control of hunger associated with genetically
confirmed BBS or genetically confirmed loss- of- function biallelic POMC, including PCSK1, deficiency or biallelic LEPR
deficiency in adults and children 6-2 years of age and above. Setmelanotide will require substantial additional clinical
development, testing and regulatory approval before we are permitted to commence commercialization in indications beyond
those currently approved for IMCIVREE in the United States, the EU and GreatBritain-the United Kingdom, and our other
product candidates will require similar efforts before we are permitted to commercialize them for any indication . The
clinical trials, manufacturing and marketing of setmelanotide-our product candidates are subject to extensive and rigorous
review and regulation by numerous government authorities in the United States and in other countries where we intend to test
and, if approved, market setmetanetide-such product candidates . Before obtaining regulatory approvals for the commercial
sale of any product candidate, we must demonstrate through nonclinical testing and clinical trials that the product candidate is
safe and effective for use in each target indication. This process can take many years and approval, if any, may be conditional on
postmarketing studies and surveillance, and will require the expenditure of substantial resources beyond our existing cash
resources. Of the large number of drugs in development in the United States and in other countries, only a small percentage will
successfully complete the FDA regulatory approval process or the equivalent process in foreign jurisdictions and will be
commercialized. In addition, we have not discussed all of our proposed development programs with the FDA or the competent
authorities of foreign jurisdictions. Accordingly, even if we are able to obtain the requisite financing to continue to fund our
development and clinical trials, we cannot assure you that setmelanotlde wrll be successfully developed or comrnerc1alrzed In
addition, obtaining FDA or EC approval efanN 2 VA
additionaHndieations-is a complex, lengthy, expensive and uncertain process, and the FDA, EMA or equ1valent %eompeteﬂﬁ
competent authorities in foreign jurisdictions may delay, limit or deny approval of setmetanetide-our product candidates for
many reasons, including, among others: ® the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions
may disagree with our interpretation of data from clinical trials, or may change the requirements for approval even after it has
reviewed and commented on the design for our clinical trials; ® we may not be able to demonstrate to the satisfaction of the
FDA, the EMA, or other equrvalent competent authorrtles in forergn JurlSdlCthl’lS that setmel&noﬁde—ts—our product candidates
are safe and effective for intreating y etitg-the-their ME4R-pathway-intended
uses ; o the results of our clinical tr1als may not be 1nterpretable or meet the level of statistical or clinical significance required
by the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions for marketing approval. For example,




the potential unblinding of setmelanotide studies due to easily identifiable AEs may raise the concern that potential bias has
affected the clinical trial results; ® the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions may
disagree with the number, size, conduct or implementation of our clinical trials; ® the FDA, the EMA, or other equivalent
competent authorities in foreign jurisdictions may require that we conduct additional clinical trials or pre- clinical studies; ® the
FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions or the applicable foreign regulatory agency
may identify deficiencies in our chemistry, manufacturing or controls of setmelanetide-our product candidates , or in the
commercial production of setmelanetide-such product candidates that may be required to support product approval; 89 e the
CROs that we retain to conduct our clinical trials may take actions outside of our control that materially adversely impact our
clinical trials; ® the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions may find the data from
preclinical studies and clinical trials insufficient to demonstrate that clinical and other benefits of setmelaneotide-a product
candidate outweigh its safety risks; ® the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions
may disagree with our interpretation of data from our preclinical studies and clinical trials; ® the FDA or other equivalent
competent authorities in foreign jurisdictions may not approve the formulation, labeling or specifications of setmelanetide-our
product candidates ; e the FDA, the EMA, or other equivalent competent authorities in foreign jurisdictions may not accept
data generated at our clinical trial sites; ® the FDA, the EMA, or the equivalent competent authorities in foreign jurisdictions
may require, as a condition of approval, additional preclinical studies or clinical trials, limitations on approved labeling or
distribution and use restrictions; e as-part-efourNDA-approval,-we wereteguired-may not be able to eomplete-eertairmeet
any post- market requirements and-or commitments agreed -whieh-we-may-notbe-able-to meet-in connection with regulatory
approvals e the FDA may require development of a REMS as a condition of additional approvals or may impose additional
requirements that limit the promotion, advertising, distribution, or sales of setmelanotide-our product candidate ; 84-e the EC
may grant only conditional appreval-marketing authorization or based on the EMA’ s opinion impose specific obligations as a
condition for marketing authorization, or may require us to conduct post authorization safety studies as a condition of grant of
marketing authorization; e the FDA or other equivalent competent foreign regulatory agencies may deem our manufacturing
processes or our facilities or the facilities of our CMOs inadequate to preserve the identity, strength, quality, purity, or potency
of our product; or @ the FDA or the equivalent competent authorities in foreign jurisdictions may change its approval policies or
adopt new regulations and guidance. Any of these factors, many of which are beyond our control, could jeopardize our ability to
obtain additional regulatory approvals , fer— or and-to successfully market IMCIVREE. Moreover, because our business is
largely dependent upon setmelanotide, any such setback in our pursuit of regulatory approvals would have a material adverse
effect on our business and prospects. Future regulatory legislation or regulation may increase the difficulty and cost for us to
obtain marketing approval of and commercialize our product candidates. The EU pharmaceutical legislation is currently
undergoing a complete review process, in the context of the Pharmaceutical Strategy for Europe initiative, launched by the EC
in November 2020. The EC’ s proposal for a revision of several legislative instruments related to medicinal products (potentially
revistngreducing the duration of regulatory data protection, revising the eligibility for expedited pathways, etc.) was published
on April 26, 2023. The proposed revisions remain to be agreed and adopted by the European Parliament and European Council
and the proposals may therefore be substantialy-90substantially revised before adoption, which is not anticipated before early
2026. The revisions, may , however , have a significant impact on the pharmaceutical industry and our business in the long term.
In the United States, the FDA oversees the rare pediatric disease priority review voucher program (the “ PRV Program
), which aims to incentive drug development for rare pediatric diseases. Under the PRV Program, a company sponsor
that receives a drug approval may qualify for a voucher that can be redeemed to receive priority review for a different
product and these vouchers can be transferred or sold. Under the current provisions in the law enacting the PRV
Program, the PRV Program began to sunset after December 20, 2024. These changes to the PRV Program could impact
existing and future development programs and could negatively impact our business. Disruptions at the FDA , including
those and-other-governmentagenetescaused by changing presidential administrations and related priorities, funding
shortages or global health concerns could hinder their ability to hire, retain or deploy key leadership and other personnel, or
otherwise prevent new or modified products from being developed, approved or commercialized in a timely manner or at all,
which could negatively impact our business. The ability of the FDA and foreign regulatory authorities to review and or approve
new products can be affected by a variety of factors, including reductions in force or hiring freezes, government budget and
funding levels, statutory, regulatory, and policy changes, the FDA’ s and foreign regulatory authorities’ ability to hire and retain
key personnel and accept the payment of user fees, and other events that may otherwise affect the FDA’ s and foreign regulatory
authorities” ability to perform routine functions , including uncertainty associated with the new presidential administration
in the United States . Average review times at the FDA and foreign regulatory authorities have fluctuated in recent years as a
result of some of these factors and could also fluctuate in the future . In addition, government funding of other government
agencies that fund research and development activities is qubject to the pohtlcal proce%s Wthh is 1nherent1y fluid and
unpredictable. Disruptions at the FDA and other agencies ;ste eattontoAd At-an
resulting-staffehanges;-may also slow the time necessary for new drug% and blologlcs 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 several times and certain regulatory agencies, such as the FDA, have had to furlough critical FDA
employees and stop critical activities. Separately, in response to the COVID- 19 pandemlc the FDA poqtponed most 1n§pect10ns
of dome%tlc and forelgn manufacturmg faelhtle% at Varlouq points. n-though ; ;
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conducting their regular inspections, reviews, or other regulatory activities, it could significantly impact the ability of the FDA
or other regulatory authorities to timely review and process our regulatory submissions, which could have a material adverse
effect on our business. 8560ur—-- Our failure to obtain marketing approval in foreign jurisdictions would prevent setmelanotide or
our other product candidates from being marketed abroad, and any current or future approvals we have been or may be granted
for setmelanotide or other products in the United States would not assure approval of setmelanotide or other products in foreign
jurisdictions. In order to market and sell setmelanotide and any other product candidate that we may develop in the EU and
many other jurisdictions, we or our third- party collaborators must obtain separate marketing authorizations and comply with
numerous and varying regulatory requirements. The marketing authorization procedure varies among countries and can involve
additional testing. The time required to obtain marketing authorization may differ substantially from that required to obtain FDA
approval. The marketing authorization process outside the United States generally includes all of the risks associated with
obtaining FDA approval. In addition, in many countries outside the United States, it is required that the product be approved for
reimbursement before the product can be sold in that country. We or these third parties may not obtain marketing authorization
from competent authorities outside the United States on a timely basis, if at all. Approval by the FDA does not ensure grant of
marketing authorization by competent authorities in other countries or jurisdictions, and grant of marketing authorization by one
competent authority outside the United States does not ensure grant of marketing authorization by competent authorities in other
countries or jurisdictions or by the FDA. We may not be able to file for marketing authorizations and may not receive necessary
marketing authorization to commercialize setmelanotide in any market. Additionally, the UK’ s withdrawal from the EU,
commonly referred to as Brexit, has resulted in the relocation of the EMA from the UK to the Netherlands. This relocation has
caused, and may continue to cause, disruption in the administrative and medical scientific links between the EMA and the
MHRA, including delays in granting elinteat-91clinical trial authorization or marketing authorization, disruption of importation
and export of active substance and other components of new drug formulations, and disruption of the supply chain for clinical
trial product and final authorized formulations. The cumulative effects of the disruption to the regulatory framework may add
considerably to the development lead time to marketing authorization and commercialization of setmelanotide, or any other
product candidates in the EU and / or the UK. Although we have obtained FDA approval and marketing authorization from the
EC and the MHRA for setmelanotide, any delay in obtaining, or an inability to obtain, any marketing authorization, for any of
our other product candidates, as a result of Brexit or otherwise, would prevent us from commercializing our product candidates
in the UK and / or the EU and restrict our ability to generate revenue and achieve and sustain profitability. If any of these
outcomes occur, we may be forced to restrict or delay efforts to seek marketing authorization in the UK and / or EU for any of
our other product candidates, which could significantly and materially harm our business. The terms of our current and future
potential marketing approvals for setmelanotide and other product candidates and ongoing regulation may limit how we
manufacture and market setmelanotide and other products, and compliance with such requirements may involve substantial
resources, which could materially impair our ability to generate revenue. Regulatory authorities may impose significant
restrictions on setmelanotide’ s indicated uses or marketing or impose ongoing requirements for potentially costly post approval
studies, and the same may be true for our other product candidates i+-the-futare-, if approved . We and setmelanotide will also
be subject to ongoing requirements by the FDA and foreign regulatory authorities, governing labeling, packaging, storage,
advertising, promotion, marketing, distribution, importation, exportation, post- approval changes, manufacturing,
recordkeeping, and submission of safety and other post market information. Advertising and promotional materials must comply
with the FDCA and implementing regulations and foreign regulations ;-and are subject to FDA and foreign regulatory authorities
oversight and post- marketing reporting obligations, in addition to other potentially applicable federal and state laws. The FDA
and the other competent foreign authorities have significant post market authority, including, for example, the authority to
require labeling changes based on new safety information and to require post market studies or clinical trials to evaluate serious
safety risks related to the use of a drug. The FDA and foreign regulatory authorities also has the authority to require, as part of an
NDA or similar foreign application or post approval, the submission of a REMS or other specific obligations, which may
include Elements to Assure Safe Use. Any REMS or other specific obligations required by the FDA or foreign regulatory
authorities may lead to increased costs to assure compliance with new post approval regulatory requirements and potential
requirements or restrictions on the sale of approved products, all of which could lead to lower sales volume and revenue. The
holder of an approved NDA also must submit new or supplemental applications and obtain FDA approval for certain changes to
the approved product, product labeling or manufacturing process, or adding new manufacturers. Similar requirements apply in
foreign jurisdictions. $6Manufaeturers— Manufacturers of drug products and their facilities may be subject to payment of
application and program fees and are subject to continual review and periodic inspections by the FDA and other equivalent
competent authorities for compliance with cGMPs and other regulations. If we or a regulatory agency discover problems with
setmelanotide, such as AEs of unanticipated severity or frequency, or problems with the facility where setmelanotide is
manufactured or disagrees with the promotion, marketing or labeling of the product, a regulatory agency may impose
restrictions on setmelanotide, the manufacturer or us, including requiring withdrawal of setmelanotide from the market or
suspension of manufacturing. If we or the manufacturing facilities for setmelanotide fail to comply with applicable regulatory
requirements, a regulatory agency may, among other things: e issue warning letters or untitled letters; ® seek an injunction or
impose civil or criminal penalties or monetary fines; ® vary, suspend or withdraw marketing approval; e suspend any ongoing
clinical trials; e refuse to approve pending applications or supplements to applications submitted by us; 92 @ suspend or impose
restrictions on operations, including costly new manufacturing requirements; or ® seize or detain setmelanotide, refuse to permit
the import or export of setmelanotide, or request that we initiate a product recall. Any government investigation of alleged
violations of law could require us to expend significant time and resources in response and could generate negative publicity.
The occurrence of any event or penalty described above may inhibit our ability to commercialize our product candidates and
adversely affect our business, financial condition, results of operations and prospects. Accordingly, we and our CMOs will



