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Investing in our securities involves a high degree of risk. You should carefully consider the following risks and other information
included or incorporated by reference in this Annual Report in evaluating #s-our company and our common stock. Any of the
following risks could materially and adversely affect our results of operations, our financial condition ;-and the market price of our
Commoen-common Stoek-stock . Although the risk factors are grouped by general category, many of the risks described in a given
category relate to multiple categories. The risks described below are not the only ones that we face. Additional risks not presently
known to us or that we currently deem immaterial may also affect our business, operating results, prospects or financial condition. See
“ Cautionary Statement Regarding Forward- Looking Statements ” in this Annual Report. If any of these risks actually materialize,
our business, prospects, financial condition and results of operations could be seriously harmed. This could cause the trading price of
our common stock to decline, resulting in a loss of all or part of your investment. Risk Factor Summary We are providing the
following summary of the risk factors contained in this Annual Report to enhance the readability and accessibility of our risk factor
disclosures. We encourage you to carefully review the full risk factors contained in this Annual Report in their entirety for additional
information regarding the material factors that make an investment in our securities speculative or risky. These risks and uncertainties
include, but are not limited to, the following: —there-othere is substantial doubt about our ability to continue as a going concern.
We have a history of operating losses and expect to incur losses for the foreseeable future. We may never generate revenues or, if we
are able to generate revenues, achieve profitability; —we-owe will need to raise additional capital and such financing may not
be available to us in the necessary time frame, in amounts that we require, on terms that are acceptable to us, or at all; oour
ability to maintain compliance with the continued listing requirement of the Nasdaq Stock Market LLC (“ Nasdaq ”); owe
have a limited operating history, and we expect a number of factors to cause our operating results to fluctuate on a quarterly and
annual basis ;-which may make it difficult to predict eaefuture performance; —f-oif preclinical studies or clinical trials for our
product candidates cannot be initiated or completed or if they are delayed or unsuccessful, we will be unable to meet our future
development and commercialization goals; —oseme of the disorders we seek to treat have low prevalence and it may be difficult to
identify patients with these disorders, which may lead to delays in enrollment for our trials or slower commercial revenue if approved,
and we may also face enrollment challenges as a result of other factors; —eusr-oour product candidates are novel and still in
development. If we are unable to successfully develop, receive regulatory approval for and commercialize our current or future
product candidates, our business will be harmed; —we-owe have started testing one of our product candidates in clinical trials.
Success in easly-preclinical studies or clinical trials may not be indicative of results obtained in later preelinieal-studies-and-clinical
trials; ——elinteal-oclinical trials required for our product candidates are expensive and time- consuming, and their outcomes are
uncertain; —we-owe will need to raise additional capital, which may cause dilution to our stockholders, restrict our operations or
require us to relinquish rights to our technologies or product candidates . ;and-addittonal-Additional capital may not be available on
favorable terms or at all -which may force us to delay, reduce the scope of or eliminate our research and development programs,
reduce our commercialization efforts or curtail our operations; ——e-owe are subject to extensive and costly government regulation
regulations which are subject to change ; —even-oeven if we obtain regulatory approval to market our product candidates, our
product candidates may not be accepted by the market; —we-owe rely on a license to use the technology that is material to our
business and if the agreement underlying the license were to be terminated or if other rights that may be necessary for
commercializing our intended products cannot be obtained, it would halt our ability to market our products and technology, as well as
have an immediate material adverse effect on our business, operating results and financial condition; —we-owe are subject to
stringent and evolving U. S. and foreign laws, regulations, rules, contractual obligations, policies and other obligations related to data
privacy and security. Our actual or perceived failure to comply with such obligations could lead to regulatory investigations or
actions, litigation, (including class actions) and mass arbitration demands, fines and penalties, disruptions of our business operations,
reputational harm, loss of revenue or profits and other adverse business consequences; and——eglebal-andoglobal and
macroeconomic conditions, including worldwide economic, political and social instability could adversely affect our revenue,
financial condition, or results of operations. Risks Related to Our BusinessThere is substantial doubt about our ability to continue as a
going concern. We have a history of operating losses and expect to incur losses for the foreseeable future. We may never generate
revenues or, if we are able to generate revenues, achieve profitability. We are focused on product development, and we have not
generated any significant revenues to date. We have incurred losses in each year of our operations y-and we expect to continue to incur
operating losses for the foreseeable future. Since our inception , we have incurred #r-operating losses which have adversely affected ,
and are likely to continue to adversely affect , our working capital, total assets and shareholders’ equity. In addition, the impact of
these events and conditions on our liquidity raise substantial doubt about our ability to continue as a going concern. We will need to
raise additional capital and plan to raise additional capital primarily through public and / or private equity financings and / or
convertible debt financings. However, financing may not be available to us in the necessary time frame, in amounts that we require,
on terms that are acceptable to us s-or at all. If we are unable to raise the necessary funds when needed, it may materially and
adversely impact our ability to execute on our operating plans. If we become unable to continue as a going concern, we may have to
dispose of assets and might realize significantly less than the values at which they are carried on our consolidated financial
statements. These actions may cause our stockholders to lose all or part of their investment in our common stock. We and our
prospects should be examined in light of the risks and difficulties frequently encountered by new and early- stage companies in new
and rapidly evolving markets. These risks include, among other things, the speed at which we can scale up operations, our complete
dependence upon development of our product candidates that currently have no market acceptance, our ability to establish and expand
our brand name, our development of and reliance on strategic and customer relationships and our ability to minimize fraud and other
security risks. The process of developing our product candidates requires significant time, effort and expenses in preclinical, clinical
and regulatory development. In addition, commercialization of our product candidates will require that we obtain necessary regulatory



approvals and establish sales, marketing and manufacturing capabilities s-either through internal hiring or through contractual
relationships with others. We expect to incur substantial additional operating expenses over the next several years as our research,
development, preclinical studies and clinical trial activities increase. Product candidates in later stages of clinical development
generally incur higher development costs than those in earlier stages of clinical development ;primarily due to the increased size and
duration of later- stage clinical trials. As a result, we expect that our research and development expenses will continue to increase in
the foreseeable future as we (i) increase personnel costs, including stock- based compensation, (ii) continue preclinical development
of our lead compounds, (iii) initiate clinical trials for certain product candidates, (iv) continue to discover and develop additional
product candidates, and (v) pursue later stages of clinical development of product candidates. The amount of future losses and when,
if ever, we will achieve profitability are uncertain. We have no products that have generated any commercial revenue, do not expect to
generate revenues from the commercial sale of products in the foreseeable future ;and might never generate revenues from the sale of
products. Our ability to generate revenue and achieve profitability will depend on, among other things, successful completion of
preclinical develepment-31development and testing and clinical trials of our product candidates; obtaining necessary regulatory
approvals from the FDA and comparable foreign regulatory authorities; establishing manufacturing, sales and marketing
arrangements with third parties; successfully commercializing our products; establishing a favorable competitive position; and raising
sufficient funds to finance our activities. Many of these factors will depend on circumstances beyond our 34eentrel--- control . We
might not succeed at any of these undertakings. If we are unsuccessful at some or all of these undertakings, our business, prospects
and results of operations may be materially adversely affected. We have a limited operating history and we expect a number of factors
to cause our operating results to fluctuate on a quarterly and annual basis ;-which may make it difficult to predict our future
performance. We are an early clinical stage biopharmaceutical company with a limited operating history. Our operations to date have
been primarily limited to organizing and staffing our company, expanding its operations, performing research, acquiring, developing
and securing our in- licensed technology and preclinical development of our product candidates. We have commenced our first Phase
1 clinical trial but not yet successfully completed any clinical trials, manufactured our products candidates at commercial scale or
conducted sales and marketing activities that will be necessary to successfully commercialize our product candidates —, if approved.
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 or commercialized products. Our financial condition has varied significantly in the past and will continue to
fluctuate from quarter- to- quarter or year- to- year due to a variety of factors, many of which are beyond our control. Factors relating
to our business that may contribute to these fluctuations irelade-, among other factors described elsewhere in this Annual Report ,
include : e our ability to obtain additional funding to develop our product candidates, the extent to which we are able to obtain such
funding on favorable terms, and changes to our operations or strategy that may be necessitated due to the need for additional funding;
e our ability to conduct and complete preclinical studies, including GLP- compliant and IND- enabling preclinical studies; ® delays in
the commencement, enrollment and timing of clinical trials; e the success of our preclinical studies and clinical trials through all
phases of development; ® any delays in regulatory review and approval of product candidates in clinical development; @ our ability to
obtain and maintain regulatory approval for our product candidates in the Haited-States-U. S. and foreign jurisdictions; e our ability to
successfully commercialize product candidates for which we obtain regulatory approval s-within expected timelines or at all; @
potential toxicity and / or side effects of our product candidates that could delay or prevent commercialization, limit the indications
for any approved drug, require the establishment of risk evaluation and mitigation strategies (“ REMS ”), or comparable foreign
strategies yor cause an approved drug to be taken off the market; ® our ability to establish or maintain collaborations, licensing or
other arrangements; ® market acceptance of our product candidates; ® competition from existing products, new products or new
therapeutic approaches that may emerge; ® the ability of patients or healthcare providers to obtain coverage of or sufficient
reimbursement for our products; e our ability to leverage our in- licensed technology platform to discover and develop additional
product candidates; 32 e our ability and our licensors’ abilities to successfully obtain, maintain, defend and enforce intellectual
property rights important to our business; 35-e the impact of political instability, natural disasters, events of terrorism and wars,
including Russia’ s invasion of Ukraine and the conflict between Hamas and Israel; ® the impact of other global and macroeconomic
conditions, including heightened inflation and high interest rates, liquidity concerns at and failures of banks and other financial
institutions, supply chain disruptions, fluctuating exchange rates s-and increases in commodity, energy and fuel prices; and e potential
product liability claims. Accordingly, the results of any quarterly or annual periods should not be relied upon as indications of future
operating performance. Risks Related to Product Development, Regulatory Approval, Manufacturing and CommercializationWe 361f
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m&rke&pfw&eﬁetﬂkeemmeﬂ—sfee}ewetﬂﬂﬂée&dee}me%prcclmual @tudlcs or clmlcal trials for our pmduct candidates cannot be
initiated or completed or if they are delayed or unsuccessful,we will be unable to meet our future development and commercialization
goals. We rely and expect to continue to rely on third parties,including contract research organizations (“ CROs ) and
outside consultants,to conduct,supervise or monitor some or all aspects of preclinical studies and clinical trials involving our
product candidates.We have less control over the timing and other aspects of these preclinical studies and clinical trials than if
we performed the monitoring and supervision entirely on our own.Third parties may not perform their responsibilities for our
preclinical studies and clinical trials on our anticipated schedule or.,for clinical trials,consistent with a clinical trial protocol.
Delays in preclinical studies and clinical trials could significantly increase our product development costs and delay product
commercialization.In addition,many of the factors that may cause , or lead to , a delay in the clinical trials may also ultimately lead to
denial of regulatory approval of a product candidate. The commencement of clinical trials can be delayed for a variety of
reasons,including delays in:® demonstrating sufficient safety and efficacy to obtain regulatory approval to commence a clinical trial;®
reaching agreement on acceptable terms with prospective eentraetreseareh-erganizations~CROs D-and study sites;® developing a
stable formulation of a product candidate;® manufacturing sufficient quantities of a product candidate;and @ obtaining institutional
review board (“ IRB ”) approval or ethic committee opinions to conduct a clinical trial at a prospective site.Once a clinical trial has
begun,it may be delayed,suspended or terminated by us or the FDA or other comparable foreign regulatory authorities due to a
number of factors , including:® ongoing discussions with the FDA or other comparable foreign regulatory authorities regarding the
scope or design of our clinical trials;e failure to conduct clinical trials in accordance with regulatory requirements;® lower than
anticipated recruitment or retention rate of patients in clinical trials; 34-e inspection of the clinical trial operations or study sites by

the FDA or other comparable foreign regulatory authorities resulting in the imposition of a clinical hold;e lack of adequate funding to
continue clinical trials;® negative results of clinical trials;® investigational drug product out- of- spcuﬁcatlon ore nonclmlcdl or
cllmcal safety obscn ations, 1mludmg ad\ erse events and SAE\ A A 8 A

unsuccessful , dlld we are not able to obtain regulatory dppro\ als Tol our ploduct Landldatcs under development,we will not be dblc to
u)mmcrcmllzc these products , and therefore may not be able to generate sufficient revenues to support our business. The Seme-efthe
disorders we seek to treat have low prevalence and it may be difficult to identify patients with these disorders,which may lead to
delays in enrollment for our trials or slower commercial revenue if approved,and we may also face enrollment challenges as a result
of other factors. As-Genetically defined disorders generally,and especially those for which our current product pertfetie-ofdrug
candidates mevesfrem-are targeted,have low 1nc1dence and prevalence We expect to rely in part on relatlonshlps with
preelinieal-- clinical centers of 37excellence testing z

elinteal-trials-, key opinion leaders we—wrl-l—need—te—eﬂfe-l-l-aﬂ—and mefeaﬁﬁg—nﬂmbeeef—patlent advocacy groups to assist in
1dent1fymg ehglble patlcnts Wl-t-h— and any deterloratlon of t-he—those relatlonshlps could 1mpede &ppfepﬁafe-ehaf&eteﬁsﬁes—kt

pfegr&m—mefeases—"Phe—faefers—t-h&t—affeeﬁml ablllly to successfully enroll patients &r&bﬁge%y—tmeﬁfﬁreﬂab%&aﬂd-pfmetpaﬂ-y—iﬂehde