continue to expend time, money and effort in all areas of regulatory compliance, including manufacturing, production, product
surveillance and quality control. If we are not able to comply with post- approval regulatory requirements, we could have the
marketing approvals for setmelanotide withdrawn by regulatory authorities and our ability to market any future products could
be limited, which could adversely affect our ability to achieve or sustain profitability. Thus, the cost of compliance with post-
approval regulations may have a negative effect on our operating results and financial condition. In addition, a sponsor’ s
responsibilities and obligations under the FDCA and FDA regulations, and those of equivalent foreign regulatory agencies, may
change and additional government regulations may be enacted that could prevent, limit or delay regulatory approval of our
product candidates. We cannot predict the likelihood, nature or extent of government regulation that may arise from future
legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance, we may
be subject to enforcement action and we may not achieve or sustain profitability. Similar to the United States, both marketing
authorization holders and manufacturers of medicinal products are subject to comprehensive regulatory oversight by the EMA
and the competent authorities of the individual EU member states, both before and after grant of the manufacturing and
marketing authorizations. This oversight includes control of compliance with GMP rules, which govern quality control of the
manufacturing process and require documentation policies and procedures. We and our third- party manufacturers would be
required to ensure that all of our processes, methods, and equipment are compliant with GMP. Failure by us or by any of our
third- party partners, including suppliers, manufacturers, and distributors to comply with EU laws and the related national laws
of individual EU member states governing the conduct of clinical trials, manufacturing approval, marketing authorization of
medicinal products, both before and after grant of marketing authorization, and marketing of such products following grant of
authorization may §7result—- result in administrative, civil, or criminal penalties. These penalties could include delays in or
refusal to authorize the conduct of clinical trials or to grant marketing authorization, product withdrawals and recalls, product
seizures, suspension, revocation or variation of the marketing authorization, total or partial suspension of production,
distribution, manufacturing, or clinical trials, operating restrictions, injunctions, suspension of licenses, fines, and criminal
penalties. In addition, EU legislation related to pharmacovigilance, or the assessment and monitoring of the safety of medicinal
products, provides that the EMA and the competent authorities of the EU member states have the authority to require companies
to conduct additional post- approval clinical efficacy and safety studies. The legislation also governs the obligations of
marketing authorization holders with respect to additional monitoring, AE management and reporting. Under the
pharmacovigilance legislation and its related regulations and guidelines, we may be required to conduct a labor intensive
collection of data regarding the risks and benefits of marketed products and may be required to engage in ongoing assessments
of those risks and benefits, including the possible requirement to conduct additional clinical studies, which may be time
consuming and expensive and could impact our profitability. Noncompliance with such obligations can lead to the variation,
suspension or withdrawal of marketing authorization or imposition of financial penalties or other enforcement measures. Current
93Current and future healthcare reform legislation or regulation may increase the difficulty and cost for us and any future
collaborators to commercialize setmelanotide and may adversely affect the prices we, or they, may obtain and may have a
negative impact on our business and results of operations. In the United States and some foreign jurisdictions there have been,
and continue to be, a number of legislative and regulatory changes and proposed changes regarding the healthcare system that
could, among other things, restrict or regulate post- approval activities with respect to IMCIVREE and affect our ability, or the
ability of any future collaborators, to profitably sell our products. Among policy makers and payors in the United States and
elsewhere, particularly under the new presidential administration, there is significant interest in promoting changes in
healthcare systems with the stated goals of containing healthcare costs, improving quality and / or expanding access. In the
United States and elsewhere, the pharmaceutical industry has been a particular focus of these efforts and has been significantly
affected by major legislative and regulatory initiatives. We expect that current laws, as well as other healthcare reform
measures that may be adopted in the future, including executive orders, may result in more rigorous coverage criteria and in
additional downward pressure on the price that we, or any future collaborators, may receive for IMCIVREE or any product
candidates approved for sale. JrMareh2640-New and changing laws and regulations may also create uncertainty about
how such laws and regulations will be interpreted and applied. If the Company is found to have violated laws and
regulations , it could materially adversely affect the Company s busmess, results of 0peratlons and ﬁnanclal condition.
The Patient Protection and Affordable Care Act (5 b 0 A
eoHeetivelythe-ACA ;) was signed into law in 2010 . The ACA substantlally changed the way healthcare is ﬁnanced by both
governmental and private insurers, and significantly affects the U. S. pharmaceutical industry. Among the provisions of the
ACA of importance to our business, including, without limitation, our ability to commercialize and the prices we may obtain for
any product candidates that are approved for sale, are the following: @ an annual, nondeductible fee on any entity that
manufactures or imports specified branded prescription drugs and biologic agents, apportioned among these entities according to
their market share in certain government healthcare programs, although this fee does not apply to sales of certain products
approved exclusively for orphan indications; ® expansion of eligibility criteria for Medicaid programs by, among other things,
allowing states to offer Medicaid coverage to certain individuals with income at or below 133 % of the federal poverty level,
thereby potentially increasing a manufacturer’ s Medicaid rebate liability; ® expansion of manufacturers’ rebate liability under
the Medicaid Drug Rebate Program by increasing the minimum rebate for both branded and generic drugs, revising the
average manufacturer price ” definition, and extending rebate liability from fee- for- service Medicaid utilization to include the
utilization of Medicaid managed care organizations as well as-Medieaid-managed-eare-; ® expansion of the list of entity types
eligible for participation in the Public Health Service 340B drug pricing program, or the 340B program, to include certain free-
standing cancer hospitals, critical access hospitals, 88rural-- rural referral centers, and sole community hospitals, but
exempting ““ orphan drugs, ” such as IMCIVREE, from the 340B ceiling price requirements for these covered entities; ®




Research Instltute to oversee, identify priorities in, and conduct compdmme CllnlCd] effectiveness Iesedlcl , along \\1th funding
for such research; and e establishment of the Center for Medicare and Medicaid Innovation within CMS to test innovative
payment and service delivery models to lower Medicare and Medicaid spending, including prescription drug spending. Since its
enactment, certain p10\ 1s1ons of the ACA have been subjeut tOJudlCldl executive, and leglsldm e challenges —Gﬂ—}&ﬂe—l—'/—"ée%l—
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has also been the subjeut of conuderable dlscussmn in the United States There ha\ e been several C onOIesslondl inquiries, as
well as legislative and regulatory initiatives and executive orders designed to, among other things, bring more transparency to
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Biden signed the Inflation Reduction Act 0f7() (IRA) mto law. This statute marks the most s1gnmcant action by (ongress
with respect to the pharmaceutical industry since adoption of the ACA in 2010. Among other things, the IRA requires
manufacturers of certain drugs to engage in price negotiations with Medicare {beginning+26263-, with prices that can be
negotiated subject to a cap; imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace
inflation (first due in 2023); redesigns the Medicare Part D benefit (beginning in 2024); and replaces the Part D coverage gap
discount program with a new manufacturer diseeunting---- discount program (beginning in 2025) . CMS has published the
negotiated prices for the initial ten drugs, which will first be effective in 2026, and has published the list of the subsequent
15 drugs that will be subject to negotiation . The IRA permits the Secretary of the Department of Health and Human Services
(HHS) to implement many of these provisions through guidance, as opposed to regulation, for the initial years. HHS has and
will continue to issue and upddte gu1ddnue as these ploomms are 1mplemented—9ﬂ—Aﬁgﬁs{%9— 2023 HHS-anneuneed-the-Hst

h § W o A gh—- although the Medicare drug price negotiation
program is cunentlv subjeut to legal challenges. The 1mpdct of the IRA on us and the pharmaceutical industry cannot yet be
fully determined, but is likely to be significant. Under Further-the Biden-administration-IRA manufacturer discount program
that released-- replaced an-additional-exeettive-order-the coverage gap discount program as of January 1, 2025,
manufacturers must give a 10 percent discount on Oetober+4-Part D drugs in the initial coverage phase , and 2022;
direeting HHSto-submit-a 20 percent discount report-withir96-days-on hew-Part D drugs in the €enter-so- called
catastrophic phase ” (the phase after the patient incurs costs above the initial phase out- of- pocket threshold, which is $
2, 000 beginning in 2025). The IRA allows the 10 and 20 percent discounts to be phased in over time for certain drugs for
“ specified manufacturers. ” In April 2024, CMS informed us that we are deemed a specified manufacturer. We are still
evaluating the potential impact of this status on our future revenues. IMCIVREE is not currently reimbursed under
Medicare and-Medieatd-Hnnevationean-Part D, but if we were to be relmbursed under -fuﬁ-heHe%faged—te—test—ﬂew—meée}s
fortowering-drageosts-for-Medicare Part D in and b etrtt of v

20623 HHSreleased-areportoutlining-three—- the future, ﬂew—medels—feﬁest-mg—by—the relmbursement amountGM—S
Innevation-Center-whieh-will be evaluated-impacted by the 10 and 20 percent discounts under the IRA’ s new discounting

program. We anticipate that these increased discounts could impact IMCIVREE revenues, while also having an
industry- wide impact on the cost of Part D drugs. The impact on IMCIVREE revenues could be offset because the IRA’
s redesign of certain Part D components, some of which went into effect in 2024, resulted in an increase in the number of
patients able to afford this therapy. The amount of the offset, if any, is inherently uncertain and difficult to predict. The
IRA manufacturer discounting program also increases financial obligations of Part D prescription drug plans with
respect to beneficiaries in the catastrophic coverage phase. This may incentivize Part D prescription drug plans to seek
greater price concessions from us in order to include IMCIVREE on their abiitytotewer-formularies. Moreover, the
federal government and the individual states in the United States have become increasingly active in developing
proposals, passing legislation and implementing regulations designed to control drug pricing, including price or patient