.Patient enrollment may be affected by the-other foHewing-factors including : e-the-size-ofthe-patient-population=—e the severity
of the disease under investigation;e the-natare-ofthe-elintealtestand-design of the study protocol;e the eligibility criteria for the

trial;® the perceived risks,benefits and convenience of administration of the product candidate being studied;® our efforts to facilitate
timely enrollment in clinical trials;® the availability of other clinical trials being conducted for the same indication;e the patient
referral practices of physicians;and e the proximity and availability of clinical trial sites to prospective patients.Our inability to enroll




a sufficient number of patients with these diseases #rfor our future clinical trials would result in significant delays and could prevent
require us fromr-to not nitiating-initiate or eawse-us-to abandon clinical trials for one or more indications altogether.Enrollment
delays in our clinical trials may result in increased development costs for our product candidates , which would cause the value of our
company to decline and limit our ability to obtain additional financing. 35Additienally—- Addltlonally the reported number of people
in seme-ef-the indications we aim to treat,as well as the people with these diseases who have the potential to benefit from treatment
with our product candidates,are based on estimates.The total addressable market opportunity for our product candidates will
ultimately depend upon,among other things,the final approved product labeling for each of our product candidates,if our product
candidates are approved for sale in our target indications,acceptance by the medical community and patient access,drug pricing and
reimbursement. The number of patients globally may turn out to be lower than expected,patients may not be otherwise amenable to
treatment with our products , or new patients may become increasingly difficult to identify or gain access to,all of which would
adversely affect our results of operations and our business.Our product candidates are novel and still in development.If we are unable
to successfully develop,receive regulatory approval for and commercialize our current or future product candidates,our business will
be harmed.Because the Magellan ™ platform remains untested and our product candidates are in early stages of development,they
will require extensive preclinical and clinical testing.Our product candidates will require significant additional
development,preclinical and IND- enabling studies and clinical trials,regulatory clearances and additional investment by us or our
collaborators before they can be commercialized.Our drug development methods may not lead to commercially viable drugs for any
of several reasons.For example,we may fail to identify appropriate targets or compounds,our product candidates may fail to be safe
and effective in clinical trials , or we may have inadequate financial or other resources to pursue development efforts for our product
candidates.Also,third parties we rely on for preclinical development,such as the providers of supercomputer time needed for our
Magellan ™ platform and collaborators that provide us with materials and resources may fail to fulfill their obligations to us in a
timely manner or at all and the development of our product candidates could be significantly delayed as a result.In addition,we are
still developing proof of concept for our product candidates in animals and positive data from animal models may not be predictive of
positive human results —and Patients-patients may have side effects that were not observed in animals.Further,we and our product
candidates are subject to extensive regulation by the FDA and comparable regulatory authorities in other countries governing,among
other things,research,testing,clinical trials,manufacturing,labeling,promotion,selling,adverse event reporting and
recordkeeping.Obtaining FDA and comparable foreign regulatory authority approval is a lengthy,expensive and uncertain process.If
required regulatory registrations or approvals are delayed,denied,withdrawn,suspended or varied or if the regulatory authorities
question the efficacy of our new small molecules as a treatment,such events are likely to have a material adverse effect on our
business,results of operations,cash flows,financial condition and / or prospects. Sueeess-38Success in early preclinical studies or
clinical trials may not be indicative of results obtained in later preclinical studies and clinical trials.We will be required to demonstrate
through adequate and well- controlled clinical trials that our product candidates are safe and effective,with a favorable benefit- risk
profile,for use in their target indications before we can seek regulatory approvals for their commercial sale.Trial designs and results
from early- phase trials are not necessarily predictive of future clinical trial designs or results , and initial positive results we may
observe may not be confirmed in later- phase clinical trials.Our product candidates may also fail to show the desired safety and
efficacy in later stages of clinical development even if they successfully advance through initial clinical trials. We may not be able to
demonstrate the safety and efficacy of our STAR molecules in our clinical trials.Even if our clinical trials demonstrate acceptable
safety and efficacy of STAR molecules for a targeted disease,the labeling we obtain through negotiations with the FDA or
comparable foreign regulatory authorities may not include data on secondary endpoints and may not provide us with a competitive
advantage over other products approved for the same or similar indications.Many companies in the biotechnology industry have
suffered significant setbacks in late- stage clinical trials after achieving positive results in early- stage development and there is a high
failure rate for product candidates proceeding through clinical trials. We may face similar setbacks or failures.Different
methodologies,assumptions and applications we utilize to assess particular safety or efficacy parameters may yield different statistical
results.Even if we believe the data collected from clinical trials of our product candidates are promising,these data may not be
sufficient to support approval by the FDA or comparable foreign regulatory authorities.Preclinical and clinical data can be interpreted
in different ways.Accordingly,the FDA or comparable foreign regulatory authorities could interpret these data in different ways from
us or our partners,which could delay,limit or prevent regulatory approval.If our study data do not consistently or sufficiently
demonstrate the safety or efficacy of any of our product candidates,then the regulatory approvals for such product candidates could be
significantly delayed as we work to meet approval requirements,or,if we are not able to meet these requirements,such approvals could
be withheld,varied or withdrawn.Regulatory delays 36er-or rejections may also be encountered as a result of many other factors ,
including changes in regulatory policy during the period of product development.The approach we are taking to discover and develop
our product candidates is novel and may never lead to marketable products.We have concentrated our efforts and research and
development activities on our novel small molecules for potential treatment of rare and genetic diseases-and-enmoreprevalent
tve-diseases caused by protein misfolding and Magellan ™,our target identification platform.Our future success
depends on the successful development of such product candidates,including our ability to successfully complete IND- enabling and
GLP- compliant preclinical studies,and the effectiveness of our platform.The scientific discoveries that form the basis for our efforts
to discover and develop new drugs are relatively new.The scientific evidence to support the feasibility of developing drugs based on
these discoveries is both preliminary and limited.Skepticism as to the feasibility of developing small molecules of this type that can
cross the blood- brain barrier generally has been,and may continue to be,expressed in scientific literature.In addition,decisions by
other companies with respect to their therapeutic development efforts may increase skepticism in the marketplace regarding the
potential for potential therapeutics. There are currently no companies with approved disease-medifying-smattmeteente-drugs for these
indications that have the ability to cross the blood- brain barrier. We may expend our limited resources to pursue a particular product
candidate or indication and fail to capitalize on product candidates or indications that may be more profitable or for which there is a
greater likelihood of success.Because we have limited financial and human resources,we are currently focusing primarily on
development of our Parkinson” s and Gaucher disease pregram-programs .As a result,we may forego or delay pursuit of
opportunities with other product candidates or for other indications that later prove to have greater commercial potential.Our resource
allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities.Our spending



on current and future research and development programs and product candidates for specific indications may not yield any
commercially viable products.If we do not accurately evaluate the commercial potential or target market for a particular product
candidate,we may relinquish valuable rights to that product candidate through collaboration,licensing or other royalty arrangements in
cases in which it would have been more advantageous for us to retain sole development and commercialization rights to such product
candidate. €hnteal-39Clinical trials required for our product candidates are expensive and time- consuming,and their outcome is
uncertain.To obtain FDA or comparable foreign regulatory authority approval to market a new pharmaceutical product,we must
demonstrate proof of safety and effectiveness in humans.To meet these requirements,we must conduct “ adequate and well controlled
” clinical trials.Conducting clinical trials is a lengthy,time- consuming , and expensive process.The length of time may vary
substantially according to the type,complexity,novelty , and intended use of the product candidate,and often can be several years or
more per study.Delays in clinical trials for our product candidates may cause us to incur additional operating expenses.The
commencement and rate of completion of clinical trials may be delayed by many factors,including,for example:inability to
manufacture sufficient quantities of stable and qualified materials under current good manufacturing practices (“ cGMPs ™) for use in
clinical trials;slower than expected rates of patient recruitment;failure to recruit a sufficient number of patients,which is a common
issue in studies for rare disorders such as seme-ef-the indications we are currently pursuing;modification of clinical trial
protocols;changes in regulatory requirements for clinical trials;the lack of effectiveness during clinical trials;the emergence of
unforeseen safety issues;delays,suspension,or termination of the clinical trials due to the investigatory authority responsible for
overseeing the trial at a particular trial site;and government or regulatory delays or * clinical holds ™ requiring suspension or
termination of the studies.Our clinical trials may be conducted in patients with neurodegenerative diseases,and in some cases,our
product candidates are expected to be used in combination with approved therapies that themselves have significant adverse event
profiles.During the course of treatment,these patients could suffer adverse medical events or die for reasons that may or may not be
related to our product candidates.Any safety issues that arise with respect to our product candidates may delay or prevent clinical
development. 37Fhke-- The failure of clinical trials to demonstrate safety and effectiveness for the desired indications could harm the
development of that product candidate and other product candidates that use a similar therapeutic approach.This failure could cause us
to abandon a product candidate and could delay development of other product candidates.Any delay in , or termination of , our
clinical trials would delay our ability to obtain regulatory approvals for and eemmeretalizatton-commercialize ef-our product
candidates and generate product revenues.Any change in , or termination of , our clinical trials could materially harm our
business,financial condition and results of operations.We have limited experience as a company conducting clinical trials and may be
unable to complete pivotal clinical trials for any product candidates we may develop.Our success is dependent upon our ability to
initiate and successfully complete clinical trials and obtain regulatory approval for and commercialization of our product
candidates.We have not demonstrated an ability to perform the functions necessary for the approval or successful
commercialization of any product candidate.The successful commercialization of any product candidate may require us to
perform a variety of functions,including:e continuing to undertake preclinical development;e obtaining approval to
commence clinical trials;e successfully planning and enrolling subjects in clinical trials;e participating in regulatory approval
processes;® formulating and manufacturing products;and e conducting sales and marketing activities.We have limited
experience designing,conducting and enrolling subjects in clinical trials.Until recently,our operations have been limited
primarily to organizing and staffing our company,expanding its operations,performing research,acquiring,developing and
securing our in- licensed technology and preclinical development of our product candidates.These operations provide a
limited basis to assess our ability to develop and commercialize our product candidates.40Because of this lack of
experience,any clinical trials we may conduct may not be completed on time,if at all.Large- scale trials require significant
additional financial and management resources,monitoring and oversight,and reliance on third- party clinical
investigators,consultants or contract research organizations (“ CROs ”).Relying on third- party clinical investigators,CROs
and manufacturers,which are all also subject to governmental oversight and regulations,may also cause us to encounter delays
that are outside of our control.In addition,we may be unable to successfully and efficiently advance any candidates we select
for clinical trials or execute and complete necessary GLP- compliant preclinical and IND- enabling studies in a way that leads
to IND submission,successful development and ultimately commercial approval of any product candidate.We may require
more time and incur greater costs than our competitors and may not succeed in obtaining regulatory approvals of any
product candidates that we develop.Failure to commence or complete,or delays in,future planned clinical trials,could prevent
us from or delay us in commercializing our product candidates.We are subject to extensive and costly government
regulation.Product candidates employing our technology are subject to extensive and rigorous domestic government
regulation including regulation by the FDA the Centers for Medicare and Medicaid Services,other divisions of the United
States Department of Health and Human Services,the United States Department of Justice,state and local governments and
their respective foreign equivalents.The FDA and comparable foreign regulatory authorities regulate the
research,development,preclinical studies and clinical trials,manufacture,safety,effectiveness,record-
keeping,reporting,labeling,storage,approval,advertising,promotion,sale,distribution,import and export of biopharmaceutical
products.If products employing our technologies are marketed abroad,they will also be subject to extensive regulation by
foreign governments,whether or not they have obtained the FDA’ s or comparable foreign regulatory authorities’ approval
for a given product and its uses.Such foreign regulation may be equally or more demanding than corresponding United States
regulation.Government regulation substantially increases the cost and risk of researching,developing,manufacturing and
selling our products.The regulatory review and approval process,which includes preclinical studies and clinical trials of each
product candidate,is lengthy,expensive,and uncertain.We or our collaborators must obtain and maintain regulatory
authorization to conduct clinical trials.We or our collaborators must obtain regulatory approval for each product we intend
to market,and the manufacturing facilities used for the products must be inspected and meet legal requirements.Securing
regulatory approval requires the submission of extensive preclinical and clinical data and other supporting information for
each proposed therapeutic indication in order to establish the product’ s safety and efficacy,and in the case of biologics also
potency and purity,for each intended use.The development and approval process takes many years,requires substantial
resources,and may never lead to the approval of a product.Even if we are able to obtain regulatory approval for a particular