reimbursement constraints, discounts, formulary flexibility, marketing cost ef-disclosure, drug price increase reporting,
and other transparency measures. Some states have enacted legislation creating so- called prescription drug affordability
boards, which ultimately may attempt to impose price limits on certain drugs in these states -promete-aeeessibility-and
improve-quatity-ofeare-. 1 These types of initiatives may result in additional reductions in Medicare, Medicaid, and other
healthcare fundmg, and may otherwise affect the prlces we may obtaln for IMCIVREE or the frequency w1th whlch
IMCIVREE is prescribed or used un v v
expect that these and other healthcare reform measures that may be adopted in the future may result in more rigorous coverage
and payment criteria and in additional downward pressure on the price that we receive for any approved drug. Any reduction in
reimbursement from Medicare or other government programs may result in a similar reduction in payments from private payors.
The implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate
revenue, attain profitability, or commercialize our drugs. We expect that additional state and federal healthcare reform measures
will be adopted in the future, any of which could limit the amounts that federal and state governments will pay for healthcare
products and services, which could result in reduced demand for our drug-product eandidates-9Scandidates or additional
pricing pressures. We cannot predict with certainty what impact any federal or state health reforms will have on us, but such
changes could impose new or more stringent regulatory requirements on our activities or result in reduced reimbursement for
our products, any of which could adversely affect our business, results of operations and financial condition. The pricing of
prescription pharmaceuticals is also subject to governmental control outside the United States. In these countries, pricing
negotiations with governmental authorities can take considerable time after the receipt of marketing approval for a product. To
obtain reimbursement or pricing approval in some countries, we may be required to conduct a clinical trial that compares the
cost effectiveness of setmelanotide to other available therapies. If reimbursement of our products is unavailable or limited in
scope or amount, or if pricing is set at unsatisfactory levels, our ability to generate revenues and become profitable could be
impaired. For more details concerning the risks related to pricing and reimbursement in the EU, please refer to the discussion in
the risk factor ““ The successful commercialization of setmetanetide-IMCIVREE and eut-any other product candidates for
which we obtain approval will depend in part on the extent to which governmental authorities, private health insurers, and
other third- party payors provide coverage and adequate reimbursement levels. Failure to obtain or maintain coverage and
adequate reimbursement for setmelanoetide- IMCIVREE or our other product candidates, if any and if approved, could limit our
ability to market those products and decrease our ability to generate revenue ” in this Annual Report. If we fail to comply with
our reporting and payment obligations under the Medicaid Drug Rebate Program or other governmental pricing programs in
which we participate, 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. Medicaid is a
joint federal and state program administered by the states for low income and disabled beneficiaries. We participate in and have
certain price reporting obligations under the Medicaid Drug Rebate Program, or the MDRP, as a condition of having covered
outpatient drugs payable under Medicaid and, if applicable, under Medicare Part B. The MDRP requires us to pay a rebate to
state Medicaid programs every quarter for each unit of our covered outpatient drugs dispensed to Medicaid beneficiaries and
paid for by a state Medicaid program. The rebate is based on pricing data that we must report on a monthly and quarterly basis
to the Centers for Medicare & Medicaid Services, or CMS, the federal agency that administers the MDRP and other
governmental healthcare programs. These data include the average manufacturer price (AMP) for each drug and, in the case of
innovator products, the best price, which in general represents the lowest price available from the manufacturer to certain
entities in the United States H—S—in any pricing structure, calculated to include all sales and associated rebates, discounts and
other price concessions. The Medicaid rebate consists of two components, the basic rebate and the additional rebate, which is
triggered if the AMP for a drug increases faster than inflation. If we become aware that our MDRP government price reporting
submission for a prior quarter was incorrect or has changed as a result of recalculation of the pricing data, we must resubmit the
corrected data for up to three years after those data originally were due. If we fail to provide information timely or are found to
have knowingly submitted false information to the government, we may be subject to civil monetary penalties and other
sanctions, including termination from the MDRP. In the event that CMS terminates our rebate agreement pursuant to which we
participate in the MDRP, no federal payments 38weutd--- would be available under Medicaid or Medicare Part B for our
covered outpatient drugs. Our failure to comply W1th our MDRP prlce reportrng and rebate payment obhgatlons eould
negatlvely 1mpact our ﬁnanc1al results - v

fesu-l-ts—e-f—epef&t-teﬁs— The reeently enacted IRA i 1mp0§e§ rebateq under Medlcare Part B and Medlcare Part D that are trlggered
by price increases that outpace inflation (first due in 2023), as described under the risk factor “ Current and future healthcare
reform legislation or regulation may increase the difficulty and cost for us and any future collaborators to obtain marketing
approval of and commercialize setmelanotide and may adversely affect the prices we, or they, may obtain and may have a
negative impact on our business and results of operations, ” above. The Medicare Part D rebate will be calculated on the basis of
the AMP figures we report pursuant to the MDRP. Federal law requires that any company that participates in the MDRP also
participate in the Public Health Service’ s 340B drug pricing program in order for federal funds to be available for the



manufacturer’ s drugs under Medicaid and, if applicable, Medicare Part B. We participate in the 340B program, which is
administered by the Health Resources and Services Administration, or HRSA, and requires us to charge statutorily defined
covered entities no more than the 340B “ ceiling price ™ for our covered outpatient drugs. These 340B covered entities include a
variety of community health elintes-96clinics and other entities that receive health services grants from the Public Health
Service, as well as hospitals that serve a disproportionate share of low- income patients. The ACA expanded the list of covered
entities to include certain free- standing cancer hospitals, critical access hospitals, rural referral centers and sole community
hospitals, but exempts “ orphan drugs, ” such as IMCIVREE, from the ceiling price requirements for these covered entities. The
340B ceiling price is calculated using a statutory formula based on the AMP and rebate amount for the covered outpatient drug
as calculated under the MDRP, and in general, products subject to Medicaid price reporting and rebate liability are also subject
to the 340B ceiling price calculation and discount requirement. We must report 340B ceiling prices to HRSA on a quarterly
basis, and HRSA publishes those prices to 340B covered entities. In addition, HRSA has finalized regulations regarding the
calculation of the 340B ceiling price and the imposition of civil monetary penalties on manufacturers that knowingly and
intentionally overcharge covered entities for 340B- eligible drugs. HRSA has also finalized a revised regulation implementing
an administrative dispute resolution process through which 340B covered entities may pursue claims against participating
manufacturers for overcharges, and through which manufacturers may pursue claims against 340B covered entities for engaging
in unlawful diversion or duplicate discounting of 340B drugs. Our failure to comply 340B program requirements could
negatively impact our financial results. Any additional future changes to the definition of average manufacturer price and the
Medicaid rebate amount under the-AC€A-er-other-legislation or regulation could affect our 340B ceiling price calculations and
also negatively impact our financial results. In order for IMCIVREE or any product candidates, if approved, to be paid for with
federal funds under the Medicaid and Medicare Part B programs and purchased by certain federal agencies and grantees, we also
participate in the U. S. Department of Veterans Affairs, or VA, Federal Supply Schedule, or FSS, pricing program. As part of
this program, we are required to make our products available for procurement on an FSS contract under which we must comply
with standard government terms and conditions and charge a price that is no higher than the statutory Federal Ceiling Price, or
FCP, to four federal agencies (VA, U. S. Department of Defense, or DOD, Public Health Service, and U. S. Coast Guard). The
FCP is based on the Non- Federal Average Manufacturer Price, or Non- FAMP, which we must calculate and report to the VA
on a quarterly and annual basis. Pursuant to applicable law, knowing provision of false information in connection with a Non-
FAMP filing can subject a manufacturer to significant civil monetary penalties for each item of false information. The FSS
pricing and contracting obligations also contain extensive disclosure and certification requirements. 94We-We also participate in
the Tricare Retail Pharmacy program, under which we are required to pay quarterly rebates on utilization of innovator products
that are dispensed through the Tricare Retail Pharmacy network to Tricare beneficiaries. The rebates are calculated as the
difference between the annual Non- FAMP and FCP. We are required to list our innovator products on a Tricare Agreement in
order for them to be eligible for DOD formulary inclusion. If we overcharge the government in connection with our FSS
contract or Tricare Agreement, whether due to a misstated FCP or otherwise, we are required to refund the difference to the
government. Failure to make necessary disclosures and / or to identify contract overcharges could result in allegations against us
under the False Claims Act 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. Individual states continue to consider and
have enacted legislation to limit the growth of healthcare costs, including the cost of prescription drugs and combination
products. A number of states have either implemented or are considering implementation of drug price transparency legislation.
Requirements of pharmaceutical manufacturers under such laws include advance notice of planned price increases, reporting
price increase amounts and factors considered in taking such increases, wholesale acquisition cost information disclosure to
prescribers, purchasers, and state agencies, and new product notice and reporting. Such legislation could limit the price or
payment for certain drugs, and a number of states are authorized to impose civil monetary penalties or pursue other enforcement
mechanisms against manufacturers who fail to comply with drug price transparency requirements, including the untimely,
inaccurate, or incomplete reporting of drug pricing information. Pricing and rebate calculations vary among products and
programs. The calculations are complex and are often subject to interpretation by us, governmental or regulatory agencies, and
the courts. CMS, the Department of Health & Human Services Office of Inspector General, and other governmental agencies
have pursued manufacturers that were alleged to have failed to report these data to the government in a timely or accurate
manner. Governmental agencies may also make changes in program interpretations, requirements or conditions of participation,
some of which may have impheations-97implications for amounts previously estimated or paid. We cannot assure you that any
submissions we are required to make under the MDRP, the 340B program, the VA / FSS program, the Tricare Retail Pharmacy
Program, and other governmental drug pricing programs will not be found to be incomplete or incorrect. The FDA and other
regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off- label uses. In the United States,
the FDA strictly regulates marketing, labeling, advertising and promotion of prescription drugs. These regulations include
standards and restrictions for direct- to- consumer advertising, industry- sponsored scientific and educational activities,
promotional activities involving the internet and off- label promotion. Any regulatory approval that the FDA grants is limited to
those specific diseases and indications for which a product is deemed to be safe and effective by the FDA. For example, the
FDA- approved label for IMCIVREE is limited to ehronte-the reduction of excess body weight management-and maintenance
of weight reduction long term in adult and pediatric patients 6-2 years of age and older with monogenic or syndromic obesity
due to BBS or POMC, PCSK1, or LEPR, deficiency confirmed by FDA- approved test demonstrating variants in POMC,
PCSK1, or LEPR genes that are interpreted as pathogenic, likely pathogenic, or of uncertain significance ;-and-daeto-BBS—n
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ab ee aned-s produets-may-be d-a business-may v 7-a . While physicians
in the United States may choose, and are generally permitted, to prescribe drugs for uses that are not described in the product’ s
labeling and for uses that differ from those tested in clinical trials and approved by the regulatory authorities, our ability to
promote the products is narrowly limited to those indications that are specifically approved by the FDA. These * oft- label ”
uses are common across medical specialties and may constitute an appropriate treatment for some patients in varied
circumstances. For example, we are actively evaluating setmelanotide, the active ingredient in [MCIVREE , in subjects with
other forms of obesity caused by defects in the MCR4 pathway. We are not currently permitted to, and do not, market or
promote setmelanotide for these uses. 92Regutatory—- Regulatory authorities in the United States generally do not regulate the
behavior of physicians in their choice of treatments. Regulatory authorities do, however, restrict communications by
pharmaceutical companies on the subject of off- label use. Although recent court decisions suggest that certain off- label
promotional activities may be protected under the First Amendment, the scope of any such protection is unclear. If our
promotional activities fail to comply with the FDA” s regulations or guidelines, we may be subject to warnings from, or
enforcement action by, these authorities. In addition, our failure to follow FDA rules and guidelines relating to promotion and
advertising may cause the FDA to issue warning letters or untitled letters, bring an enforcement action against us, suspend or
withdraw an approved product from the market, require a recall or institute fines or civil fines, or could result in disgorgement of
money, operating restrictions, injunctions or criminal prosecution, any of which could harm our reputation and our business. In
the EU, the advertising and promotion of our products are subject to EU laws governing promotion of medicinal products,
interactions with physicians, misleading and comparative advertising and unfair commercial practices. In addition, other
legislation adopted by individual EU member states may apply to the advertising and promotion of medicinal products. These
laws require that promotional materials and advertising in relation to medicinal products comply with the product’ s Summary of
Product Characteristics, or SmPC, as approved by the competent authorities. The SmPC is the document that provides
information to physicians concerning the safe and effective use of the medicinal product. It forms an intrinsic and integral part
of the marketing authorization granted for the medicinal product. Promotion of a medicinal product that does not comply with
the SmPC is considered to constitute off label promotion. The off label promotion of medicinal products is prohibited in the EU.
The applicable laws at EU level and in the individual EU member states also prohibit the direct to consumer advertising of
prescription only medicinal products. 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 public and may also impose limitations on our promotional activities with health care
professionals. We-98We may be subject to federal, state and foreign healthcare laws and regulations, including fraud and abuse
laws, health information privacy and security laws, and antitrust laws. If we are unable to comply or have not fully complied
with such laws and regulations, we could face criminal sanctions, damages, substantial civil penalties, reputational harm and
diminished profits and future earnings. Healthcare providers, physicians and others will play a primary role in the
recommendation and prescription of setmelanotide, and other product candidates, if approved. Our arrangements and
interactions with healthcare professionals, third- party payors, patients and others will expose us to broadly applicable fraud and
abuse, antikickback, false claims and other healthcare laws and regulations that may constrain the business or financial
arrangements and relationships through which we market, sell and distribute setmelanotide, if we obtain marketing approval.
The U. S. federal, state and foreign healthcare laws and regulations that may affect our ability to operate include, but are not
limited to: ® The United States federal healthcare Anti- Kickback Statute, which prohibits, among other things, persons and
entities from knowingly and willfully soliciting, offering, paying, or receiving remuneration, (anything of value), directly or
indirectly, in cash or in kind, to induce or reward either the referral of an individual for, or the purchase, lease order or arranging
for or recommending the purchase, lease or order of any good or service for which payment may be made, in whole or in part,
by federal healthcare programs such as Medicare and Medicaid. This statute has been interpreted to apply to arrangements
between pharmaceutical companies on one hand and prescribers, purchasers, formulary managers, and patients on the other.
Liability under the Anti- Kickback Statute may be established without proving actual knowledge of the statute or specific intent
to violate it. Although there are a number of statutory exceptions and regulatory safe harbors to the federal Anti- Kickback
Statute protecting certain common business arrangements and activities from prosecution or regulatory sanctions, the exceptions
and safe harbors are drawn narrowly. Practices that involve remuneration to those who prescribe, purchase, or recommend
pharmaceutical and biological products, including certain discounts, or engaging such individuals or patients as consultants,
advisors, or speakers, may be subject to scrutiny if they do not fit squarely within an exception or safe harbor. Our practices may
not in all cases meet all of the criteria for safe harbor protection from anti- kickback liability. Moreover, there are no safe
harbors for many common practices, such as educational and research grants, charitable donations, product and patient support
programs. 93-e The federal civil False Claims Act prohibits individuals or entities from, among other things, knowingly
presenting, or causing to be presented a false or fraudulent claim for payment of government funds, or knowingly making, using
or causing to made or used a false record or statement material to an obligation to pay money to the government or knowingly
concealing or knowingly and improperly avoiding, decreasing or concealing an obligation to pay money to the federal
government. Actions under the False Claims Act may be brought by the Attorney General or as a qui tam action by a private
individual in the name of the government. Such private individuals may share in amounts paid by the entity to the government in
recovery or settlement. Many pharmaceutical manufacturers have been investigated and have reached substantial financial
settlements with the federal government under the civil False Claims Act for a variety of alleged improper activities including
causing false claims to be submitted as a result of the marketing of their products for unapproved and thus non- reimbursable
uses, inflating prices reported to private price publication services which are used to set drug payment rates under government
healthcare programs, and other interactions with prescribers and other customers including those that may have affected their
billing or coding practices and submission to the federal government. The government may assert that a claim including items or




services resulting from a violation of the federal Anti- Kickback Statute constitutes a false or fraudulent claim for purposes of
the federal civil False Claims Act. False Claims Act liability is potentially significant in the healthcare industry because the
statute provides for treble damages and significant mandatory penalties per false or fraudulent claim or statement for violations.
Because of the potential for large monetary exposure, healthcare and pharmaceutical companies often resolve allegations
without admissions of liability for significant and material amounts to avoid the uncertainty of treble damages and per claim
penalties that may be awarded #-99in litigation proceedings. Settlements may require companies to enter into corporate
integrity agreements with the government, which may impose substantial costs on companies to ensure compliance.
Pharmaceutical and other healthcare companies also are subject to other federal false claims laws, including, among others,
federal criminal healthcare fraud and false statement statutes that extend to non- government health benefit programs. ® The
federal Health Insurance Portability and Accountability Act of 1996, as amended by the Health Information Technology for
Economic and Clinical Health Act, or HIPAA, imposes criminal and civil liability for executing a scheme to defraud any
healthcare benefit program, including private third- party payors, and also imposes obligations, with respect to safeguarding the
privacy, security and transmission of individually identifiable health information. Penalties for failure to comply with a
requirement of HIPAA vary significantly and include civil monetary penalties as well as criminal penalties for knowingly
obtaining or disclosing individually identifiable health information in violation of HIPAA. The criminal penalties increase if the
wrongful conduct involves false pretenses or the intent to sell, transfer or use identifiable health information for commercial
advantage, personal gain or malicious harm. HIPAA also prohibits knowingly and willfully falsifying, concealing or covering up
a material fact or making any materially false, fictitious or fraudulent statement or representation, or making or using any false
writing or document knowing the same to contain any materially false, fictitious or fraudulent statement or entry in connection
with the delivery of or payment for healthcare benefits, items or services. Similar to the federal healthcare Anti- Kickback
Statute, a person or entity does not need to have actual knowledge of the statute or specific intent to violate it to have committed
aviolation. @ The federal Physician Payments Sunshine Act, implemented as the Open Payments Program, requires certain
manufacturers of drugs, devices, biologics and medical supplies to report payments and other transfers of value to physicians for
which payment is available under Medicare, Medicaid or the Children’ s Health Insurance Program (with certain exceptions) to
report annually to the United States Department of Health and Human Services, Centers for Medicare and Medicaid Services,
information related to physicians (defined to include doctors, dentists, optometrists, podiatrists, and chiropractors), certain non-
physician practitioners (physician assistants, nurse practitioners, clinical nurse specialists, certified nurse anesthetists,
anesthesiology assistants and certified nurse- midwives) and teaching hospitals, as well as ownership and investment interests
held by physicians and their immediate family members. Manufacturers must submit reports on or before the 90th day of each
calendar year disclosing reportable payments made in the previous calendar year. 34-e Analogous state laws and regulations,
such as state anti- kickback and false claims laws, which may apply to items or services reimbursed under Medicaid and other
state programs or, in several states, regardless of the payer, including private insurers. Some state laws require pharmaceutical
companies to report expenses relating to the marketing and promotion of pharmaceutical products and to report gifts and
payments to individual health care providers in those states. Some of these states also prohibit certain marketing- related
activities including the provision of gifts, meals, or other items to certain health care providers. Some states restrict the ability of
manufacturers to offer co- pay support to patients for certain prescription drugs. Some states require the posting of information
relating to clinical studies and their outcomes. Other states and cities require identification or licensing of sales representatives.
In addition, several states require pharmaceutical companies to implement compliance programs or marketing codes of conduct.
e Analogous foreign laws and regulations, including restrictions imposed on the promotion and marketing of medicinal products
in the EU member states and other countries, restrictions on interactions with healthcare professionals and requirements for
public disclosure of payments made to physicians. Laws (including those governing promotion, marketing and anti- kickback
provisions), industry regulations and professional codes of conduct often are strictly enforced. Even in those countries where we
may deeide-100decide not to directly promote or market our products, inappropriate activity by our international distribution
partners could have implications for us. Ensuring that our business arrangements and interactions with healthcare professionals,
third- party payors, patients and others comply with applicable healthcare laws and regulations will require substantial
resources. Various state, federal and foreign regulatory and enforcement agencies continue actively to investigate violations of
health care laws and regulations, and the United States Congress continues to strengthen the arsenal of enforcement tools. It is
possible that governmental authorities will conclude that our business practices do not comply with current or future statutes,
regulations or case law involving applicable antitrust, fraud and abuse, privacy, or other healthcare laws and regulations. If our
operations, including our engagements with healthcare professionals, researchers and patients, or our disease awareness and / or
patient identification initiatives including genetic testing programs, or anticipated activities to be conducted by our field teams,
were found to be in violation of any of these laws or any other governmental regulations that may apply to us, we may be subject
to costly investigations, significant civil, criminal and administrative monetary penalties, imprisonment, damages, fines,
disgorgement, exclusion from government funded healthcare programs, such as Medicare and Medicaid, contractual damages,
diminished profits and future earnings, and the curtailment or restructuring of our operations, any of which could substantially
disrupt our operations or financial results. Although compliance programs can mitigate the risk of investigation and prosecution
for violations of these laws, the risks cannot be entirely eliminated. Any action against us for violation of these laws or
regulations, even if we successfully defend against it, could cause us to incur significant legal expenses and generate negative
publicity, which could harm our financial condition and divert our management’ s attention from the operation of our business.
Our employees may engage in misconduct or other improper activities, whether knowingly or unknowingly, including
violating applicable regulatory standards and requirements or engaging in insider trading, which could significantly harm our
business. We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include intentional
or unintentional failures to comply with the regulations of the FDA and applicable non U. S. regulators, provide accurate



information to the FDA and applicable non U. S. regulators, comply with healthcare fraud and abuse laws and regulations in the
United States and abroad, report financial information or data accurately or disclose unauthorized activities to us. In particular,
sales, marketing and business arrangements in the healthcare industry are subject to extensive laws and regulations intended to
prevent fraud, misconduct, kickbacks, self- dealing and other abusive practices. These laws and regulations restrict or prohibit a
wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other
business arrangements. Employee misconduct could also involve the improper use of, including trading on, information
obtained in the course of clinical trials, which could result in regulatory sanctions and serious harm to our reputation. It is not
always possible to identify and deter employee misconduct, and any precautions we take to detect and prevent this activity may
be ineffective in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other
actions or lawsuits stemming from a failure to comply with these laws or regulations. If any such actions are instituted against
us, and we are not successful in defending ourselves or 95asserting--- asserting our rights, those actions could have a significant
impact on our business, including the imposition of significant fines or other sanctions. Some of these laws and related risks are
described under the risk factor “ We may be subject to federal and state healthcare laws and regulations. If we are unable to
comply or have not fully complied with such laws and regulations, we could face criminal sanctions, damages, substantial civil
penalties, reputational harm and diminished profits and future earnings ” of this Annual Report. Actual or perceived failure to
comply with data protection, privacy and security laws ;-and regulations could lead to government enforcement actions and
significant penalties against us, and adversely impact our operating results. The global data protection landscape is rapidly
evolving, and we are or may become subject to numerous state, federal and foreign laws, requirements and regulations
governing the collection, use, disclosure, retention, and security of personal information. Implementation standards and
enforcement practices are likely to remain uncertain for the foreseeable future, and we cannot yet determine the impact future
laws, regulations, standards, or perception of their requirements may have on our business. This evolution may create uncertainty
in our business, affect our ability to operate in certain jurisdictions or to collect, store, transfer use and share personal
information, necessitate the acceptance of more enereus-101onerous obligations in our contracts, result in liability or impose
additional costs on us. The cost of compliance with these laws, regulations and standards is high and is likely to increase in the
future. Any failure or perceived failure by us to comply with federal, state or foreign laws or regulations, our internal policies
and procedures or our contracts governing our processing of personal information could result in negative publicity, government
investigations and enforcement actions, claims by third parties and damage to our reputation, any of which could have a material
adverse effect on our financial performance, business and operating results. In the United States, numerous federal and state
laws and regulations, including HIPAA, as amended by the Health Information Technology for Economic and Clinical Health
Act 0f 2009 and regulations implemented thereunder, collectively HIPAA, state data breach notification laws, state health
information privacy laws and federal and state consumer protection laws, including Section 5 of the Federal Trade Commission
Act, which govern the collection, use, disclosure and protection of health- related and other personal information, may apply to
our operations and the operations of current and future collaborators. We may obtain health information from third parties, such
as research institutions with which we collaborate, that are subject to privacy and security requirements under HIPAA. Although
we are not directly subject to HIPAA, other than potentially with respect to providing certain employee benefits, we could be
subject to criminal penalties if we knowingly obtain or disclose individually identifiable health information maintained by a
HIPAA covered entity in a manner that is not authorized or permitted by HIPAA. In addition, state laws govern the privacy and
security of health, research and genetic information in specified circumstances, many of which differ from each other in
significant ways and may not have the same effect, thus complicating compliance efforts. Further, we may also be subject to
other state laws governrng the privacy, processrng and protectron of personal information. For example the Calrfornra
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information of California residents to , imitatterns-among other things: (i) provide certain disclosures to California
residents regarding the business’ s collection, use, and disclosure of their personal information; (ii) receive and respond
to requests from California residents to access, delete, and correct their personal information, or to opt out of certain
disclosures of their personal information; and (iii) enter into specific contractual provisions with service providers that
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ett-a orad v 6 rother states , and are continuing to be proposed at the state and federal
level reﬂectrng a trend toward more stringent privacy legislation in the United States. The enactment of such laws could have
potentially conflicting requirements that would make compliance challenging. In addition, some of our research activities
involve minors, which may be subject to additional laws and can require specialized consent processes, privacy protections, and
compliance procedures. In the event that we are subject to or affected by HIPAA, the CCPA, the-€PRA-or other domestic
privacy and data protection laws, any liability from failure to comply with the requirements of these laws could adversely affect
our financial condition. Furthermore, the Federal Trade Commission, or FTC, and many state Attorneys General continue to
enforce federal and state consumer protection laws against companies for online collection, use, dissemination and security
Oépraetiees—- practices that appear to be unfair or deceptive. For example, according to the FTC, failing to take appropriate