product,the approval may limit the indicated medical uses for the product,may otherwise limit our ability to promote,sell,and
distribute the product,may require that we conduct costly post- marketing surveillance,and / or may require that we conduct
ongoing post- marketing studies.Material changes to an approved product,such as,for example,manufacturing changes or
revised labeling,may require further regulatory review and approval.Once obtained,any approvals may be
withdrawn,suspended or varied,including,for example,if there is a later discovery of previously unknown problems with the
product,such as a previously unknown safety issue.If we,our collaborators,or our manufacturers fail to comply with
applicable regulatory requirements at any stage during the regulatory process,such noncompliance could result in,among
other things delays in the approval of applications or supplements to approved applications;refusal of a regulatory
authority,including the FDA,to review pending market approval applications or supplements to approved
applications;warning letters;fines;import and / or export restrictions;product recalls or seizures;injunctions;total or partial
suspension of production,distribution,manufacturing or clinical trials;civil penalties;withdrawals,suspension or variation of
previously approved marketing applications or licenses;recommendations by the FDA or comparable foreign other regulatory
authorities against governmental contracts;and / or criminal prosecutions. may conduct certain of our clinical trials for our
product candidates outside of the U. S. which, among other risks, exposes us to the possibility that the FDA and other comparable
foreign regulatory authorities may not accept data from such trials, in which case our development plans will be delayed, which could
materially harm our business. We are-eurrently-eendueting-have recently completed a first- in- human Phase | clinical trial in
healthy volunteers for our Parkinson’ s disease program in Australia. Adtheugh-During a pre- IND meeting with the FDA may
aeeept-that took place in December 2024, we reviewed all of the clinical and preclinical data fremr-we have recorded for GT-
02287 thus far, including the first- in- human Phase 1 study, and discussed our plans to submit an IND application for US
expansion of clinical development for GT- 02287 in support %ﬁﬂ%ﬁ—eeﬂduefed-ems*deﬁe—Umfed—Sfafes—&eeept&nee-of eventual
marketing approval in this-¢ e by-the FBA-U. S . Where data from foreign clinical trials
are intended to serve as the basis for mquetlng approval in the Hmted—S-tates—U S., the FDA will not approve the application on the
basis of foreign data alone unless those data are applicable to the U. S. population and U. S. medical practice +. Therefore, later
stage clinical 38trials designed to determine that GT- 02287 is safe and effective for the studieswere-purposes of FDA approval
will be conducted in part in the U. S. The Phase 1 study was performed by clinical investigators of recognized competence; and
the data are considered valid without the need for an on- site inspection by the FDA or, if the FDA considers such an inspection to be
necessary, the FDA is able to validate the data through an on- site inspection or other appropriate means. For studies that are
conducted only at sites outside of the Hnited-States-U. S. and not subject to an IND, the FDA requires the clinical trial to have been
conducted in accordance with GCPs ;-and the FDA must be able to validate the data from the clinical trial through an on- site
inspection if it deems such inspection necessary. For such studies not subject to an IND, the FDA generally does not provide advance
comment on the clinical protocols for the studies, and therefore there is an additional potential risk that the FDA could determine that
the study design or protocol for a non- U. S. clinical trial was inadequate, which could require us to conduct additional clinical trials.
There can be no assurance the FDA will accept data from clinical trials conducted outside of the United States. If the FDA does not
accept data from our clinical trials of our product candidates conducted outside of the United States, it would likely result in the need
for additional clinical trials, which would be costly and time consuming and delay or permanently halt our development of our
product candidates. Conducting clinical trials outside the United States also exposes us to additional risks s-including risks associated
with: e additional foreign regulatory requirements; ® foreign exchange fluctuations; ® compliance with foreign manufacturing,
customs, shipment and storage requirements; ® cultural differences in medical practice and clinical research; and e diminished
protection of intellectual property in some countries. By extension, clinical trials that are predominantly conducted in the Hntted
States-U. S. or primarily based on feedback from the FDA may not result in sufficiently diverse patient populations to warrant
approval in other countries (for example, Japan) or those other comparable foreign regulatory authorities may have differences of
opinion on appropriateness of trial design or differences in interpretation of some data. In those situations, approvals in other countries
outside the United-States-U. S. may be delayed or never approved, which would materially detract from the commercial success of
any impacted product candidates. 36If preclinical studies or clinical trials for......; and / or criminal prosecutions. If we decide to
pursue a Fast Track Designation ;-or comparable foreign regulatory procedures for some of our product candidates, it may not lead to
a faster development or regulatory review or approval process. We may seek Fast Track Designation, or comparable foreign
regulatory procedures, for one or more of our product candidates. If a drug is intended for the treatment of a serious or life-
threatening condition and the drug 4+demenstrates—- demonstrates the potential to address unmet medical needs for this condition,
the product sponsor may apply for FDA Fast Track Designation. The FDA has broad discretion whether ersaet-to grant this
designation, so even if we believe a particular product candidate is eligible for this designation, the FDA may decide not to grant it.
Even if we do receive Fast Track Designation, we may not experience a faster development process, review or approval compared to
conventional FDA procedures. The FDA may withdraw Fast Track Designation if it believes that the designation is no longer
supported by data from our clinical development program. The EMA has a similar program called PRIME. If we decide to seek
Orphan Drug Designation for some of our product candidates, we may be unsuccessful or may be unable to maintain the benefits
associated with Orphan Drug Designation, including the potential for supplemental market exclusivity. As part of our business
strategy, we may seek Orphan Drug Designation for one or more of our product candidates which ;-and-we-may be unsuccessful.
Regulatory authorities in some jurisdictions, including the United States and European countries, may designate drugs for relatively
small patient populations as orphan drugs. Under the Orphan Drug Act, the FDA may designate a drug as an orphan drug if it is &
drag-intended to treat a rare disease or condition, which is generally defined as a patient population of fewer than 200, 000 individuals
in the Yntted-States;-U. S. or a patient population greater than 200, 000 in the Yatted-States-U. S. where there is no reasonable
expectation that the cost of developing the drug will be recovered from sales in the Ynited-States-U. S . In the YUnited-States-U. S.
Orphan Drug Designation entitles a party to financial incentives such as a tax credit. Oppertunittes-39O0pportunities for grant funding
toward clinical trial costs may also be available for clinical trials of drugs for rare diseases, regardless of whether the drugs are
designated for the orphan use. In addition, if a product that has Orphan Drug Designation subsequently receives the first FDA
approval for the disease for which it has such designation, the product is entitled to orphan drug exclusivity ;which means that the
FDA may not approve any other applications to market the same product for the same indication for seven years, except in limited




circumstances. Even if we obtain Orphan Drug Designation for our product candidates in specific indications, we may not be the first
to obtain marketing approval of these product candidates for the orphan- designated indication due to the uncertainties associated with
developing pharmaceutical products. If a competitor with a product that is determined by the FDA to be the same as one of our
product candidates obtains marketing approval before us for the same indication we are pursuing and obtains orphan drug exclusivity,
our product candidate may not be approved until the period of exclusivity ends unless we are able to demonstrate that our product
candidate is clinically superior. Even after obtaining approval, we may be limited in our ability to market our product. In addition,
exclusive marketing rights in the Haited-States-U. S. may be limited if we seek approval for an indication broader than the orphan-
designated indication or may be lost if the FDA later determines that the request for designation was materially defective or if the
manufacturer is unable to assure sufficient quantities of the product to meet the needs of patients with the rare disease or condition.
Further, even if we obtain orphan drug exclusivity for a product, that exclusivity may not effectively protect the product from
competition because different drugs with different principal molecular structural features can be approved for the same condition. In
the European Union (the “ EU ”) , Regulation (EC) No. 141 /2000, as implemented by Regulation (EC) No. 847 / 2000 provides
that a medicinal product can be designated as an orphan drug by the European Commission if its sponsor can establish that: (i) the
product is intended for the diagnosis, prevention or treatment of life- threatening or chronically debilitating conditions; (ii) either (a)
such conditions affect not 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 the necessary investment in developing
the medicinal product; and (iii) there exists no satisfactory authorized method of diagnosis, prevention, or treatment of the condition
that has been authorized in the EU, or even if such method exists, the product will be of significant benefit to those affected by that
condition. Orphan medicinal product designation sentitles an applicant to incentives such as fee reductions or fee waivers, protocol
assistance, and access to the centralized marketing authorization procedure. Upon grant of a marketing authorization, orphan
medicinal products are entitled to a ten- year period of market exclusivity for the approved therapeutic indication, which means that
the EMA cannot accept another marketing authorization application or accept an application to extend for a similar product and the
European Commission cannot grant a marketing authorization 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 pediatric investigation
plan. No extension to any supplementary protection certificate can be granted on the basis of pediatric studies for orphan indications.
Orphan medicinal product designation does not convey any advantage in, or shorten the duration of, the regulatory review and
approval process. 42Fhe—- The period of market exclusivity may, however, be reduced to six (6) years if, at the end of the fifth year,
it is established that the product no longer meets the criteria on the basis of which it received orphan medicinal product destination,
including where it can be demonstrated on the basis of available evidence that the original orphan medicinal product is sufficiently
profitable not to justify maintenance of market exclusivity or where the prevalence of the condition has increased above the threshold.
Additionally, a marketing authorization may be granted to a similar medicinal product with the same orphan indication during the 10
year period if: (i) if the applicant consents to a second original orphan medicinal product application, (ii) if the manufacturer of the
original orphan medicinal product is unable to supply sufficient quantities; or (iii) if the second applicant can establish that its
product, although similar, is safer, more effective or otherwise clinically superior to the original orphan medicinal product. A
company may voluntarily remove a product from the register of orphan products. Orphan Drug Designation in the Bnited-States;-U.
S. or orphan medicinal product designation the EU ;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. While we may seek Orphan Drug Designation in the
Brited-States;-U. S. or orphan medicinal product designation the EU ;-for our product candidates, we may never receive such
designation. ¥We-40We do not have, and may never obtain, the regulatory approvals we need to market our product candidates.
Following completion of clinical trials, the results are evaluated and, depending on the outcome, an-a New Drug Application (*
NDA ?) is submitted to the FDA to obtain the FDA’ s approval of the product and authorization to commence commercial marketing.
In responding to an NDA, the FDA may require additional testing or information, may require that the product labeling be modified,
may impose post- approval study and other commitments or reporting requirements or other restrictions on product distribution, or
may deny the application. The FDA has established performance goals for review of NDAs: six (6) months for priority applications
and ten (10) months for standard applications. However, the FDA is not required to complete its review within these time periods.
The timing of final review by the FDA and action varies greatly but can take years in some cases and may involve the input of an
FDA advisory committee of outside experts. Product sales in the Baited-States-U. S. may commence only when an NDA is approved.
Comparable procedures and limitations are applicable in the EU and in other jurisdictions. To date, we have not applied for or
received the regulatory approvals required for the commercial sale of any of our products in the United States or in any foreign
jurisdiction. None of our product candidates have been determined to be safe and effective, and we have not submitted an NDA to the
FDA or an equivalent application to any comparable foreign regulatory authorities for any of our product candidates. It is possible that
none of our product candidates will be approved for marketing. Failure to obtain regulatory approvals sor delays in obtaining
regulatory approvals ;-may adversely affect the successful commercialization of any drugs or biologics that we or our partners
develop, may impose additional costs on us or our collaborators, may diminish any competitive advantages that we or our partners
may attain s-and / or may adversely affect our receipt of revenues or royalties. Our product candidates may cause serious adverse
events (“ SAEs ) or undesirable side effects which may delay or prevent marketing approval, or, if approval is received, require them
to be taken off the market, require them to include safety warnings or otherwise limit their sales. SAEs or undesirable side effects
from our product candidates could arise either during development or, if approved, after the approved product has been marketed. The
results of future clinical trials may show that our product candidates cause SAEs or undesirable side effects, which could interrupt,
delay or halt clinical trials yresulting in delay of ;-or failure to obtain ymarketing approval from the FDA and other comparable
foreign regulatory authorities. If any of our product candidates cause SAEs or undesirable side effects or suffer from quality control
issues: ® regulatory authorities may impose a clinical hold or REMS, or comparable foreign regulatory strategies, which could result
in substantial delays, significantly increase the cost of development, and / or adversely impact our ability to continue development of
the product; e regulatory authorities may require the addition of statements, specific warnings, or contraindications to the product
label, or restrict the product’ s indication to a smaller potential treatment population; 43-e we may be required to change the way the
product is administered or conduct additional clinical trials; @ we may be required to implement a risk minimization action plan,