steps to keep consumers’ personal information secure can constitute unfair acts or practices in or affecting commerce in
violation of Section 5 (a) of the Federal Trade Commission Act. The FTC expects a company’ s data security measures to be
reasonable and appropriate in light of the sensitivity and volume of consumer information it holds, the size and complexity of its
business, and the cost of available tools to improve security and reduce vulnerabilities. Our operations abroad may also be
subject to increased scrutiny or attention from data protection authorities. For example, in Europe, the collection and use of
personal data, including health and genetic data, is governed by the provisions of the GDPR. The GDPR became effective on
May 25, 2018, and imposes strict requirements for the processing of the personal data of individuals within the European
Economic Area, or EEA, or in the context of our activities in the EEA, including health data from clinical trials and AE
reporting. In particular, these requirements include certain obligations concerning the consent of the individuals to whom the
personal data relates, the information provided to the individuals, the transfer of personal data out of the EEA, security breach
notifications, and security and confidentiality of the personal data, and violations of these requirements could result in
substantial fines, up to the greater of 20 million Euros or 4 % of total global annual turnover. In addition to the foregoing, a
breach of the GDPR could result in regulatory investigations, reputational damage, orders to cease / change our processing of
our data, enforcement notices, and / or assessment notices for a compulsory audit. We may also face civil claims including
representative actions and other class action type litigation (where individuals have suffered harm), potentially amounting to
significant compensation or damages liabilities, as well as-102as associated costs, diversion of internal resources, and
reputational harm. Data protection authorities from the different EU and EEA member states may also interpret the GDPR and
national laws differently and impose additional requirements, which adds to the complexity of processing personal data in the
EU and the EEA. Additionally, from January 1, 2021, we have had to comply with the GDPR and also the United Kingdom
GDPR, or UK GDPR, which, together with the amended United Kingdom Data Protection Act 2018, retains the GDPR in
United Kingdom national law following Brexit. The UK GDPR mirrors the fines under the GDPR, e. g. , fines up to the greater
of € 20 million (£ 17. 5 million) or 4 % of global turnover. Among other requirements, the GDPR and UK GDPR also regulate
transfers of personal data subject to the GDPR or UK GDPR to third countries that have not been found to provide adequate
protection to such personal data, including the United States. Case law from the Court of Justice of the European Union, or the
CJEU, states that reliance on the standard contractual clauses- a standard form of contract approved by the EC European
Cemmissterras an adequate personal data transfer mechanism- alone may not necessarily be sufficient in all circumstances and

that traanerq must be a%%eqsed on a case- by case basl% On 9efeber—7—July 10 %922—2023 PfeStdeﬂt—B-tdeﬁ-s-lgﬂed-aﬂ

a-nd—btﬂd-rﬁg—s&fegtlafds—te-addfess—tlle eeneefﬁs—fatsed-by—t-he—GJEU—European Commlssmn adopted 1ts Adequacy Dec1s1on in

relatlon to data

relation-to-the DPFonduly 16,2623, renderlng the DPF effectlve as a GDPR transfer mechanism to U. S. entities %elf— certified
under the DPF. On October 12, 2023, the UK Extension to the DPF came into effect (as approved by the UK Government), as a
U-IGGDP—R—data transfer mechanl%m from the UK to U. S. entities self- Certlﬁed under t-he—U-IGE—xteﬁﬂeﬁ—te—t-he—DPF —Wle

pafw—t-faﬁsfefs— F ollowmg a penod of legal complex1ty and uncertalnty regardlng mternatlonal pelsonal data traanerq
particularly to the United States, we expect the regulatory guidance and enforcement landscape to continue to develop, in
relation to transfers to the United States and elsewhere. In particular, we expect the DPF Adequacy Decision to be challenged
and international transfers to the United States and to other jurisdictions more generally to continue to be subject to enhanced
scrutiny by regulators. As a result, we may have to make certain operational changes and implement revised standard
contractual clauses and other relevant documentation for existing data transfers arrangements within required time frames.
Although we work to comply with applicable laws, regulations and standards, our contractual obligations and other legal
obligations, these requirements are evolving and may be modified, interpreted and applied in an inconsistent manner from one
jurisdiction to another, and may conflict with one another or other legal obligations with which we must 97eomply—- comply .
Our failure to comply with our obligations under the GDPR or UK GDPR, including any failure to adopt measures to ensure that
we can continue to conduct the data processing activities that we initiated in the EU before the GDPR entered into application,
the UK GDPR, and other countries’ privacy or data security- related laws could adversely impact our ability to use the data
generated in our studies. And any actual or perceived failure to comply with these data protection laws or adequately address
privacy and security concerns could lead to government enforcement actions and significant penalties against us, and adversely
impact our operating results. ©arIn addition, we may use artificial intelligence, or AI, machine learning, and automated
decision- making technologies, collectively, AT Technologies, in our business. The regulatory framework for Al
Technologies is rapidly evolving as many federal, state, and foreign government bodies and agencies have introduced or
are currently considering additional laws and regulations. Additionally, existing laws and regulations may be interpreted
in ways that would affect the operation of AI Technologies. As a result, implementation standards and enforcement
practices are likely to remain uncertain for the foreseeable future, and we cannot yet determine the impact future laws,
regulations, standards, or market perception of their requirements may have on our business and may not always be
able to anticipate how to respond to these laws or regulations. It is possible that new laws and regulations will be adopted
in the United States and in other non- U. S. jurisdictions, or that existing laws and regulations, including competition and
antitrust laws, may be interpreted in ways that would limit our ability to use AI Technologies for our business, or
require us to change the way we use Al Technologies in a manner that negatively affects the performance of our



products, services, and business and the way in which we use AI Technologies. We may need to expend resources to
adjust our products or services in certain jurisdictions if the laws, regulations, or decisions are not consistent across
jurisdictions. Further, the cost to comply with such laws, regulations, or decisions and / or guidance interpreting existing
laws, could be significant and would increase our operating expenses (such as by imposing additional reporting
obligations regarding our use of AI Technologies). Such an increase in operating expenses, as well as any actual or
perceived failure to comply with such laws and regulations, could adversely affect our business, financial condition and
results of operations. 1030ur future growth depends, in part, on our ability to continue to penetrate foreign markets, where we
will be subject to additional regulatory burdens and other risks and uncertainties. Our future profitability will depend, in part, on
our ability to continue to commercialize setmelanotide and our other product candidates in foreign markets for which we intend
to rely on collaborations with third parties. As we continue to commercialize setmelanotide in foreign markets, we will be
subject to additional risks and uncertainties, including: ® our customers’ ability to obtain reimbursement for setmelanotide in
foreign markets; ® our inability to directly control commercial activities because we are relying on third parties; ® the burden of
complying with complex and changing foreign regulatory, tax, accounting and legal requirements; e different medical practices
and customs in foreign countries affecting acceptance in the marketplace; ® import or export licensing requirements; ® longer
accounts receivable collection times; ® longer lead times for shipping; e language barriers for technical training; ® reduced
protection of intellectual property rights in some foreign countries; ® foreign currency exchange rate fluctuations; and e the
interpretation of contractual provisions governed by foreign laws in the event of a contract dispute. Foreign sales of
setmelanotide could also be adversely affected by the imposition of governmental controls, political and economic instability,
trade restrictions and changes in tariffs. Laws and regulations governing any international operations we may have in the future
may preclude us from developing, manufacturing and selling setmelanotide or our other product candidates outside of the
United States and require us to develop and implement costly compliance programs. If we continue to expand our operations
outside of the United States, we must dedicate additional resources to comply with numerous laws and regulations in each
jurisdiction in which we plan to operate. The Foreign Corrupt Practices Act of 1977, or the FCPA, prohibits any U. S. individual
or business from paying, offering, authorizing payment or offering anything of value, directly or indirectly, to any foreign
official, political party or candidate for the purpose of influencing any act or decision of such third party in order to assist the
individual or business in obtaining or retaining business. The FCPA also obligates companies whose securities are listed in the
United States to comply with certain accounting provisions requiring the company to maintain books and records that accurately
and fairly reflect all transactions of the company, including international subsidiaries, and to devise and maintain an adequate
system of internal accounting controls for international operations. 98Cemptanee--- 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.
Varterrs-104Various laws, regulations and executive orders also restrict the use and dissemination outside of the United States,
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 United States, 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 product candidates and products outside of the United States, 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 Securities and Exchange Commission, or
SEC, also may suspend or bar issuers from trading securities on U. S. exchanges for violations of the FCPA’ s accounting
provisions. The results of the United Kingdom’ s departure from the EU may have a negative effect on global economic
conditions, financial markets and our business. Following a national referendum and enactment of legislation by the government
of the UK, the UK formally withdrew from the EU on January 31, 2020. Since the end of the Brexit transition period on January
1, 2021, Great Britain (England, Scotland and Wales) has not been directly subject to EU law and has operated under a separate
regulatory regime to the EU. It is currently unclear to what extent the UK Government will seek to align its regulations with the
EU. EU law which has been transposed into UK law through secondary legislation still remains applicable in Great Britain —,
-Heweveﬁhowever new uﬁdeﬁ-he—Ret&rned-EU leglslatlon such as the CTR is not applicable in Great Britain post Eaw

¢ Brexit derivedHaws-will-berevoked-in2623- While the UK has
1ndlcated a general intention that new laws regardlng the development manufacture and commercialization of medicinal
products in the UK will align closely with EU law, there remain limited detailed proposals for the future regulation of medicinal
products. Under the terms of the Ireland / Northern Ireland Protocol, EU law still generally applies to Northern Ireland.
However, on F ebmary 27,2023 , the UK Government and the EC Barepean-Cemmisston-reached a political agreement in the *
Windsor Framework ” to address discrepancies in the Protocol” s operation. This new framework fundamentally changes the
existing system under the Northern Ireland Protocol, including with respect to the regulation of medicinal products in the UK. In
particular, the MHRA will be responsible for approving all medicinal products destined for the UK market (i. e., Great Britain
and Northern Ireland), and the EMA will no longer have any role in approving medicinal products destined for Northern
Ireland. A single UK- wide MA will be granted by the MHRA for all medicinal products to be sold in the UK, enabling products
to be sold in a single pack and under a single authorization throughout the UK. The Windsor Framework was approved by the
EU- UK Joint Committee on March 24, 2023, so the UK government and the EU will enact legislative measures to bring it into
law. On June 9, 2023 the MHRA announced that the medlclnes aspects of the Wlndsor Framework will apply from January 1,
2025. Ne ; steh-as-the ; exit—Whilst the EU- UK Trade and

Cooperation Agreement (TCA) includes the mutual recogmtlon of Geed—M&ﬁu—faefuﬂ-&g—Praeﬁee—(—GMP Finspections of




manufacturing facilities for medicinal products and GMP documents issued, it does not contain wholesale mutual recognition of
UK and EU pharmaceutical regulations and product standards. There may be divergent local requirements in Great Britain from
the EU in the future, which may impact clinical and development activities that occur in the UK. Similarly, clinical trial
submissions in the UK will not be able to be bundled with those of EU Member States within the EMA Clinical Trial
Information System €, or CTIS . Any divergences may increase the cost and complexity of running our business, including
with respect to the conduct of clinical trials. 99Stree—- Since a significant proportion of the regulatory framework in the UK
applicable to our business and our product candidates is derived from EU directives and regulations, the withdrawal could
continue to impact the regulatory regime with respect to the development, manufacture, importation, approval and
commercialization of our product candidates in the UK. Great Britain is no longer covered by the EU’ s procedures for the grant
of MA (Northern Ireland is for now covered by the centralized authorization procedure and can be covered under the
decentralized or mutual recognition procedures). A separate MA is required to market drags-medicinal products in Great
Britain. Such changes could increase our costs and otherwise adversely affect our business. Any delay in obtaining, or an
inability to obtain regulatory approvals, as a result of Brexit or otherwise, may prevent us from commercializing our product
candidates in Great Britain and restrict ea-1050ur ability to generate revenue and achieve or sustain profitability. If any of these
outcomes occur, we may be forced to restrict or delay efforts to seek regulatory approval in Great Britain for our product
candidates, which could significantly and materially harm our business. Any further changes in relation to international trade,
tariff and import / export regulations as a result of Brexit or otherwise may impose unexpected duty costs or other non- tariff
barriers on us. These developments, or the perception that any of them could occur, may reduce global trade and, in particular,
trade between the impacted nations and the UK. It is unclear what financial, regulatory and legal implications the withdrawal of
the UK from the EU will have in the long- term and how such Wlthdrawal W111 affect us, and the full extent to which our
business could be adver%ely affected Risks Related to the-Aes ; ay—fa ; af

success depend% on our ablhty to retain our key employee% and consultants, and to attract retain and motivate qualified
personnel. We are highly dependent on our executive leadership team. We have employment agreements with these individuals ,
but any individual may terminate his or her employment with us at any time. The loss of their services might impede the
achievement of our research, development and commercialization objectives. We also do not have any +68kes-key - person life
insurance on any of these key employees. We rely on consultants and advisors, including scientific and clinical advisors, to
assist us in formulating our development and commercialization strategy. Our consultants and advisors may be employed by
employers other than us and may have commitments under consulting or advisory contracts with other entities that may limit
their availability to us and may not be subject to non- compete agreements. Recruiting and retaining qualified scientific
petrsennel, technical, clinical development, regulatory, and sales and marketing personnel will also be critical to our success.
We may not be able to attract and retain these personnel on acceptable terms given the competition among numerous
pharmaceutical and biotechnology companies for similar personnel. We also experience competition for the hiring of scientific
personnel from universities and research institutions. Failure to succeed in clinical trials may make it more challenging to recruit
and retain qualified scientific personnel. In addition, we rely on existing employment- related visa programs to attract and
retain qualified personnel. Immigration policy changes and uncertainty associated with the new presidential
administration in the United States, including potential changes to the number of employment- related visas available as
well as the process to obtain them, could make it more difficult to retain existing personnel and to recruit qualified
candidates. If we and our impacted candidates or employees are unable to obtain work visas in sufficient quantities or at
a sufficient rate for a significant period of time, our business could be adversely affected. We will need to develop and
expand our eempany-Company , and we may encounter difficulties in managing this development and expansion, which could
disrupt our operations. We expect to increase our number of employees and the scope of our operations. In particular, we will
need to continue our transition from a research and development focused company to a commercial - stage company. To
manage our anticipated development and expansion, we must continue to implement and improve our managerial, operational
and financial systems, expand our facilities and continue to recruit and train additional qualified personnel. Also, our
management may need to divert a disproportionate amount of its attention away from their day- to- day activities and devote a
substantial amount of time to managing these development activities. Due to our limited resources, we may not be able to
effectively manage the expansion of our operations or recruit and train additional qualified personnel. This may result in



weaknesses in our infrastructure, and give rise to operational mistakes, loss of business and commercial opportunities, loss of
employees and reduced productivity among remaining employees. We may not be able to successfully recruit the personnel
we require to operate and expand our business, including our expansion into new countries and markets due to a
number of factors, including a lack of understanding of local employment practices, cultural barriers, low or no brand
recognition as a desired employer or place to work, or the perceived risk of joining a company with a limited operating
history. If our management is unable to effectively manage our expected development and expansion, our expenses may
increase more than expected, our ability to generate or increase our revenue could be reduced and we may not be able to
implement our business strategy. Fhe-106The physical expansion of our operations may lead to significant costs and may divert
financial resources from other projects, such as the development of setmelanotide and our other product candidates. Many of our
suppliers and collaborative and clinical trial relationships are located outside the United States, and we have and may continue
trthe-fatare-seeleto hire employees located outside of the United States. Accordingly, our business has and may beeeme
continue to be subject to economic, political, regulatory and other risks associated with international operations, such as
compliance with tax, employment, immigration and labor laws for employees living or traveling abroad, workforce uncertainty
in countries where labor unrest is more common than in the United States, as well as difficulties associated with staffing and
managing international operations, including differing labor relations. Any of these factors could materially affect our business,
financial condition and results of operations. Our future financial performance and our ability to commercialize our approved
products and compete effectively will depend, in part, on our ability to effectively manage the future development and
expansion of our eempany-Company . Our information technology systems, or those of our third- party CROs, CMOs or other
contractors or consultants, may fail or suffer security breaches, which could result in a material disruption of setmelanotide and
other product candidate development programs, regulatory investigations, enforcement actions and lawsuits. In the ordinary
course of our business, we produce, collect , process and store sensitive data, including intellectual property, our proprietary
business information and that of our suppliers, as well as personally identifiable information , including of our employees.
Similarly, our third- party CROs, CMOs and other contractors and consultants possess certain amounts of our sensitive data.
Fhe-We have implemented and maintain an array of physical, administrative and technical controls to ensure the
confidentiality, integrity and availability of such sensitive information, and the secure maintenance of this information is
material to our operations and business strategy. Pespite-Even with the implementation of strong security measures, our
information technology systems and those of our third- party CROs, CMOs and other contractors and consultants are sanerable
susceptible to attack, damage, or interruption by-haeking;from computer security incidents and cyberattacks such as 5
eempufeﬁ&fuses—&ﬂd-malware (e é . ransomware) ﬂﬁra-heteus—eede—phlshmg ﬁt-taeks-dnd other socml engineering attacks

a a a4 employee or contractor
theft 6'1“, misuse 5or humdn error, ff&ud—denml or degrad"mon of service dttdeS seph-tsﬁeafed—supply chain attacks, advanced
persistent threats from nation- state and-natien—state—supperted-actors er-and unauthorized access or use by persons inside or
outside our organization 5. As a result of er-our persens-with-hybrid work environment, we also face increased
cybersecurity risks due to employees aceess-accessing to-systems-instde-company resources from insecure networks, and
using personal (i. e., “ bring- eur-your organization— own- device ) or unmanaged devices which often lack enterprise-
grade security controls and all of which creates additional opportunities for cybercriminals to exploit vulnerabilities and
use social engineering techniques to carry out a cyberattack . Any such attack, incident or breach could compromise our
information technology systems and-the-which may result in sensitive information being stered-there-eetdd-be-accessed,

publicly disclosed, lost, corrupted or stolen. Further, cyberattacks attacks-upen-informationtechnologysystems-arc increasing

in their frequency, fevels-efpersistence, sophistication and intensity, often and-are-betng-conducted by sephistieated-and
organized and well- funded criminal g groups aﬂd—rﬂd-ﬁtdua-}s—wuh a Wlde range of motives and expertlse Consequently Asa

ur security controls

are-not always prevent feeegﬂ-rzed—uﬂﬂ-l—l-atmehed—agmnst—af&fgef
targeted cyberattack and aw i 5 adeatia ’

We—mayha}se—e*peﬂeﬂee-seetﬂerw—bfeaehes—ﬂ&a{—threat actor may remain undetected in our systems fm an extended perlod of
time . There can Evenifidentified;-we-may-be no assurance that unable-to-adequatelyinvestigate-or-our remediate-ineidents

cybersecurity risk management program and processes, including er-our policies, controls or procedures, will be fully
implemented, complied with or effective in protecting our systems and information. We maintain cyber liability
insurance; however, it may not be sufficient to cover the financial, legal, business or reputational losses that may result
from a service interruption or breaches-—- breach due-to-attaekers-of our systems. The global healthcare industry is
increasingly using-integrating Al technologies and tools and-teehniques-that. However, like any emerging technology, Al
presents its own set of risks, many of which arc not yet known or fully understood. designed-to-eireunmvent-eontrols;to
avotd-deteetionand-to-remove-or-For obfuseate-forenste-evidenee-example, Al algorithms may have inherent flaws, and
data sets could be insufficient, low- quality, or biased. Additionally, inappropriate or controversial data practices by data
scientists, engineers, and end- users could compromise results of AI processes. If Al applications generate flawed or
inaccurate analyses or date, it could lead to competitive disadvantages, legal liabilities, and harm to our brand or
reputation. Furthermore, the use of AI- based software might result in the inadvertent release of confidential
information . The legislative and regulatory landscape for privacy and data protection continues to evolve, and there has been
an increasing amount of focus on privacy and data protection issues with the potential to affect our business, including recently
enacted laws in a majority of states requiring security breach notification, some also require implementation of reasonable
security measures and provide a private right of action in the event of a breach. Costs of breach response, mitigation,




investigation, remediation, notice and ongoing assessments can be considerable. Thus, any access, disclosure, damage or other
loss of information, including our data being breached at our partners or third- party providers, could result ##-107in legal
claims or proceedings and liability under state, federal and international privacy laws, disruption of our operations, and damage
to our reputation, which could adversely affect our business. We and-eertainofotrserviee-providers-have been-put into place
safeguards with technology, process and education freftime-to time-will-eontinte-mitigate the risks inherent in our
information technology systems and to defend against be-subjeet-te-cyberattacks and security incidents. While-Although we
do not believe that we have experienced any significant system failure, accident or security breach to date, including any
significant or material cyberattacks and / or other information technology security incidents, if such an event were to
occur and cause interruptions in our operations, it could result in a material disruption of our programs and material harm to
our business and reputation . For example, the breach or loss of clinical trial data for setmelanotide or other product
candidates could result in delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce
the data. To the extent that any disruption or security breach results in a loss of or damage to our data or applications or other
data or applications relating to our technology or product candidates, or inappropriate disclosure of confidential or proprietary
information, we could incur liabilities and the further development of setmelanotide and our product candidates could be
delayed or prevented . It could also expose us to risks, including an inability to provide our services and fulfill contractual
demands, and could cause management distraction and the obligation to devote significant financial and other resources to
mitigate such problems, which would increase our future information security costs, including through organizational changes,
deploying additional personnel, reinforcing administrative, physical and technical safeguards, further training of employees,
changing third- party vendor control practlce% and engagmg thnd party subject matter expertq and consultants and reduce the
demand for our product and @erv1ce§ ' ; y y WeY ;

Our Common StockOur dlrector% and executlve 0fflce1§ and thelr affiliated entities own a significant pelcentage 0f our stock
and, if they choose to act together, will be able to exert significant influence over matters subject to stockholder approval. Our
executive officers and directors and their respective affiliates, in the aggregate, hold shares representing approximately 5. 52 %
of our outstanding voting stock as of December 31, 2023-2024 . As a result, if these stockholders were to choose to act together,
they would be able to significantly influence all matters submitted to our stockholders for approval, as well as our management
and affairs. For example, these stockholders could significantly influence elections of directors, any amendments of our
organizational documents, or approval of any merger, sale of assets, or other major corporate transaction. This may prevent or
discourage unsolicited acqumtlon propo%al% or offer% for our common stock that you may feel are in your best mtere%t as one of
our stockholders. v v 0 d an W v alce-atra ;

Volatlhty may affect our etock price and the value of your investment. The market prlce for our common qtock has been volatile
and may continue to fluctuate significantly in response to a number of factors, most of which we cannot control, including,
among others: @ plans for, progress of, or results from preclinical studies and clinical trials of setmelanotide and our other
product candidates; e the failure of the FDA or EMA to approve IMCIVREE for additional indications er te initially approve
our other product candidates ; ® announcements of new products, technologies, commercial relationships, acquisitions or
other events by us or our competitors; ® the success or failure of other weight loss therapies and companies targeting the rare
diseases and-erphan-drag-treatment-we intend to address ; e regulatory or legal developments in the United States and other
countries; @ failure of setmelanotide or our other product candidates, if approved, to achieve commercial success; 108 o
fluctuations in stock market prices and trading volumes of similar companies; ® general market conditions and overall
fluctuations in U. S. equity markets; ® global macroeconomic conditions or instability , including with respect to inflation rates
or interest rates, curtailment of trade and other business restrictions such as tariffs, boycotts, labor shortages, supply chain
shortages, disruptions and instability in the banking industry and other parts of the financial services sector, outbreak of disease
or epidemics, or other economic, political or legal changes, uncertainties or adverse developments; @ terrorism and / or political
instability, unrest and wars, such as the conflicts involving Ukraine and Russia or Isracl and Hamas, which could delay or
disrupt our business, and if such political unrest escalates or spills over to or otherwise impacts additional regions it could
heighten many of the other risk factors included in this sections; +83-e natural disasters and other extreme weather events
(including as a result of climate change), which could cause significant damage to the infrastructure upon which our business
operations rely, and the timing, nature or severity of which we may be unable to prepare for; e eeonemte-instability-global



political changes and uncertainty , eutbreak-ofdisease-including in the United States with the changes arising from a new
pres1dent1al admlnlstratlon and resultlng changes and uncertalnty in admlnlstratlve agencies with authority over or-our