which could result in substantial cost increases and have a negative impact on our ability to commercialize the product; @ we may be
required to limit the participants who can receive the product; ® we may be subject to limitations on how we promote the product; @
we may, voluntarily or involuntarily, initiate field alerts for product recall, which may result in shortages; ® sales of the product may
decrease significantly; @ regulatory authorities may require us to take our approved product off the market; 41 @ we may be subject to
litigation or product liability claims, and e our reputation may suffer. Any of these events could prevent us from achieving or
maintaining market acceptance of the affected product or could substantially increase commercialization costs and expenses, which in
turn could delay or prevent us from generating significant revenues from the sale of our products. Even if approved, our products will
be subject to extensive post- approval regulation. Once a product is approved, numerous post- approval requirements apply. Among
other things, the holder of an approved NDA is subject to periodic and other monitoring and reporting obligations by the FDA,
including obligations to monitor and report adverse events and instances of the failure of a product to meet the specifications in the
NDA. Application holders must submit new or supplemental applications and obtain the FDA’ s approval for certain changes to the
approved product, product labeling, or manufacturing process. Application holders must also submit advertising and other
promotional material to the FDA and report on ongoing clinical trials. Depending on the circumstances, failure to meet these post-
approval requirements can result in criminal prosecution, fines, injunctions, recall or seizure of products, total or partial suspension of
production, denial or withdrawal of pre- marketing product approvals or refusal to allow us to enter into supply contracts, including
government contracts. In addition, even if we comply with the FDA’ s and others’ requirements, new information regarding the safety
or effectiveness of a product could lead the FDA to modify or withdraw product approval. Equivalent requirements and penalties are
provided in the EU both at EU level and at national level in individual EU Member States. Even if we obtain regulatory approval to
market our product candidates, our product candidates may not be accepted by the market. Even if the FDA or a comparable foreign
regulatory authority approves one or more of our product candidates, physicians and patients may not accept it or use it. Even if
physicians and patients would like to use our products, our products may not gain market acceptance among healthcare payors such as
managed care formularies, insurance companies or government programs such as Medicare or Medicaid or comparable foreign
programs. Acceptance and use of our products will depend upon a number of factors including +perceptions by members of the health
care community, including physicians, about the safety and effectiveness of our drug or device product; cost- effectiveness of our
product relative to competing products; availability of reimbursement for our product from government or other healthcare payors;
and effectiveness of marketing and distribution efforts by us and our licensees and distributors, if any. The degree of market
acceptance of any pharmaceutical product that we develop will depend on a number of factors, including: e cost- effectiveness; 44-e
the safety and effectiveness of our products, including any significant potential side effects ¢ineluding-drowstness-and-dry-menthy;-as
compared to alternative products or treatment methods; e the timing of market entry as compared to competitive products; e the rate
of adoption of our products by doctors and nurses; ® product labeling or product insert required by the FDA and comparable foreign
regulatory authorities for each of our products; @ reimbursement policies of government and third- party payors s-and the willingness
of patients to pay out of pocket in the absence of adequate third- party payor coverage and reimbursement; 42 e effectiveness of our
sales, marketing and distribution capabilities and the effectiveness of such capabilities of our collaborative partners, if any; and e
unfavorable publicity concerning our products or any similar products. Because we expect sales of our current product candidates, if
approved, to generate substantially all of our product revenues for the foreseeable future, the failure of these products to find market
acceptance would harm our busmess and requlre us to seek additional hnanung > -which may not be avallable —Gh-ma’e&ehaﬂg&




v A . Risks Rclatcd to Oul Financial Condmon and (apltdl
chununults (ompctltloan will mcd to raise additional Cdpltdl >which may cause dilution to our stockholders, restrict our
operations or require us to relinquish rights to our technologies or product candidates, and additional capital may not be available on
favorable terms or at all -which may force us to delay, reduce the scope of or eliminate our research and development programs,
reduce our commercialization efforts or curtail our operations. To develop and bring our product candidates to market, we must
commit substantial resources to costly and time- consuming research, preclinical studies and clinical trials and marketing activities.
Until such time, if ever, as we can generate substantial product revenue, we expect to seek additional funding to meet our operational
needs and capital requirements. While we believe that our existing cash s-and cash equivalents and-marketableseeunrities-will cnable
us to fund our operating expenses and capital expenditure requirements into the fist-third quarter of 2025, we have based this
estimate on assumptions that may prove to be wrong ;-and we could exhaust our available capital resources sooner than we expect,
including if our business or operations change in a manner that consumes available resources more rapidly than we anticipate. Our
requirements for additional capital will depend on many factors s-including: ® changes in direction of our research and development
programs; @ the time and expense for preclinical studies and clinical trials for our product candidates; ® the time and costs involved in
obtaining regulatory approval for our product candidates; ® the cost increases and other potential impacts of macroeconomic factors,
including heightened inflation and rising interest rates, liquidity concerns at and failures of banks and other financial institutions,
exchange rate fluctuations, supply chain disruptions and increases in commodity, energy and fuel prices, costs associated with
protecting our intellectual property rights; ® successful commercialization of our product candidates; ® competitive and technical
advances; ® patent development or regulatory changes; ® development of marketing and sales capabilities; ® payments received
under current and future collaboration agreements, if any; and ® market acceptance of our products. 466ur-- Qur ability to continue
operations after our current cash resources are exhausted depends on our ability to obtain additional financing or to achieve profitable
operations, as to which no assurances can be given. Cash requirements may vary materially from those now planned because of
changes in direction of our research and development programs, competitive and technical advances, patent developments, regulatory
changes or other developments. If adeguate-additional funds-sources of financing are not available whenrequired-on favorable
terms, or at all, including as a result of actions taken by central banks to counter inflation, volatility in the capital markets,
liquidity concerns at and failures of banks and other financial institutions and related market uncertainty , or if we are
unsuccessful in entering into partnership agreements for further development of our pipeline, management may need to curtail our
development efforts and planned operations to conserve cash. We-43We expect to finance our operations through a combination of
equity offerings, debt financings, government or private party grants, collaborations, strategic alliances and licensing arrangements .
We currently have on file with the SEC a shelf registration statement on Form S- 3 which allows us to offer and sell our
registered common stock, preferred stock, debt securities and or warrants from time to time pursuant to one or more
offerings at prices and terms to be determined at the time of sale. On September 6, 2024, we entered into an Equity
Distribution Agreement (the “ Distribution Agreement ) with Oppenheimer & Co. Inc. (“ Oppenheimer ), pursuant to
which, from time to time, we may offer and sell through Oppenheimer up to $ 50. 0 million of the common stock registered
under the shelf registration statement pursuant to one or more “ at the market ” offerings. From time to time, we have issued
and sold shares of common stock pursuant to this agreement and as of December 31, 2024, we have $ 47 million of common
stock remaining available for sale under the Distribution Agreement. Sales of our common stock under the Distribution
Agreement with Oppenheimer could be subject to business, economic or competitive uncertainties and contingencies, many of
which may be beyond our control, and which could cause actual results from the sale of our common stock to differ materially
from expectations. To the extent additional capital is raised through the sale and issuance of shares or other securities
convertible into shares, the ownership interest of our stockholders will be diluted. Future issuances of our common stock or
other equity securities, or the perception that such sales may occur, could adversely affect the trading price of our common
stock and impair our ability to raise capital through future offerings of shares or equity securities. No prediction can be made
as to the effect, if any, that future sales of common stock or the availability of common stock for future sales will have on the
trading price of our common stock . We do not currently have any other committed external sources of funds. To the extent we
raise additional capital through the sale of equity or convertible debt securities, our stockholders” ownership interest will or could be
diluted, and the terms of these securities may include liquidation or other preferences that adversely affect our stockholders’ rights as
a common stockholder. In addition, if we obtain debt financing, a substantial portion of our operating cash flow may be dedicated to
the payment of principal and interest on such indebtedness, thus limiting funds available for our business activities. In-additien;debt
Debt financing and preferred equity financing, if available, may involve agreements that include covenants limiting or restricting our
ability to take specific actions s-such as incurring additional debt, making capital expenditures or declaring dividends. If we raise
additional funds through collaborations, strategic alliances or marketing, distribution or licensing arrangements with third parties, we
may be requned to relmqulsh \aluable rlghts to our technolomes ‘ruture revenue streams or product candldates érdnt licenses on




markets targeted by our product candrdates Many of our competltors have substantlally greater resources than we do ;-and we expect
that all efour product candidates under development will face intense competition from existing or future drugs. We expect that all ef
our product candidates under development, if approved, will face intense competition from existing and future drugs marketed by
large companies. These competitors may successfully market products that compete with our products, successfully identify product
candidates or develop products earlier than we do, or develop products that are more effective, have fewer side effects or cost less
than our products. Additionally, if a competitor receives FDA approval before we do for a drug that is similar to one of our product
candidates, FDA approval for our product candidate may be precluded or delayed due to periods of non- patent exclusivity and / or the
listing with the FDA by the competitor of patents covering its newly- approved drug product. Periods of non- patent exclusivity for
new versions of existing drugs can extend up to three and one- half years. In the EU, following grant of a related marketing
authorization, innovative medicinal products generally benefit from eight (8) years of data exclusivity and ten years of market
exclusivity. Data exclusivity, if granted, prevents regulatory authorities in the European Union from referencing the innovator’ s data
to assess a generic application or biosimilar application for eight (8) years from the date of authorization of the innovative product.
After this period, an application for marketing authorization for a generic or biosimilar product may be submitted, and the innovator’
s data may be referenced. The market exclusivity period prevents a successful generic or biosimilar applicant from commercializing
its product in the EU until ten (10) years have elapsed from the initial marketing authorization of the reference product in the EU. The
overall ten- year period may ;occasionally ;be extended for a further year to a maximum of eleven (11) years if, during the first (8)
eight years following authorization of the reference product, the marketing authorization holder obtains an authorization for one or
more new therapeutic indications which, during the scientific evaluation prior to their authorization, are held to bring a significant
clinical benefit in comparison with existing 47therapies—- therapies . There is, however, no guarantee that a product will be
considered by the EU” s regulatory authorities to be a new chemical / biological entity ;-and therefore products may not qualify for
data exelusivity-d4exclusivity . In the EU s-there is also a special regime for biosimilars, or biological medicinal products that are
similar to a reference medicinal product but that do not meet the definition of a generic medicinal product. For such products, the
results of appropriate preclinical or clinical trials must be provided in support of a related application for marketing authorization.
Guidelines from the EMA detail the type and quantity of supplementary data to be provided for different types of biological product.
These competitive factors could require us to conduct substantial new research and development activities to establish new product
targets, which would be costly and time consuming. These activities would adversely affect our ability to commercialize products and
achieve revenue and profits. Competition and technological change may make our product candidates and technologies less attractive
or obsolete. We compete with companies that are pursuing other forms of treatment for the same or similar indications we are
pursuing yincluding established pharmaceutical and biotechnology companies and that have greater financial and other resources.
While we are not currently aware of any other companies that are taking the same therapeutic approach to protein folding disorders
stmtlar-to the ones we are pursuing, we are aware of companies developing products for the same target indications. Mergers and
acquisitions in the biotechnology and pharmaceutical industries may result in even more resources being concentrated among a
smaller number of competitors. Other companies may succeed in developing products earlier than us, obtaining FDA or comparable
foreign regulatory authority approval for products more rapidly s-or developing products that are more effective than our product
candidates. Research and development by others may render our technology or product candidates obsolete or noncompetitive s-or
result in treatments or cures superior to any therapy we develop. For example, other companies may succeed in developing a
technology that addresses protein misfolding and proves to be more effective or is more readily accepted than STARs. We face
competition from companies that internally develop competing technology or acquire competing technology from universities and
other research institutions. As these companies develop their technologies, they may develop competitive positions that may prevent,
make futile sor limit our product commercialization efforts ;-which would result in a decrease in the revenue we would be able to
derive from the sale of any products. We may not be able to obtain marketplace acceptance for any of our product candidates as
readily as these or other competing treatments. Furthermore, if our competitors’ products are approved before ours, it could be more
difficult for us to obtain approval from the FDA or comparable foreign regulatory authorities s-and if they are commercialized before
ours they may establish a strong market position before we are able to enter the market. Even if our products are successfully
developed and approved for use by all governing regulatory bodies, physicians and patients may not accept our products as a
treatment of choice. The pharmaceutical research industry is diverse, complex and rapidly changing ;-and inherently involves
significant and numerous business risks. The effects of competition, intellectual property disputes, market acceptance ;-and FDA and
comparable foreign regulatory authority regulations, among other factors described herein, preclude us from forecasting revenues or
income with certainty or even confidence. Our business and operations may be adversely affected by health epidemics or pandemics.
Our business and operations may be adversely affected by pandemics or epidemics, including dae-te-business interruptions caused by
travel restrictions, quarantines, “ stay- at- home ” and" shelter- in- place" orders, shutdowns requested or mandated by governmental
authorities ;-or staffing shortages while employees quarantine as a result of exposure to or transmission of the virus. In addition, health
epidemics or pandemics could cause significant disruption in the operations of third- party manufacturers, CROs and other third
parties upon whom we rely. For example, the COVID- 19 pandemic presented a substantial public health and economic challenge
around the world and affected employees, patients, communities and business operations yas well as the global economy and financial
marketsThe—-- markets. The COVID- 19 pandemic and the resulting post- pandemic environment has-impacted clinical site
activation and patient enrollment. Clinical trial sites hawe-experienced limited capacity and staffing shortages in a post- COVID- 19
environment, partially due to personnel having been reassigned during the pandemic, resulting in a backlog of patient enrollment and
delayed site initiations across the industry. Our inability to successfully recruit and retain patients and principal investigators and site
staff in these circumstances could adversely impact our expected future clinical trial operations. 48Risks-45Risks Related to Our
Intellectual Property We rely on a license to use the technology that is material to our business and if the agreements underlying the
licenses were to be terminated or if other rights that may be necessary for commercializing our intended products cannot be obtained,



it would halt our ability to market our products and technology sas well as have an immediate material adverse effect on our business,
operating results and financial condition. We are significantly dependent upon our license with Minoryx Therapeutics S. L. (the
Minoryx License ), as described in the section “ Business — Strategic Transactions; Collaboration and Licensing Arrangements —
Minoryx Therapeutics, S. L. ” in our Annual Report. The Minoryx License grants us exclusive, worldwide rights to certain patents and
related intellectual property. If we breach the terms of the Minoryx License, for example, by failing to comply with any material
terms thereof, Minoryx may have the right to terminate the license. If we were to lose our license under this agreement, we would not
be able to market certain of our preduets— product candidates and technology -which would likely require us to cease our current
operations and have an immediate material adverse effect on our business, operating results and financial condition. Our success
depends substantially upon our ability to obtain and maintain intellectual property protection relating to our products and
technologies. We are currently seeking patent protection for numerous compounds and methods of treating diseases. There is no
assurance that these patents will be issued and no assurance that, if they do issue, they will prevent other companies from competing
with us. Our ability to obtain and enforce patents that may issue from any pending or future patent applications is uncertain and
involves complex legal, scientific and factual questions. Thus, we cannot be sure that any patents will issue from any pending or
future patent applications owned by or licensed to us. Even if patents do issue, we cannot be sure that the claims of these patents will
be held valid or enforceable by a court of law, will provide us with any significant protection against competing products ;-or will
afford us a commercial advantage over competitive products. If, at some point in the future, one or more products resulting from our
product candidates is approved for sale by the FDA and we do not have adequate intellectual property protection for those products,
competitors could duplicate them for approval and sale in the Baited-States-U. S. without repeating the extensive testing required of
us to obtain FDA approval. If we fail to protect our intellectual property rights, our ability to pursue the development of our
technologies and products would be negatively affected. Our success will depend in part on our ability to obtain, maintain and protect
intellectual property rights related to our product candidates. If we do not adequately maintain or protect our intellectual property,
competitors may be able to use our technologies to produce and market drugs in direct competition with us and erode our competitive
advantage. Furthermore, some foreign countries lack rules and methods for defending intellectual property rights and do not protect
proprietary rights to the same extent as the Hnited-States-U. S . Many companies have had difficulty protecting their proprietary rights
in these foreign countries. For example, the legal systems in India, China and certain other developing countries do not favor the
enforcement of patents and other intellectual property rights. We may not be able to prevent misappropriation of our proprietary rights
and intellectual property rights in these and other countries. In addition, the patent process is subject to numerous risks and
uncertainties ;and we may not be successful in protecting our products by obtaining and defending patents related to them. These
risks and uncertainties include the following: patents that may be issued or licensed may be challenged, invalidated, or circumvented,
or otherwise may not provide us any competitive advantage; our competitors, many of which have substantially greater resources than
we and many of which have made significant investments in competing technologies, may seek, or may already have obtained,
patents that will limit, interfere with, or eliminate our ability to make, use, and sell our potential products either in the Bnited-States-U.
S. or in international markets; there may be significant pressure on the Bnited-States-U. S. government and other international
governmental bodies to limit the scope of patent protection both inside and outside the Hnited-States-U. S. for treatments that prove
successful as a matter of public policy regarding worldwide health concerns; and countries other than the Dnited-States-U. S. may
have less robust patent laws than those upheld by United-States-U. S. courts, allowing foreign competitors the ability to exploit these
laws to create, develop, and market competing products using our technologies and patents. 49Mereever46Moreover , any patents
issued to us may not provide us with meaningful protection ;-or others may challenge, circumvent or narrow our patents. Third parties
may also independently develop products similar to our products, duplicate our unpatented products or design around any patents or
proprietary technologies on products we develop. Additionally, extensive time is required for development, testing and regulatory
review of a potential product. While extensions of patent terms due to regulatory delays may be available, it is possible that, before
any of our product candidates can be commercialized, any related patent, even with an extension, may expire or remain in force for
only a short period following commercialization ythereby reducing any advantages to us of the patent. In addition, the U. S. Patent
and Trademark Office (“ PTO ) and patent offices in other jurisdictions have often required that patent applications concerning
pharmaceutical and / or biotechnology- related inventions be limited or narrowed substantially to cover only the innovations
specifically exemplified in the patent application, thereby limiting the scope of protection against competitive challenges. Thus, even
if we or our licensors are able to obtain patents, the patents may be substantially narrower than anticipated ;-which could deprive us of
rights necessary for the successful commercialization of our product candidates. Our success depends on our patents and patent
applications that may be licensed exclusively to us and other patents and patent applications to which we may obtain assignment or
licenses. We may not be aware, however, of all patents, published applications or published literature that may affect our business
either by blocking our ability to commercialize our product candidates, by preventing the patentability of our product candidates by us
or our licensors sor by covering the same or similar technologies. These patents, patent applications yand published literature may
limit the scope of our future patent claims or adversely affect our ability to market our product candidates. We have not conducted any
formal search of patents issued to third parties, and third- party patents containing claims covering our product candidates that predate
our patents may exist. Because of the number of patents issued and patent applications filed in our technical areas or fields, our
competitors or other third parties may assert that our product candidates are covered by Hnited-States-U. S. or foreign patents held by
them. In addition to patents, we rely on a combination of trade secrets, confidentiality, nondisclosure and other contractual provisions
sand security measures to protect our confidential and proprietary information. These measures may not adequately protect our trade
secrets or other proprietary information. If they do not adequately protect our rights, third parties could use our technology ;-and we
could lose any competitive advantage we may have. In addition, others may independently develop similar proprietary information or
techniques or otherwise gain access to our trade secrets ;-which could impair any competitive advantage we may have. Patent
protection and other intellectual property protection is crucial to the success of our business and prospects s-and there is a substantial
risk that such protections w#-may prove inadequate. We may be involved in lawsuits to protect or enforce our patents, which could
be expensive and time consuming. The pharmaceutical industry has been characterized by extensive litigation regarding patents and
other intellectual property rights ;-and companies have employed intellectual property litigation to gain a competitive advantage. We
may become subject to infringement claims or litigation arising out of present and future patents and other proceedings of our



competitors. The defense and prosecution of intellectual property suits are costly and time- consuming to pursue, divert the attention
of our management and scientific personnel s-and their outcome is uncertain. Litigation may be necessary to determine the
enforceability, scope s-and validity of the proprietary rights of others. An adverse determination in litigation to which we may become
a party could subject us to significant liabilities, require us to obtain licenses from third parties s-or restrict or prevent us from selling
our products in certain markets. Although patent and intellectual property disputes might be settled through licensing or similar
arrangements, the costs associated with such arrangements may be substantial and could include est-paying large, fixed payments and
ongoing royalties. Furthermore, the necessary licenses may not be available on satisfactory terms or at all. Competitors may infringe
our patents ;and we may file infringement claims to counter infringement or unauthorized use. Third parties may assert that our
patents are invalid and / or unenforceable in these proceedings. Such litigation can be expensive, particularly for a company of our
size, and time- consuming. In addition, in an infringement proceeding, a court may decide that a patent of ours is not valid or is
unenforceable or may refuse to stop the other party from using the technology at issue on the grounds that our patents do not cover its
technology. An adverse determination of any litigation or defense proceeding could put one or more of our patents at risk of being
invalidated or interpreted narrowly. 58Fhird-47Third parties may also assert that our patents are invalid in patent office
administrative proceedings. These proceedings include oppositions in the European Patent Office and-as well as inter partes review
and post- grant review proceedings in the PTO. The success rate of these administrative challenges to patent validity in the Ynited
States-U. S. is higher than it is for validity challenges in litigation. Interference or derivation proceedings brought before the PTO
may be necessary to determine priority of inventions disclosed in our patents or patent applications. Determining whether a product
infringes a patent, as well as priority of inventions and other patent- related disputes, involves complex legal and factual issues and the
outcome is often uncertain. During these proceedings, it may be determined that we do not have priority of invention for one or more
aspects in our patents or patent applications aad-which could result in the invalidation in part or whole of a patent or could put a patent
application at risk of not issuing. Even if successful, an interference or derivation proceeding may result in substantial costs and
distraction to our management. Furthermore, because of the substantial amount of discovery required in connection with intellectual
property litigation or interference or derivation proceedings, there is a risk that some of our confidential information could be
compromised by disclosure. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments. If investors or securities analysts perceive these results to be negative, the price of our common stock
could be adversely affected. Also, a third party may assert that our patents are invalid or unenforceable. There are not currently any
unresolved communications, allegations, complaints or threats of litigation that claim our patents are invalid or unenforceable. Any
litigation or claims against us, whether or not merited, may result in substantial costs, place a significant strain on our financial
resources, divert the attention of management and harm our reputation. An adverse decision in litigation or administrative proceedings
could result in inadequate protection for our product candidates and / or reduce the value of any license agreements we have with third
parties. If we infringe the rights of third parties, we could be prevented from selling products or forced to pay damages and defend
against litigation. If our products, methods, processes and other technologies infringe the proprietary rights of other parties, we could
incur substantial costs and we may have to -obtain licenses, which may not be available on commercially reasonable terms or at all;
abandon an infringing product candidate; redesign our products or processes to avoid infringement; stop using the subject matter
claimed in the patents held by others; pay damages; and / or defend litigation or administrative proceedings which may be costly
whether we win or lose ;-and shieh-—could result in a substantial diversion of our financial and management resources. In addition,
because patent applications can take many years to issue and beeause-publication schedules for pending applications vary by
jurisdiction, there may be applications now pending of which we are unaware ;-and swhieh-may result in issued patents that our future
products would infringe. Also, because the claims of published patent applications can change between publication and patent grant,
there may be published patent applications that may ultimately issue with claims that we infringe. We have licensed certain rights,
assets and technology related to the Magellan ™ platform from Minoryx and we believe that they owned all efsuch rights prior to our
license. Although, to our knowledge, no third party has asserted a claim of infringement or other claim against us, others may hold or
claim to hold proprietary or other rights that could prevent our Magellan ™ platform from being developed or marketed. Any legal
action against us claiming damages and seeking to enjoin commercial activities relating to our Magellan ™ platform or our processes
could subject us to potential liability for damages and require us to obtain a license to continue to manufacture or market any future
product candidates based upon the Magellan ™ platform. We may not prevail in any such actions and any license required under any
of these patents may not be made available on commercially acceptable terms, if at all. In addition, we may not be able to redesign
any future product candidates or processes to avoid infringement, if necessary. Accordingly, an adverse determination in a judicial or
administrative proceeding ;or the failure to obtain necessary licenses s-could prevent us from developing and commercializing our
future product candidates ;-which could harm our business, financial condition and operating results. $3Risks-48Risks Related to
Third Parties and CollaboratorsWe currently rely on, and intend to rely on in the future, third parties to conduct, supervise and
monitor our clinical trials, and if those third parties perform in an unsatisfactory manner, it may harm our business. We currently rely
on, and expect to rely on in the future, CROs and clinical trial sites to ensure the proper and timely conduct of our clinical trials.
While we will have agreements governing their activities, we will have limited influence over their actual performance. We will
control only certain aspects of our CROs’ activities. Nevertheless, we will be responsible for ensuring that our clinical trials are
conducted in accordance with the applicable protocol and legal, regulatory and scientific standards, and our reliance on the CROs will
not relieve us of our regulatory responsibilities. We and our CROs are required to comply with the FDA” s Good Clinical Practices (“
GCPs ) and foreign equivalents for conducting, recording and reporting the results of clinical trials to assure that data and reported
results are credible and accurate and that the rights, integrity and confidentiality of clinical trial participants are protected. The FDA
and comparable foreign regulatory authorities enforce these GCPs through periodic inspections of study sponsors, principal
investigators and clinical trial sites. If we or our CROs fail to comply with applicable GCPs, the clinical data generated in our clinical
trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities may require us to perform additional
clinical trials before approving any marketing applications. Upon inspection, the FDA or comparable foreign regulatory authorities
may determine that our clinical trials did not comply with applicable GCPs requirements. In addition, our clinical trials will require
enrollment and participation of a sufficiently large number of patients to evaluate the effectiveness and safety of our product
candidates. Accordingly, if our CROs fail to comply with these regulations or fail to recruit a sufficient number of participants, our



clinical trials may be delayed or we may be required to repeat such clinical trials, which would delay the regulatory approval process.
Our CROs are not our employees, and we are not able to control whether or not they devote sufficient time and resources to our
clinical trials. These CROs may also have relationships with other commercial entities, including our competitors, for whom they may
also be conducting clinical trials, or other drug development activities which could harm our competitive position. If our CROs do not
successfully carry out their contractual duties or obligations, fail to meet expected deadlines, or if the quality or accuracy of the
clinical data they obtain is compromised due to the failure to adhere to our clinical protocols or regulatory requirements, or for any
other reasons, our clinical trials may be extended, delayed or terminated, and we may not be able to obtain regulatory approval for, or
successfully commercialize our product candidates. As a result, our financial results and the commercial prospects for such product
candidates would be harmed, our costs could increase, and our ability to generate revenues could be delayed. We currently rely on and
intend to rely in the future on third parties to manufacture the compounds used in our studies, and we intend to rely on them for the
manufacture of any approved products for commercial sale. If these third parties do not manufacture our product candidates in
sufficient quantities and at an acceptable cost, clinical development and commercialization of our product candidates could be
delayed, prevented or impaired. We have no manufacturing facilities and we intend to rely on third- party contract manufacturing
organizations (“ CMOs ”) to manufacture some or all of our product candidates in future clinical trials and our products that reach
commercialization. Initiation and completion of our clinical trials and commercialization of our product candidates requires the
manufacture of a sufficient supply of our product candidates. If, for any reason, we become unable to rely on these third parties for
the manufacture of our product candidates, either for clinical trials or, in the event any of our product candidates are approved, for
commercial quantities, then we would need to identify and contract with additional or replacement third- party manufacturers to
manufacture compounds for preclinical, clinical and commercial purposes, which we may not be able to do on reasonable terms or at
all, or we may be forced to manufacture the materials ourselves, for which we may not have the capabilities or resources. In either
scenarlo our chnrcal trials supply could be delayed 51gn1ﬁcantly as we estabhsh alternatlve supply sources. We frseme-eases;the