v 6 6 her-business restrietions—; ® variations in our
quarterly operating results; ® changes in our ﬁnan01al guldance or securities analysts estimates of our financial performance; ®
changes in accounting principles; ® our ability to raise additional capital and the terms on which we can raise it; ® sales of large
blocks of our common stock, including sales by our executive officers, directors and significant stockholders; e additions or
departures of key personnel; ® discussion of us or our stock price by the press and by online investor communities; and e other
risks and uncertainties described in these risk factors. Our quarterly operating results may fluctuate significantly. We expect our
operating results to be subject to quarterly fluctuations , which may be significant and difficult to anticipate over time . Our
net loss and other operating results will be affected by numerous factors, including: e variations in the level of expenses related
to our development programs; e addition or termination of clinical trials; @ any lawsuit, including any intellectual property
infringement lawsuit in which we may become involved; 109 e regulatory developments affecting setmelanotide and our other
product candidates; ® our execution of any collaborative, licensing or similar arrangements, and the timing of payments we may
make or receive under these arrangements; ® the achievement and timing of milestone payments under our existing
collaboration and license agreements; and e the level of underlying demand for setmelanotide and our customers’ buying
patterns. If our quarterly operating results fall below the expectations of investors or securities analysts for any given quarter ,
the price of our common stock could decline substantially. Furthermore, any quarterly fluctuations in our operating results may,
in turn, cause the price of our stock to fluctuate substantially. +640ur-Our ability to use certain net operating loss carryovers and
other tax attributes may be limited. Under the Code, a corporation is generally allowed a deduction for net operating losses, or
NOLs, carried over from a prior taxable year, and can use such NOLs to offset future taxable income, if any, until such losses are
used or, for NOLs arising in taxable years ending on or before December 31, 2017, until such NOLs expire. Other unused tax
attributes, such as research tax credits may also be carried forward to offset future taxable income, if any, until such attributes
are used or expire. As of December 31, 2023-2024 , we had approximately $ 555610 . 6-2 million and $ 598-694 . 0 million of
unused federal and state NOL carryforwards, respectively, and approximately $ 13. -8 million and $ 3-4 . 8 million of unused
federal and state carryforwards of research tax credits, respectively. Of the federal NOL carryforwards at December 31, 2623
2024 , $ 482537 . 4-2 million can be carried forward indefinitely -whie-$73—2-mithon-will-beginte-expire-in 2633~
Additionally, as of December 31, %92—3—2024 we had federal orphan drug credits related to qualifying research of $ 25-34 . 5-6
million. If a corporation undergoes an‘ ownershlp change, ” very generally defined as a greater than 50 % change by value in its
equity ownership by certain shareholders or groups of shareholders over a rolling three- year period, Sections 382 and 383 of the
Code limit the corporation’ s ability to use carryovers of its pre- change NOLs, credits and certain other tax attributes to reduce
its tax liability for periods after the ownership change. Our issuance of common stock pursuant to prior public offerings may
have resulted in a limitation under Code Sections 382 and 383, either separately or in combination with certain prior or
subsequent shifts in the ownership of our common stock. Future changes in our stock ownership, some of which are outside of
our control, could also result in an ownership change under Sections 382 and 383 of the Code. In addition, for taxable years
beginning after December 31, 2020, utilization of federal NOLs generated in tax years beginning after December 31, 2017 are
limited to a maximum of 80 % of the taxable income for such year, after taking into account utilization of NOLs generated in
years beginning before January 1, 2018 and determined without regard to such NOL deduction. Further regulatory changes
could also Hmtted—- limit our ability to utilize our NOLs. As a result, our ability to use carryovers of NOLs and credits to reduce
our future U. S. federal income tax liability may be subject to limitations. This could result in increased U. S. federal income tax
liability for us if we generate taxable income in a future period. Limitations on the use of NOLs and other tax attributes could
also increase our state tax liability. Any such limitation could have a material adverse effect on our results of operations in future
years. We have not completed a study to assess whether an ownership change for purposes of Section 382 or 383 has occurred,
or whether there have been multiple ownership changes since our inception, due to the significant costs and complexities
associated with such study. The use of our tax attributes will also be limited to the extent that we do not generate positive
taxable income in future tax periods. We do not expect to generate positive taxable income in the near future and we may never
achieve tax profitability. Substantial future sales or perceived potential sales of our common stock in the public market could
cause the price of our common stock to decline significantly. Sales of our common stock in the public market, or the perception
that these sales could occur, could cause the market price of our common stock to decline significantly. As of December 31,
2623-2024 , we had 59-62 , 426-390 , 559-654 shares of common 110stock outstanding. In addition, on July 10, 2023, we
filed with the SEC a prospectus supplement to the prospectus included in the Company’ s registration statement on
Form S- 3ASR filed with the SEC on March 2, 2023, covering the resale from time to time by the holders of the
Convertible Preferred Stock of up to an aggregate of 3, 124, 995 shares of common stock eutstanding-, to satisfy
registration rights that the Company granted to such holders in connection with the issuance of the Convertible
Preferred Stock. To the extent the holders of the Convertible Preferred Stock convert their shares to common stock and
sell such shares, the price of our common stock could be significantly impacted . We may be at an increased risk of
securities litigation, including class action litigation. Historically, 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
biotechnology and pharmaceutical companies have experienced significant stock price volatility in recent years and have an
increased risk of securities litigation, including class action litigation . If we were to be sued, it could result in substantial
costs and a diversion of management’ s attention and resources, which could harm our business. We do not intend to pay
dividends on our common stock and, consequently, your ability to achieve a return on your investment will depend on
appreciation in the price of our common stock. We have never declared or paid any cash dividends on our common stock and do
not currently intend to do so in the foreseeable future. We currently anticipate that we will retain future earnings for the




development, operation and expansion of our business and do not anticipate declaring or paying any cash dividends in the
foreseeable future. Additionally, our Convertible Preferred Stock ranks senior to the shares of the Company’ s common
stock, with respect to the payment of dividends and the distribution of assets upon a liquidation, dissolution or winding
up of the Company. Holders of the Convertible Preferred Stock will be entitled to a regular dividend at a rate as
specified in the Amended and Restated Certificate of Designations filed by the Company with the Secretary of State of
the State of Delaware. Therefore, +85the-the success of an investment in shares of our common stock will depend upon any
future appreciation in their value. There is no guarantee that shares of our common stock will appreciate in value or even
maintain the price at which you purchased them. Our commeon stock is subordinated to our Convertible Preferred Stock. In
connection with the closing of our Investment Agreement, the Company issued 150, 000 shares of a new series of the
Company’ s Convertible Preferred Stock for an aggregate purchase price of $ 150. 0 million, or $ 1, 000 per share. The
Convertible Preferred Stock ranks senior to the shares of the Company’ s common stock, with respect to the payment of
dividends and the distribution of assets upon a liquidation, dissolution or winding up of the Company. The Convertible
Preferred Stock has an initial liquidation preference of $ 1, 000 per share; provided that the liquidation preference in
dissolution or upon a change of control shall be increased to be 175 % of the then applicable liquidation preference, as
described in the Amended and Restated Certificate of Designations. The Convertible Preferred Stock is convertible into
shares of our common stock at the option of the holders thereof subject to the terms of the Amended and Restated
Certificate of Designations. Additionally, holders of the Convertible Preferred Stock generally will be entitled to vote
with the holders of the shares of our common stock, subject to certain restrictions pursuant to the terms of the Amended
and Restated Certificate of Designations, on all matters submitted for a vote of holders of shares of our common stock
(voting together with the holders of shares of our common stock as one class) on an as- converted basis, subject to certain
ownership limitations. On May 7, 2024, the Company filed an Amended and Restated Certificate of Designations in
respect of the Convertible Preferred Stock containing certain technical amendments to the terms of the Convertible
Preferred Stock. The amendments contained in the Amended and Restated Certificate of Designations (x) limited the
voting rights of the Convertible Preferred Stock to 24. 9438 shares of the Company’ s common stock per $ 1, 000
liquidation preference of Convertible Preferred Stock and (y) eliminated a 1 % step up in the interest rate that
otherwise would have applied in the unlikely event that the Company was required to obtain and failed to obtain
stockholder approval for certain conversion shares underlying the Convertible Preferred Stock. Additionally, certain
matters will require the approval of the holders of two- thirds of the outstanding Convertible Preferred Stock, voting as
a separate class, including (1) the authorization, creation, increase in 111the authorized amount of, or issuance of any
class or series of senior or pari passu equity securities or any security convertible into, or exchangeable or exercisable
for, shares of senior or pari passu equity securities, (2) amendments, modifications or repeal of any provision of the
Company’ s charter or of the Amended and Restated Certificate of Designations that would adversely affect the rights,
preferences or voting powers of the Convertible Preferred Stock, and (3) certain business combinations and binding or
statutory share exchanges or involving the Convertible Preferred Stock unless such events do not adversely affect the
rights, preferences or voting powers of the Convertible Preferred Stock. In the future, we may make additional offerings
of debt or preferred equity securities, including convertible or non- convertible senior or subordinated notes, convertible
or non- convertible preferred stock, medium- term notes and trust preferred securities, to raise cash or bolster our
liquidity, to refinance indebtedness, for working capital, to finance strategic initiatives and future acquisitions or for
other purposes. Upon liquidation, holders of our debt securities and shares of preferred stock and lenders with respect to
other borrowings may receive distributions of our available assets prior to the holders of our common stock. In addition,
any preferred stock we may issue could have a preference on liquidating distributions or a preference on distribution
payments that could limit our ability to make a distribution to the holders of our common stock. Since our decision to
issue securities in any future offering will depend on market conditions and other factors beyond our control, we cannot
predict or estimate the amount, timing or nature of our future offerings. Thus, our stockholders bear the risk of our
future offerings reducing the market price of our common stock. Provisions in our certificate of incorporation and bylaws
and Delaware law might discourage, delay or prevent a change in control of our eempany-Company or changes in our
management and, therefore, depress the market price of our common stock. Our certificate of incorporation and bylaws contain
provisions that could depress the market price of our common stock by acting to discourage, delay or prevent a change in control
of our eempany-Company or changes in our management that the stockholders of our eompany-Company may deem
advantageous. These provisions, among other things: e establish a classified board of directors so that not all members of our
board are elected at one time; ® permit only the board of directors to establish the number of directors and fill vacancies on the
board; e provide that directors may only be removed “ for cause ” and only with the approval of two- thirds of our stockholders;
e authorize the issuance of “ blank check ” preferred stock that our board could use to implement a stockholder rights plan (also
known as a “ poison pill ”); @ eliminate the ability of our stockholders to call special meetings of stockholders; ® prohibit
stockholder action by written consent, which requires all stockholder actions to be taken at a meeting of our stockholders; ®
prohibit cumulative voting; @ authorize our board of directors to amend the bylaws; e establish advance notice requirements for
nominations for election to our board or for proposing matters that can be acted upon by stockholders at annual stockholder
meetings; and @ require a super- majority vote of stockholders to amend some provisions described above. In addition, Section
203 of the General Corporation Law of the State of Delaware, or the DGCL, prohibits a publicly- held Delaware corporation
from engaging in a business combination with an interested stockholder, generally a perserr-112person which together with its
affiliates owns, or within the last three years has owned, 15 % of our voting stock, for a period of three years after the date of
the transaction in which the person became an interested stockholder, unless the business combination is approved in a
prescribed manner. Any provision of our certificate of incorporation, bylaws or Delaware law that has the effect of delaying or



preventing a change in control could limit the opportunity for our stockholders to receive a premium for their shares of our
capital stock and could also affect the price that some investors are willing to pay for our common stock. Our certificate of
incorporation provides that the Court of Chancery of the State of Delaware is the exclusive forum for substantially all disputes
between us and our stockholders and our bylaws designate the federal district courts of the United States as the exclusive forum
for actions arising under the Securities Act, which could limit our stockholders’ ability to obtain a-faverable-an alternate
preferred judicial forum for disputes with us or our directors, officers or employees. Our certificate of incorporation provides
that the Court of Chancery of the State of Delaware is the exclusive forum for: (i) any derivative action or proceeding brought
on our behalf; (ii) any action asserting a claim of breach of +06ftduetary—-- fiduciary duty; (iii) any action asserting a claim
against us arising under the DGCL, our certificate of incorporation or our bylaws; and (iv) any action asserting a claim against
us that is governed by the internal affairs doctrine. In addition, our bylaws provide that the federal district courts of the United
States are the exclusive forum for any complaint raising a cause of action arising under the Securities Act. Any person or entity
purchasing or otherwise acquiring any interest in any of our securities shall be deemed to have notice of and consented to the
provisions of our certificate of incorporation and bylaws described above. 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 these provisions of our certificate of incorporation or bylaws to be inapplicable or unenforceable in an action, we may incur
additional costs associated with resolving the dispute in other jurisdictions, which could seriously harm our business. General
Risk FactorsWe have in the past and may in the future acquire businesses or products, form strategic alliances or create joint
ventures in the future, and we may not realize their benefits. We may acquire additional businesses or products, form strategic
alliances or create joint ventures with third parties that we believe will complement or augment our existing business. #-For
example, in February 2023, in order to expand our pipeline and build on our focus on rare endocrinology diseases, we
acquired Xinvento B. V., a Netherlands- based biotech company focused on developing therapies for CHI. As we acquire
businesses with promising markets or technologies, we may not be able to realize the benefit of acquiring such businesses if we
are unable to successfully integrate them with our existing operations and company culture. We may encounter numerous
difficulties in developing, manufacturing and marketing any new products resulting from a strategic alliance, joint venture or
acquisition that delay or prevent us from realizing their expected benefits or enhancing our business. We cannot assure you that,
following any such acquisition, we will achieve the expected synergies to justify the transaction. An active market for our
common stock may not be maintained. Our stock began trading on the Nasdaq Global Market in October 2017 and we can
provide no assurance that we will be able to continue to maintain an active trading market on the Nasdaq Global Market or any
other exchange in the future. If an active market for our common stock is not maintained, it may be difficult for our stockholders
to sell shares without depressing the market price for the shares or at all. An inactive market may also impair our ability to raise
capital by selling shares and may impair our ability to acquire other businesses, applications or technologies using our shares as
consideration. H-113If securities or industry analysts do not continue to publish research or reports or publish unfavorable
research or reports about our business, our stock price and trading volume could decline. The trading market for our common
stock depends in part on the research and reports that securities or industry analysts publish about us, our business, our market or
our competitors. We do not control these analysts. If we lose securities or industry analysts coverage of our eempany-Company
, the trading price for our stock would be negatively impacted. If one or more of the analysts who covers us downgrades our
stock, our stock price would likely decline. If one or more of these analysts issues unfavorable commentary or ceases to cover us
or fails to regularly publish reports on us, interest in our stock could decrease, which could cause our stock price or trading
volume to decline. Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require
us to relinquish rights. We may seek additional capital through a combination of private and public equity offerings, debt
financings, collaborations and strategic and licensing arrangements. Fe-the-extent-thatFrom time to time, we may raise
additional capital through the sale of common stock or securities convertible or exchangeable into common stock, such as our
sale of Convertible Preferred Stock under the Investment Agreement, which did cause in the case of the Investment
Agreement and may cause in the future a stockholder’ s ownership interest in our eempany-Company witt-to be diluted. In
addition, the terms of any such securities may include liquidation or other preferences that materially adversely affect the rights
of our stockholders. Debt financing, if available, would increase our fixed payment obligations and may involve agreements that
include covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures or declaring dividends. If we raise additional funds through collaboration, strategic partnerships and licensing
arrangements with third parties, we may have to relinquish valuable +07rights—-- rights to setmelanotide, our intellectual
property or future revenue streams, or grant licenses on terms that are not favorable to us. See above, under the heading “ Our
common stock is subordinated to our Convertible Preferred Stock. ” Unfavorable global political or economic conditions
could adversely affect our business, financial condition or results of operations. Our results of operations could be adversely
affected by general conditions in the global political system, economy and in the global financial markets. The global economy,
including credit and financial markets, has recently experienced extreme volatility and disruptions, including severely
diminished liquidity and credit availability, rising interest and inflation rates, declines in consumer confidence, declines in
economic growth, increases in unemployment rates ane-, uncertainty about economic stability , and rising political uncertainty
. A severe or prolonged economic downturn or recession and a continued increase in inflation rates or interest rates could result
in a variety of risks to our business, including weakened demand for setmelanotide and our ability to raise additional capital
when needed on acceptable terms, if at all. There can be no assurance that further deterioration in credit and financial markets
and confidence in economic conditions will not occur. A weak or declining economy could also strain our suppliers, possibly
resulting in supply disruption, or cause our customers to delay making payments for our services. Increased inflation rates and
related increases in interest rates can adversely affect us by increasing our costs, including labor and employee benefit costs. In



addition, geopolitical conflicts and war could disrupt or otherwise adversely impact our operations and those of third parties
upon which we rely. Related sanctions, export controls or other actions have and may in the future be initiated by nations
including the United States H—S—, the EU or Russia (e. g., potential cyberattacks, disruption of energy flows, etc.), which could
adversely affect our business and / or our supply chain, our CROs, CMOs and other third parties with which we conduct
business. The changes arising from a new presidential administration in the United States and the prospect of new
leadership in key administrative agencies (such as the FDA and SEC) as well as volatile political conditions in other
countries in which we do business could also create additional uncertainty for our industry and our business, including
in ways that we cannot foresee. Any of the foregoing could harm our business and we cannot anticipate all of the ways in
which the current economic climate and financial market conditions could adversely impact our business. Business interruptions
could adversely affect our operations. Our operations are vulnerable to interruption by fire, severe weather conditions, power
loss, telecommunications failure, terrorist activity, public health crises and pandemic diseases, saehas-COVHD-—9-and other
natural and man- made disasters or events beyond-114beyond our control. Our facilities and employees are located in regions
that experience severe weather from time to time. We have not undertaken a systematic analysis of the potential consequences to
our business and financial results from a major tornado, flood, fire, earthquake, power loss, terrorist activity, public health crisis,
pandemic diseases or other disasters and do not have a recovery plan for such disasters. In addition, we do not carry sufficient
insurance to compensate us for actual losses from interruption of our business that may occur, and any losses or damages
incurred by us could harm our business. The occurrence of any of these business disruptions could seriously harm our operations
and financial condition and increase our costs and expenses. We have incurred and will continue to incur substantial costs as a
result of operating as a public company, our management will continue to devote substantial time to existing and new
compliance initiatives and corporation governance policies, and we will need to hire additional qualified accounting ane-,
financial , legal and compliance personnel with appropriate public company experience. As a public company, we have
incurred and will continue to incur significant legal, accounting and other expenses. The Sarbanes Oxley Act of 2002, the Dodd-
Frank Wall Street Reform and Consumer Protection Act, the listing requirements of the Nasdaq Global Market and other
applicable securities rules and regulations impose various requirements on public companies, including establishment and
maintenance of effective disclosure and financial controls and corporate governance practices. Our management and other
personnel will continue to devote a substantial amount of time to these compliance initiatives and we will need to continue to
hire and retain additional accounting and-, financial , legal and compliance personnel with appropriate public company
experience and technical accounting and securities laws knowledge. Even if we are able to hire appropriate personnel, our
existing operating expenses and operations will be impacted by the direct costs of their employment and the indirect
consequences related to the diversion of management resources from product development and commercialization efforts.
Moreover, these rules and regulations will continue to increase our legal and financial compliance costs and make some
activities more time consuming and costly. +0&Fhese--- These rules and regulations are often subject to varying interpretations,
in many cases due to their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance
is provided by regulatory and governing bodies. This could result in future uncertainty regarding compliance matters and higher
costs necessitated by ongoing revisions to disclosure and governance practices. H-we-We have in the past failed and may in
the future fail to maintain an effective system of internal control over financial reporting ywe-. This may prevent us from net
be-able-to-accurately repertreporting our financial results or prevent-preventing fraud. As a result, stockholders could lose
confidence in our financial and other public reporting, which would harm our business and the trading price of our common
stock. Effective internal control over financial reporting is necessary for us to provide reliable financial reports and, together
with adequate disclosure controls and procedures, is designed to prevent fraud. Any failure to implement required new or
nnproved controls, or difficulties encountered in thelr nnplementatron could cause us to fail to meet our reportrng obhgatronq -

-tmpfevefneﬂt— Pursuant to Section 404, we are requrred to furnrqh a report by our management on our internal control over
financial reporting. To continue to achieve and maintain compliance with Section 404, we engage in a process to document and
evaluate our internal control over financial reporting, which is both costly and challenging. In this regard, we need to continue to
dedicate internal resources, potentially engage outside consultants and adopt a detailed work plan to assess and document the
adequacy of internal control over financial reporting, continue steps to improve control processes as appropriate, validate
through testing that controls are functioning as documented and implement a continuous reporting and improvement process for
internal control over financial reporting. Despite our efforts, from time to time we may not be able to conclude that our internal
control over financial reporting is effective as required by Section 404, as +s-was the case for the year ended December 31,
2023 and quarterly periods in 2024 this-AnnualReportonForm10-K—, due to the-a material weakness identified in internal
controls related to ineffective information technology general controls in the areas of user access and deseribed-below
program change management over our key accounting and reporting information technology system . Additionally, the
materral Weakne%s in our 1nternal Control over ﬁnancral reportlng -has—re%ulted in our management being unable to conclude and

bei-ng—tmab}e—te-eeﬂe}ude—that our disclosure Controls and procedures were effectlve for the apphcable perrod I-n—The material
weakness has since been remediated; however, additional material weaknesses may arise in the future. 115In addition ;-as

we-notongerqualify-as-anon—aeeelerated-filer-, we are required to include an attestation report on internal control over

financial reporting issued by our independent registered public accounting firm. If we are unable to maintain effective internal
control over financial reporting, we may not have adequate, accurate or timely financial information, our independent registered



public accounting firm may issue a report that is adverse, as it has-did in this-our Annual Report on Form 10- K for the year
ended December 31, 2023 . A material weakness could result in a restatement of our financial statements, failure to meet our
reporting obligations in a timely manner, the imposition of sanctions, including the inability of registered broker dealers to make
a market in our common stock, or investigation by regulatory authorities. Any such action or other negative results caused by
our inability to meet our reporting requirements or comply with legal and regulatory requirements or by disclosure of an
accounting, reporting or control issue could adversely affect the trading price of our securities and our business. Ineffective
internal control over financial reporting could also reduce our ability to obtain financing or could increase the cost of any
financing we obtain. Any of these could, in turn, result in an adverse reaction in the financial markets due to a loss of confidence
in the reliability of our financial statements. We have previously identified a material weakness in our internal controls over
financial reporting and may identify additional material weaknesses in the future or otherwise fail to maintain an effective
system of internal controls, which may result in material misstatements of our consolidated financial statements or cause us to
fail to meet our periodic reporting obligations. A material weakness is a deficiency, or a combination of deficiencies, in internal
control over financial reporting, such that there is a reasonable possibility that a material misstatement of a company’ s annual or
interim financial statements will not be prevented or detected on a timely basis. We previously identified a material weakness in
internal control related to ineffective information technology general controls €=, or ITGCs ,2in the areas of user access and
program change management over our key accounting and reporting information technology €=, or IT , Zysystem. As a result,
the related +09busirress—-- business process controls (specifically, the IT application controls and IT- dependent manual
controls) that are dependent on the ineffective ITGCs, or that use data produced from the system impacted by the ineffective
ITGCs, were also ineffective. Although the material weakness identified above did not result in any material misstatements in
our consolidated financial statements for the periods presented and there were no changes to previously released financial
results, our management concluded that these control deficiencies constitute a material weakness and that our internal control
over ﬁnanelal reporting was not effectlve as of December 31 2023 Our management de51gned —uﬂder—t-h%evefﬂght—e-ﬁﬂ&e

implemented new controls and measures e St
remediate this materlal Weakneqs by i

ﬁmedta’ee—t-hts—ma’eeﬂa-l—wea-kﬁess—a&neted—above have been remedlated However we cannot assure you that the measures we
are taking will be sufficient to remeeiate-the-material-wealkness-er-avoid the identification of additional material weaknesses in
the future. Our failure to implement and maintain effective internal control over financial reporting could result in errors in our
consolidated financial statements that could result in a restatement of our financial statements and could cause us to fail to meet
our periodic reporting obligations, any of which could diminish investor confidence in us and cause a decline in the price of our
common stock. The increasing focus on environmental sustainability and social initiatives could increase our costs, harm our
reputation and adversely impact our financial results. There has been increasing public focus by investors, customers,
environmental activists, the media and governmental and nongovernmental organizations on a variety of environmental, social
and other sustainability matters. We experience pressure to make commitments relating to sustainability matters that affect us,
including the design and implementation of specific risk mitigation strategic initiatives relating to sustainability. If we are not
effective in addressing environmental, social and other sustainability matters affecting our business, or setting and meeting
relevant sustainability goals, our reputation and financial results may suffer. fathe-futare-We have undertaken certain
initiatives , we-including disclosures, to improve the sustainability profile of our products and / or operations and
respond to stakeholder expectations; however, such initiatives may engage-imrbe costly and may not have the desired
effect. For example, sustainability- related initiatives are often based on methodologies, standards, or data that are still
evolving and veluntary-subject to varying interpretations. We cannot guarantee that our approach, either now or in
future, will align with the expectations of partlcular stakeholders or that certain dl§C10§11r6§ will not eieeenﬂﬁﬁmeﬁts—
ywhteh-may-be considered erroneous eo y v 0
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