fegu-}attoﬂH%We—wﬂl also need to Verlfy, such as through a manufacturlng comparablhty study, that any new manufacturlng process
will produce our product candidates according to any specifications previously submitted to the FDA or another comparable foreign
regulatory authority. The delays associated with the verification of a new CMO could negatively affect our ability to develop product
candidates or commercialize our products in a timely manner or within budget. Furthermore, a CMO may possess technology related
to the manufacture of our product eandidate-49candidate that such CMO owns independently. This would increase our reliance on
such CMO or require us to obtain a license from such CMO in order to have another CMO manufacture our product candidates. In
addition, changes in manufacturers often involve changes in manufacturing procedures and processes, which could require that we
conduct bridging studies between our prior clinical supply used in our clinical trials and that of any new manufacturer. We may be
unsuccessful in demonstrating the comparability of clinical supplies which could require the conduct of additional clinical trials. We
believe that there are a variety of manufacturers that we may be able to retain to produce these products. However, we may be in
competition with other companies for access to these manufacturers’ facilities and may be subject to delays in manufacture if the
manufacturers give other clients higher priority than they give to us. If we are unable to secure and maintain third- party
manufacturing capacity, the development and sales of our products and our financial performance may be materially affected. In
addition, once we retain a manufacturing source, if our manufacturers do not perform in a satisfactory manner, we may not be able to
develop or commercialize potential products as planned. Certain specialized manufacturers are expected to provide us with modified
and unmodified pharmaceutical compounds, including finished products, for use in our preclinical studies and clinical trials. Some of
these materials are available from only one supplier or vendor. Any interruption in or termination of service by such sole source
suppliers could result in a delay or interruption in manufacturing until we locate an alternative source of supply. Any delay or
interruption in our future supply chain and manufacturing operations (or failure to locate a suitable replacement for such suppliers) as
a result of pandemics or epidemics, global geopolitical conflicts or broader global supply chain disruptions, may affect their ability to
deliver products to us in a timely manner and, could materially adversely affect our business, prospects, or results of operations. For
example, supply chain issues occurred as a result of the COVID- 19 pandemic and may continue to occur due to the war between
Ukraine and Russia, the conflict between Hamas and Israel and any sanctions resulting therefrom, and global geopolitical tension,
including as a result of impacts on energy availability and prices and natural materials availability and prices. We also have a third-
party manufacturer in China, which may be impacted by heightened tensions between the United States and China. If we fail to
contract for manufacturing on acceptable terms or if third- party manufacturers do not perform as we expect, our development
programs could be materially adversely affected. This may result in delays in filing for and receiving FDA or comparable foreign
regulatory authority approval for one or more of our products or prevent such approval entirely. Any such delays or failures to obtain
regulatory approval could cause our prospects to suffer significantly. Failure by our third- party manufacturers to comply with the
regulatory guidelines set forth by the FDA or comparable foreign regulatory authorities with respect to our product candidates could
delay or prevent the completion of clinical trials, the approval of any product candidates or the commercialization of our products.
Third- party manufacturers must be 1nspected by the FDA and comparable forelg,n regulatory authorities for cGMP cornphance before

Manufacturers are obhgated to operate in accordance with requlrements mandated by the
FDA or comparable foreign regulatory authorities. A failure of any of our third- party manufacturers to establish and follow cGMP
requirements and to document their adherence to such practices may lead to significant delays in the availability of material for
clinical trials, may delay or prevent filing or approval of marketing applications for our products, and may cause delays or
interruptions in the availability of our products for commercial distribution following approval by the FDA or a comparable foreign
regulatory authority. This could result in higher costs to us or deprive us of potential product revenues. Drug manufacturers are



subject to ongoing periodic unannounced inspections by the FDA, the Drug Enforcement Administration (“ DEA ) and
corresponding state and foreign regulatory authorities to monitor and $3ensure--- ensure strict compliance with cGMP requirements
and other requirements under federal drug laws, other government regulations and corresponding foreign laws, regulations and
standards. If we or our third- party manufacturers fail to comply with applicable regulations, sanctions could be imposed on us,
including fines, injunctions, civil penalties, failure by the government or competent regulatory authorities to grant marketing approval
of drugs, delays, suspension, variation or withdrawal of approvals, seizures or recalls of product, shutdown of the manufacturer,
invalidation of drug lots or processes, operating restrictions, product recalls and criminal prosecutions. €erperate-S0Corporate and
academic collaborators may take actions to delay, prevent, or undermine the success of our products. Our operating and financial
strategy for the development, clinical testing, manufacture, and commercialization of product candidates is heavily dependent on our
entering into collaborations with corporations, academic institutions, licensors, licensees, and other parties and we may not be
successful in establishing such collaborations. Some of our existing collaborations are, and future collaborations may be, terminable
at the sole discretion of the collaborator. Replacement collaborators might not be available on attractive terms, or at all. The activities
of any collaborator will not be within our control and may not be within our power to influence. Any collaborators may not perform
their obligations to our satisfaction, or at all, we may not derive any revenue or profits from such collaborations, and any collaborators
may ultimately compete with us. If any collaboration is not pursued, we may require substantially greater capital to undertake
development and marketing of our proposed products and may not be able to develop and market such products effectively, if at all.
In addition, a lack of development and marketing collaborations may lead to significant delays in introducing proposed products into
certain markets and / or reduced sales of proposed products in such markets. Changes in U. S. and international trade policies,
particularly with respect to China, may adversely impact our business and operating results. One of our primary
manufacturers and suppliers, WuXi AppTec (“ WuXi ), is located in China and the subject of increased U. S. government
scrutiny. Trade tensions and conflicts between the United States and China have been escalating in recent years and, as such,
we are exposed to the possibility of product and material supply disruption and increased costs and expenses in the event of
changes to the laws, rules, regulations and policies of the governments of the United States or China, or due to geopolitical
unrest and unstable economic conditions. The U. S. government has recently made statements and taken certain actions that
may lead to potential changes to U. S. and international trade policies, including imposing several rounds of tariffs and export
control restrictions affecting certain products manufactured in China. Increased focus on relations with China has included
U. S. legislative proposals, such as the proposed BIOSECURE Act, which has been passed by the U. S. House of
Representatives and is pending before the U. S. Senate. If enacted, the BIOSECURE Act would, among other things, prohibit
U. S. federal agencies from entering into or renewing any contract with any entity that uses biotechnology equipment or
services produced or provided by a ¢ biotechnology company of concern ” to perform that contract with the government.
Although the proposed BIOSECURE Act has not been enacted and thus is subject to change through the legislative process, a
version of the BIOSECURE Act passed by the U. S. House of Representatives defines a “ biotechnology company of concern ”
to include WuXi. If adopted, the BIOSECURE Act could cause us to seek to exit some or all of our arrangements with WuXi
(or any other China- based service provider determined to be *“ biotechnology companies of concern ) and accelerate the
transition of these services to alternative companies or continue to engage redundant suppliers for the U. S. market.
Additionally, the legislation could adversely impact WuXi’ s operations or financial position which, in turn, could impact its
ability to perform under our agreements with it. Our reliance on Chinese- based contract research organizations, such as
WuXi, may also cause us to face additional risks due to geopolitical tensions between the U. S. and China and related legal
and regulatory restrictions and requirements, including measures directly affecting WuXi. Any unfavorable government
policies on international trade, such as export controls, capital controls or tariffs, may increase the cost of manufacturing our
product candidates and platform materials, affect the demand for our drug products (if and once approved), the competitive
position of our product candidates, and import or export of raw materials and finished product candidate used in our and our
collaborators’ preclinical studies and clinical trials, particularly with respect to any product candidates and materials that we
import from China, including pursuant to our arrangements with WuXi. If any new tariffs, export controls, legislation and /
or regulations are implemented, or if existing trade agreements are renegotiated or, in particular, if either the U. S. or Chinese
government takes retaliatory trade actions due to the recent trade tension, such changes could have an adverse effect on our
business, financial condition and results of operations. Any negative impact of the ability of our third party collaborators to
deliver the materials we require to conduct our clinical operations due to political actions, supply chain disruptions or
otherwise, may have a material adverse impact on our results of operations or financial condition. Bata-51Data provided by
collaborators and others upon which we rely that has not been independently verified could turn out to be false, misleading, or
incomplete. We rely on third- party vendors, scientists and collaborators to provide us with significant data and other information
related to our projects, clinical trials and our business. If such third parties provide inaccurate, misleading or incomplete data, our
business, prospects and results of operations could be materially adversely affected. If we fail to establish marketing, sales and
distribution capabilities, or fail to enter into arrangements with third parties, we will not be able to create a market for our product
candidates. eg tdatests i ; : hird-parties; s ost-asp




g-and-eos General—- General Rlsk Factor s/\s a publm company, we are oblludtcd
to develop and mamlam proper and effective controls over [mancml reporting. If we fail to maintain proper and effective system of
internal controls over financial reporting in the future, our ability to produce accurate and timely financial statements could be
impaired -which could harm our operating results, investors’ views of us and, as a result, the value of our securities. Our management
is responsible for establishing and maintaining an adequate system of internal control over financial reporting, as defined in Rule 13a-
15 (f) under the Exchange Act. In addition, Section 404 of the Sarbanes- Oxley Act of 2002 ( ¢ Section 404 ) and related SEC rules
require management to furnish a report on the effectiveness of our internal control over financial reporting. Effective internal controls
are necessary for us to provide reliable financial reports and help us to prevent fraud. The process of implementing our internal
controls and complying with Section 404 is expensive and time consuming and requires significant continuous attention of
management. We cannot be certain that these measures will ensure that we maintain adequate controls over our financial processes
and reporting in the future. If we fail to maintain the adequacy of our internal controls, including any failure to implement new or
improved controls ;or if we experience difficulties in their implementation, our business and financial results could be harmed and we
would be required to disclose material weaknesses in future filings with the SEC, which could adversely affect our business, investor
confidence in our company and the market price of our common stock and could subject us to litigation or regulatory enforcement
actions. As a result, shareholders could lose confidence in our financial and other public reporting, which would harm our business
and the market value of our common stock. Global and macroeconomic conditions, including economic, political and social instability
, could adversely affect our reventte;-financial condition jor results of operations. The global credit and financial markets have
recently experienced extreme volatility and disruptions including severely diminished liquidity and credit availability, disruptions in
access to bank deposits and lending commitments due to bank failures, declines in economic growth, increases in unemployment
rates, supply chain disruptions, heightened interest rates and inflation, stock volatility and ;-assweH-as-uncertainty about economic
stability. Such conditions may continue or worsen in the future. The financial markets and the global economy may also be adversely
affected by the current or anticipated impact of military conflict ;-including Russia’ s invasion of Ukraine and the conflict between



Hamas and Israel, terrorism s-or other geopolitical events. Sanctions imposed by the Baited-States-U. S. and other countries in
response to such conflicts, including sanctions imposed in connection with the war in Ukraine and the conflict between Hamas and
Isracl, the effect of tariffs and / or any resulting trade wars, increasing interest rates, or other factors may also adversely impact
the financial markets and the global economy ;and any economic countermeasures by affected countries and others could exacerbate
market and economic instability. ##2648-For example, in late 2024 and 2649-early 2025 , the United States impesed-, Canada,
China, and the European Union each announced either new tariffs , non- tariff barriers, or export controls. Any of these risks,
ensuing retaliation, or the further deterioration of trade relatlons between countrles could have an adverse 1mpact on our
financial condition geeds—mpeﬁed—frem—ehma—and results eerta h 8 a-Stg 8
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inplaee-. Additional tariffs or further retaliatory trade measures taken by Chma or 0the1 countries in 1esp0nse —Lould affect the
demand for any of our products, impact the competitive position of our products, prevent us from being able to sell products in certain
countries or otherwise adversely impact our results of operations . Growing tensions, protectionist trade policies, and tariffs may
also lead to a fragmentation of the global economy, a general reduction of international trade in goods and services, and a
reduction in the integration of financial markets, any of which could materially and adversely affect our financial condition,
or prospects . There can be no assurance that further deterioration in credit and financial markets and confidence in economic
conditions will not occur. ©ur-520ur general business strategy ;-as well as our suppliers’ ability to provide us with raw materials and
components, may be adversely affected by any such economic downturn, volatile business environment or continued unpredictable
and unstable market conditions, which could directly affect our ability to attain our operating goals on schedule and on budget,
including requiring us to delay or abandon certain development plans s-and could have a material adverse effect on our growth
strategy, financial performance and stock price. In addition, there is a risk that one or more of our current suppliers ymay not survive
an economic downturn, which could directly affect our ability to attain our operating goals on schedule and within budget. Changes
in trade policies, including the imposition of tariffs or other trade restrictions, could materially impact our ability to obtain the
raw materials, active pharmaceutical ingredients, and other components necessary for the manufacturing of our product
candidates used in our clinical development activities. Some of these materials may be sourced from foreign suppliers, and any
increase in tariffs or duties on budget-imported goods could significantly raise the cost of doing business. Additionally,
retaliatory tariffs, trade disputes, trade wars, or changes in international trade agreements may lead to supply chain
disruptions, including delays in obtaining critical components or the need to seek alternative suppliers. If we are unable to
mitigate the impact of increased costs or supply chain disruptions, our financial condition, and ability to develop our product
candidates in a timely manner, could be adversely affected . We will need to expand our operations and increase the size of our
company, and we may experience difficulties in managing growth. As we advance our product candidates through preclinical studies
and clinical trials ;-and develop new product candidates, we will need to increase our product development -as well as our scientific,
regulatory and compliance and administrative headcount to manage these programs. In addition, to continue to meet our obligations as
a public company, and particularly after-when we stHno longer qualify as an emerging growth company, we will need to increase
our general and Séadministrative-- administrative capabilities. Our management, personnel and systems currently in place may not
be adequate to support this future growth. Our need to effectively manage our operations, growth and various projects requires that
we: @ successfully attract and recruit new employees with the expertise and experience we will require; ® manage our clinical
programs effectively, which we anticipate being conducted at numerous clinical sites; ® develop a marketing, distribution and sales
infrastructure in addition to a post- marketing surveillance program if we seek to market our products directly; and @ continue to
improve our operational, manufacturing, quality assurance, financial and management controls, reporting systems and procedures. If
we are unable to successfully manage this growth and increased complexity of operations, our business may be adversely affected.
We depend upon our key personnel and our ability to attract and retain qualified employees. Our future growth and success will
depend in large part on our continued ability to attract, retain, manage and motivate our employees. The loss of the services of a
significant portion of our workforce or any member of our senior management or the inability to hire or retain qualified personnel
could adversely affect our ability to execute our business plan and harm our operating results. Because of the specialized nature of our
business, we rely heavily on our ability to attract and retain qualified scientific, technical and managerial personnel. In particular, the
loss of one or more of our senior executive officers could be detrimental to us if we do not have an adequate succession plan or if we
cannot recruit suitable replacements in a timely manner. While our senior executive officers are parties to employment agreements
with us, these agreements do not guarantee that they will remain employed with us in the future. In addition, these-our arrangements
with our senior executive officers include only limited, if any, restrictions on our senior executive officers’ ability to compete with us
after their employment is terminated. Fhe-53The competition for qualified personnel in the pharmaceutical field is intense -and there
is a limited pool of qualified potential employees tereernit-. Due to the intense competition for talent, we may be unable to continue
to attract and retain qualified personnel necessary for the development of our business or to recruit suitable replacement personnel.
We may also face increased costs in attracting and retaining personnel as a result of heightened global inflation. To incentivize
valuable employees to join and remain at our company, in addition to salary and other employee benefits, we have provided stock
option and restricted stock unit awards that vest over time and 5in some instances, subject to the achievement of performance
milestones. The value to employees of such awards may be significantly affected by movements in our stock price s-and current
market conditions and extreme stock price volatility may diminish our ability to incentivize employees through the use of such
awards. If we are unsuccessful in our recruitment and retention efforts, our business may be harmed-adversely affected . Under
applicable employment laws, we may not be able to enforce covenants not to compete and therefore may be unable to prevent our
competitors from benefiting from the expertise of some of our former employees. Our employment arrangements generally include
covenants not to compete. These agreements prohibit our employees, if they cease working for us, from competing directly with us or
working for our competitors for a limited period. We may be unable to enforce these agreements under the laws of the jurisdictions in
which our employees work at all or for a sufficient duration of time to prevent members of our management team from competing
with us. If we are unable to enforce these covenants not to compete, we may be unable to prevent our competitors from benefiting
from thc cxpcrtlsc of our formcr cmployccs or consultants and our compctltlvcncss may be dlmlmshcd 57-}f—we—afe—tﬂ&ab-}e—te-htfe




eritieal-te-our-sueeess—Our relationships with customers, physicians, and third- party payors will be subject, directly or indirectly, t
federal and state healthcare fraud and abuse laws, false claims laws, health information privacy and security laws ;-and other
healthcare laws and regulations including comparable foreign laws and regulations. If we are unable to comply sor have not fully
complied ywith such laws, we could face substantial penalties. Healthcare providers and third- party payors in the United-States-U. S.
and elsewhere will play a primary role in the recommendation and prescription of any product candidates for which we obtain
marketing approval. Our current and future arrangements with healthcare professionals, principal investigators, consultants, customers
and third- party payors may subject us to various federal and state fraud and abuse laws and other healthcare laws rincluding, without
limitation, the federal Anti- Kickback Statute, the federal civil and criminal false claims laws and the law commonly referred to as the
Physician Payments Sunshine Act and regulations, and foreign equivalent laws and regulations. These laws will impact, among other
things, our proposed clinical research, sales, marketing and educational programs. In addition, we may be subject to patient privacy
laws by both the federal government and the states in which we conduct or may conduct our business -as well as foreign data privacy
and security laws and regulations. The laws that will affect our operations include, but are not limited to: e the federal Anti- Kickback
Statute, which prohibits, among other things, persons or entities from knowingly and willfully soliciting, receiving, offering or paying
any remuneration (including any kickback, bribe or rebate), directly or indirectly, overtly or covertly, in cash or in kind, in return for
the purchase, recommendation, leasing or furnishing of an item or service reimbursable under a federal healthcare program, such as
the Medicare and Medicaid programs; e federal civil and criminal false claims laws, including, without limitation, the False Claims
Actsand civil monetary penalty laws which prohibit, among other things, individuals or entities from knowingly presenting, or
causing to be presented, claims for payment or approval from Medicare, Medicaid or other government payors that are false or
fraudulent or making a false statement to avoid, decrease or conceal an obligation to pay money to the federal government; e the
Health Insurance Portability and Accountability Act (“ HIPAA ») , which created new federal criminal statutes that prohibit a
person from, among other things, knowingly and willfully executing a scheme or making false or fraudulent statements to defraud any
healthcare benefit program, regardless of the payor (e. g., public or private); ® HIPAA, as amended by HITECH and its implementing
regulations, and as amended again by the final HIPAA omnibus rule, Modifications to the HIPAA Privacy, Security, Enforcement,
and Breach Netifteation-54Notification Rules Under HITECH and the Genetic Information Nondiscrimination Act; Other
Modifications to HIPAA, published in January 2013, which imposes certain requirements relating to the privacy, security and
transmission of individually identifiable health information without appropriate authorization by entities subject to the rule, such as
health plans, health care clearinghouses and certain health care providers, and their respective business associates and covered
subcontractors; e federal transparency laws, including the federal Physician Payments Sunshine Act, which is part of the Patient
Protection and Affordable Care Act (“ ACA ”), that require certain manufacturers of drugs, devices, biologics and medical supplies
for which payment is available under Medicare, Medicaid or the Children’ s Health Insurance Program, with specific exceptions, to
report annually to the Centers for Medicare & Medicaid Services (“ CMS ”), information related to: (i) payments or other “ transfers
of value ” made to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors), other healthcare
professionals (such as physician assistants and nurse practitioners), and teaching hospitals; and (ii) ownership and investment interests
held by physicians and their immediate family members; 58-e state and foreign law equivalents of each of the above federal laws,
state laws and foreign law equivalents that require manufacturers to report information related to payments and other transfers of value
to physicians and other healthcare professionals or marketing expenditures, state laws and foreign law equivalents that require
pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary compliance guidelines and the relevant
compliance guidance promulgated by the federal government or competent regulatory authority or to adopt compliance programs as
prescribed by applicable laws and regulations, or that otherwise restrict payments that may be made to healthcare professionals; and e
state and foreign laws that govern the privacy and security of health information in some circumstances, many of which differ from
each other in significant ways and often are not preempted by HIPAA, thus complicating compliance efforts. Because of the breadth
of these laws and the narrowness of the statutory exceptions and safe harbors available, it is possible that some of our business
activities could be subject to challenge under one or more of such laws. It is possible that governmental authorities will conclude that
our business practices may not comply with current or future statutes, regulations or case law involving applicable fraud and abuse or
other healthcare laws and regulations. If our operations are found to be in violation of any of these laws or any other governmental
regulations that may apply to us, we may be subject to significant civil, criminal and administrative penalties, damages, fines,
disgorgement, imprisonment, exclusion of drugs from government funded healthcare programs, such as Medicare and Medicaid or
comparable foreign programs, additional reporting requirements and oversight if we become subject to a corporate integrity
agreement or similar agreement to resolve allegations of non- compliance with these laws and the curtailment or restructuring of our
operations. The risk of us being found in violation of these laws is increased by the fact that many of them have not been fully
interpreted by the regulatory authorities or the courts ;and their provisions are open to a variety of interpretations. Efforts to ensure
that our business arrangements with third parties will comply with applicable healthcare laws and regulations will involve substantial
costs. Any action against us for violation of these laws, even if we successfully defend against it, could cause us to incur significant
legal expenses and divert our management’ s attention from the operation of our business. The shifting compliance environment and
the need to build and maintain robust and expandable systems to comply with multiple jurisdictions with different compliance and / or
reporting requirements increases the possibility that a healthcare company may run afoul of one or more of the requirements.
Coverage and adequate reimbursement may not be available for our current or any future product candidates, which could make it
difficult for us to sell profitably, if approved. Market acceptance and sales of any product candidates that we commercialize, if
approved, will depend in part on the extent to which reimbursement for these drugs and related treatments will be available from
third- party payors s-including government health administration authorities, managed care organizations and other private health
insurers. Third- party payors decide which therapies they will pay for and establish reimbursement levels. Third- party payors often
rely upon Medicare coverage policy and payment limitations in setting their own coverage and reimbursement-55reimbursement




policies. However, decisions regarding the extent of coverage and amount of reimbursement to be provided for any product
candidates that we develop will be made on a payor- by- payor basis. One payor’ s determination to provide coverage for a drug does
not determine whether ernet-another payor will also provide coverage ;-and adequate reimbursement 5-for the drug. Additionally, a
third- party payor’ s decision to provide coverage for a therapy does not imply that an adequate reimbursement rate will be approved.
Each payor determines whether exnetit will provide coverage for a therapy, what amount it will pay the manufacturer for the therapy
sand on what tier of its formulary it will be placed. The position on a payor’ s list of covered drugs, or formulary, generally
determines the co- payment that a patient will need to make to obtain the therapy and can strongly influence the adoption of such
therapy by patients and physicians. Even if favorable coverage and reimbursement status is attained for any product candidate for
which we receive regulatory approval, less favorable coverage policies and reimbursement rates may be implemented in the future.
Patients who are prescribed treatments for their conditions and providers prescribing such services generally rely on third- party
payors to reimburse all or part of the associated healthcare costs. Patients are unlikely to use our drugs unless coverage is provided ,
and reimbursement is adequate to cover a significant portion of the cost of our drugs. 5909utside-- Outside the United-States-U. S. ,
reimbursement and healthcare payment systems vary significantly by country ;-and many countries have instituted price ceilings on
specific products and therapies. For example, the EU provides options for EU Member States to restrict the range of medicinal
products for which their national health insurance systems provide reimbursement and to control the prices of medicinal products for
human use. An EU Member State may approve a specific price for the medicinal product, #say-refuse to reimburse a product at the
price set by the manufacturer or it may instead adopt a system of direct or indirect controls on the profitability of the company placing
the medicinal product on the market. Many EU Member States also periodically review their reimbursement procedures for medicinal
products which could have an adverse impact on reimbursement status. We expect that legislators, policymakers and healthcare
insurance funds in the EU Member States will continue to propose and implement cost- containing measures ysuch as lower
maximum prices, lower or lack of reimbursement coverage and incentives to use cheaper, usually generic, products as an alternative to
branded products ;and / or branded products available through parallel import to keep healthcare costs down. A primary trend in the
U. S. healthcare industry and elsewhere is cost containment. Third- party payors have attempted to control costs by limiting coverage
and the amount of reimbursement for particular medications. Coverage and reimbursement may not be available for any drug that we
commercialize and, if reimbursement is available, it is uncertain what the level of reimbursement will be. Inadequate coverage and
reimbursement may impact the demand for ;-or the price of ;-any drug for which we obtain marketing approval. If coverage and
adequate reimbursement are not available ;-or are available only at limited levels, we may not be able to successfully commercialize
our current and any future product candidates that we develop. Healthcare legislative reform measures 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, several
legislative and regulatory changes and proposed changes regarding the healthcare system that could prevent or delay marketing
approval of product candidates, restrict or regulate post- approval activities, and affect our ability to profitably sell any product
candidates for which we obtain marketing approval. Among policy makers and payors in the Hnited-States-U. S. and elsewhere, 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 Haited-States-U. S. , the pharmaceutical industry has been a particular focus of these efforts
and has been significantly affected by major legislative initiatives. #aMareh-For example, the Affordable Care Act (“ ACA ”) of
2010 ythe-ACA—-was-passed;whiekh-substantially changed the way healthcare is financed by both the government and private insurers 5
and ugnlﬁcdntly 1mpacts the U. S. phanndceutmal industry. The ACA has been subject to judicial and Congressmndl Lhdllenges but

B—}deﬂ—s-lgﬂed—t-he—lnﬂatlon Rcductlon Act 0f2022 (“ IRA ”) -rﬁte—la—w— Wthh among 0thc1 things, cxtcnds cnhanccd sub@ldlcs for
individuals purchasing health insurance coverage in ACA marketplaces through plan year 2025. The IRA also eliminates the *“ donut
hole ” under the Medicare Part D program beginning in 2025 by significantly lowering the beneficiary maximum out- of- pocket cost
and through a newly established manufacturer discount program, it also allows the U. S. government to negotiate Medicare Part B and
Part D pricing for certain high- cost drugs and biologics without generic or biosimilar competition, require companies to pay rebates
to Medicare for drug prices that increase faster than inflation, and delay the rebate rule that would require pass through of pharmacy
benefit manager rebates to beneficiaries. The implementation of the IRA is currently subject to ongoing litigation challenging the
constitutionality of the IRA's Medicare drug price negotiation program. The effect of IRA on our business and the healthcare industry
#-56in general is not yet known . With the recent change in administration, the future of the IRA and its effects remain
uncertain . Other legislative changes have been proposed and adopted since the ACA was enacted -including aggregate reductions to
Medicare payments to providers of up to 2 % per fiscal year, which went into effect in April 2013 and —d-ue—te—stﬂaseqt\ent—}eg-ts-}atwe
aﬁaeﬁdmeﬁts—te—the—sfafute—wﬂl remain 1n effect through 2032 —unless addltlonal Congressmnal chthIl 15 taken 69Adel+&eﬂa-1-1-y—t-hefe




s-Moreover, chang,es to the
political landscdpe in the Umted States may 1mpact the mcuket sentiment surroundmgy the phdrmageutlcdl industry. Since retaking
office, President Trump has signed several Executive Orders that may impact the health and pharmaceutical industry. On
January 20, 2025, President Trump began the action of withdrawing the United States from the World Health Organization.
This order also rescinded a prior executive order signed by formed President Biden that coordinated the federal government’
s COVID- 19 response efforts and implemented processes to respond to emerging pandemics. In addition, President Trump has
proposed reductions in federal research spending that may impact organizations such as the National Institutes of Health, the
National Science Foundation and the Centers for Disease Control and Prevention. Funding from government agencies and
reimbursement programs such as the NIH, Medicare and Medicaid, including the overall availability and reimbursement
rates under these programs, often fluctuates and is subject to the political process, which is often unpredictable. For example,
on February 7, 2025, the NIH issued Notice Number NOT- OD- 25- 068, a guidance document pronouncing that
reimbursement for certain indirect costs would be capped at 15 % for existing and future grant recipients, a rate that is lower
than the in- place rate for many existing grant recipients. Certain of our third party collaborators may depend on NIH grants
and reimbursements to partially fund research. Any reduction in the availability or rate of funding or reimbursement, or
delays surrounding the approval of such funding or reimbursement, may adversely impact our ability to develop our product
candidates. The outcome of these order-orders is, and will likely remain, uncertain for the foreseeable future. In addition, to
obtain reimbursement for our products in some European countries yincluding some EU Member States, we may be required to
compile additional data comparing the cost- effectiveness of our products to other available therapies. The Health Technology
Assessment, or HTA, of medicinal products is becoming an increasingly common part of the pricing and reimbursement procedures in
some EU Member States sincluding those representing the larger markets. The HTA process is the procedure to assess therapeutic,
economic and societal impact of a given medicinal product in the national healthcare systems of the individual country. The outcome
of'an HTA will often influence the pricing and reimbursement status granted to these medicinal products by the competent authorities
of individual EU Member States. The extent to which pricing and reimbursement decisions are influenced by the HTA of the specific
medicinal product currently varies between EU Member States. In December 2021, Regulation No 2021 /2282 on HTA, amending
Directive 2011 /24 / EU, was adopted in the EU. This Regulation, which entered into force in January 2022 will apply as of January
2025. It is intended to boost cooperation among EU Member States in assessing health technologies, including new medicinal
products, and providing the basis for cooperation at EU level for joint clinical assessments in these areas. The Regulation will permit
EU Member States to use common HTA tools, methodologies, and procedures across the EU 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 technologies, and making decisions on pricing and reimbursement. If we are
unable to maintain favorable pricing and reimbursement status in EU Member States for product candidates that we may successfully
develop and for which we may obtain regulatory approval, any anticipated revenue from and growth prospects for those products in
the EU could be negatively affected. We expect that these and other healthcare reform measures that may be adopted in the future
may result in more rigorous coverage criteria and #-additional downward pressure on the price that we receive for any approved
drug. Any reduction in reimbursement from Medicare or other comparable foreign 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
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presstures—6Hfw e obtdm approv al to wmmeruallze any apploved plOdLlLtb out51de of the United States a variety of risks assouated
with international operations could materially adversely affect our business. If any of our product candidates are approved for
commercialization outside of the United States, we intend to enter into agreements with third parties to market them on a worldwide
basis or in more limited geographical regiens-5S7regions . We expect that we will be subject to additional risks related to entering into
international business relationships, including: e different regulatory requirements for drug approvals; e reduced protection for
intellectual property rights yincluding trade secret and patent rights; ® unexpected changes in tariffs, export controls, sanctions, trade
barriers and regulatory requirements; ® economic weakness sincluding inflation sor political instability in particular foreign
economies and markets; ® compliance with tax, employment, immigration and labor laws for employees living or traveling abroad; e
foreign taxes yincluding withholding of taxes; @ foreign currency fluctuations, which could result in increased operating expenses and
reduced revenues, and other obligations incident to doing business in another country; ® workforce uncertainty in countries where
labor unrest is more common than in the Hnited-States-U. S. ; @ production shortages resulting from any events affecting raw material
supply or manufacturing capabilities abroad; @ potential noncompliance with the U. S. Foreign Corrupt Practices Act, the U. K.
Bribery Act 2010 and-or similar anti- bribery and anticorruption laws in other jurisdictions; ® business interruptions resulting from
geopolitical actions yincluding war (such as Russia’ s invasion of Ukraine and the conflict between Hamas and Israel) and terrorism,
ernatural disasters ineluding-such as earthquakes, hurricanes, floods and fires, economic or political instability, sanctions, or public
health emergencies, and related shelter- in- place orders, travel, social distancing and quarantine policies, boycotts, curtailment of
trade and other business restrictions; and e difficulty in importing and exporting clinical trial materials and study samples. We are
subject to U. S. and certain foreign anti- corruption, anti- money laundering, export and import controls, and sanctions laws and



regulations. Non- compliance with such laws can subject us to criminal and / or civil liability and harm our business. We are subject to
the U. S. Foreign Corrupt Practices Act of 1977, as amended, or FCPA, the U. S. domestic bribery statute contained in 18 U. S. C. §
201, the U. S. Travel Act, the USA PATRIOT Act ;-and anti- bribery and anti- money laundering laws in the countries in which we
conduct activities. Anti- corruption laws are interpreted broadly and prohibit companies and their employees, agents s-and contractors
from authorizing, promising, offering ;-or providing, directly or indirectly, improper payments or anything else of value to recipients
in the public or private sector. The FCPA also requires public companies to make and keep books and records that accurately and
fairly reflect the transactions of the corporation and to devise and maintain an adequate system of internal accounting controls. We
may have direct or indirect interactions with officials and employees of government agencies or government- affiliated hospitals,
universities ;-and other organizations. In addition, we may engage third- party intermediaries to promote our clinical research
activities and / or to obtain necessary permits, licenses s-and other regulatory approvals. We can be held liable for the corrupt or other
illegal activities of our employees, agents, contractors ;-or other partners even if we do not explicitly authorize or have actual
knowledge of such activities. 62We-We are also subject to export control and import laws and regulations yincluding the U. S. Export
Administration Regulations, U. S. Customs regulations, various economic and trade sanctions regulations administered by the U. S.
Treasury Department’ s Office of Foreign Assets Controls. Export controls and trade sanctions laws and regulations may restrict or
prohibit altogether the provision, sale, or supply of our product candidates to certain gevernments-S8governments ., persons, entities,
countries s-and territories s-including those that are the target of comprehensive sanctions or an embargo. We cannot ensure that all ef
our employees, agents, contractors or those of our affiliates will comply with all applicable laws and regulations. Violations of anti-
corruption, anti- money laundering, import and export control or sanctions laws and regulations could result in substantial civil and
criminal fines and penalties, imprisonment, the loss of export or import privileges, debarment, breach of contract and fraud litigation,
reputational harm ;-and other consequences. Product liability lawsuits against us could cause us to incur substantial liabilities and
could limit commercialization of any product candidates that we may develop. We will face an inherent risk of product liability
exposure related to the testing of our product candidates in clinical trials and will face an even greater risk if we commercialize any of
our product candidates. If we cannot successfully defend ourselves against claims that our product candidates caused injuries, we
could incur substantial liabilities. Regardless of merit or eventual outcome, liability claims may result in: ® decreased demand for any
product candidates that we may develop; ® injury to our reputation and significant negative media attention; @ initiation of
investigations by regulators; ® withdrawal of clinical trial participants; @ significant time and expenses to defend the related litigation;
e diversion of management and scientific resources from our business operations; ® substantial monetary awards to trial participants
or patients; @ loss of revenue; and e the inability to commercialize any product candidates that we may develop. We currently hold
limited product liability insurance coverage. We will need to purchase additional product liability insurance coverage as we expand
our clinical trials, and if we commence commercialization of our product candidates. Insurance coverage is increasingly expensive. If
we are unable to obtain insurance at an acceptable cost or otherwise protect against potential product liability claims, we will be
exposed to significant liabilities ;which may materially and adversely affect our business and financial position. If we are sued for
any injury allegedly caused by our company’ s or our collaborators’ products, our liability could exceed our total assets and our
ability to pay the liability. A product liability claim or series of claims brought against us would decrease our cash and could cause
our stock price to fall. We are subject to stringent and evolving U. S. and foreign laws, regulations, rules, contractual obligations,
policies, contractual and other obligations related to data privacy and security. Our actual or perceived failure to comply with such
obligations could lead to regulatory investigations or actions; litigation (including class actions) and mass arbitration demands; fines
and penalties; disruptions of our business operations; reputational harm; loss of revenue or profits; and other adverse business
consequences. In the ordinary course of business, we collect, receive, store, process, generate, use, transfer, disclose, make accessible,
protect, secure, dispose of, transmit, and share (collectively, process) personal information and other sensitive information, including
proprietary and confidential business data, trade secrets, intellectual property, data we collect about trial participants in connection
with clinical trials, and sensitive third- party data. Our data processing activities may subject us to numerous data privacy and security
obligations, such as various laws, regulations, guidance, industry standards, external and internal privacy and security policies,
contracts, and other obligations that govern the processing of personal information by us and on our behalf. 63¥-In the United-States
U. S., federal, state, and local governments have enacted numerous data privacy and security laws s-including data breach notification
laws, personal information privacy laws, consumer protection laws (e. g., Section 5 of the Federal Trade Commission Act) and other
similar laws (e. g., wiretapping laws). For example, HIPAA, as amended by HITECH, imposes specific requirements relating to the
privacy, security yand transmission of protected keatth-59health information. Several states have also enacted comprehensive data
privacy laws, which either became effective in 2023 or will become effective within the next couple of years. These state
comprehensive data privacy laws provide individuals with certain rights concerning their personal information s-including the right to
access, correct ;-or delete certain personal information ;-and opt- out of certain data processing activities ;-such as targeted advertising,
profiling, and automated decision- making. One example of these comprehensive state data privacy laws is ythe California Consumer
Privacy Act of 2018, as amended by the California Privacy Rights Act of 2020 (“ CPRA ”) (collectively, “ CCPA ”) =which applies to
the personal information of consumers, business representatives ;-and employees who are California residents ;-and-. It requires
businesses to provide specific disclosures in privacy notices and honor requests of such California residents to exercise certain rights
related to their personal information ;such as those noted above. The CCPA provides for administrative fines for noncompliance (up
to $ 7, 500 per violation) and allows private litigants affected by certain data breaches to recover significant statutory damages.
Although the CCPA exempts some data processed in the context of clinical trials, the CCPA increases compliance costs and potential
liability with respect to other personal information we maintain about California residents. In addition, the CPRA expanded the
CCPA’ s requirements, including by adding a new right for individuals to correct their personal information and establishing a new
regulatory agency, the California Privacy Protection Agency, to implement and enforce the law. These new comprehensive data
privacy laws (including the CCPA) and individuals’ exercise of their rights under these laws may impact our business and ability to
provide our products and services. In addition, other data privacy and security laws have been proposed and others have been passed
at the federal, state ;-and local levels in recent years. While some of these laws exempt data processed in the context of clinical trials,
these developments may nonetheless further complicate compliance efforts, and increase legal risk and compliance costs for us and
the third parties upon whom we rely. Outside the Hatted-States-U. S., an increasing number of laws, regulations ;-and industry



standards apply to data privacy and security. For example, the European Union’ s General Data Protection Regulation ( the “ EU
GDPR ) and the United Kingdom GDPR ( the “ UK GDPR *) (collectively, the *“ GDPR ) impose strict requirements for
processing personal information yand violators of these laws face significant penalties. For example, under the GDPR, government
regulators may impose temporary or definitive bans on data processing y-as well as fines of up to 20 million euros under the EU
GDPR (17. 5 million British Pounds under the UK GDPR) or 4 % of annual global revenue, in either case, whichever is greater, or we
may be subject to private litigation related to processing of personal information brought by classes of data subjects or consumer
protection organizations authorized at law to represent. In addition, the Swiss Federal Act on Data Protection ;er(the “ FADP ;)
also applies to the collection and processing of personal information s-including health- related information, by companies located in
Switzerland, or in certain circumstances, by companies located outside of Switzerland. The FADP has been revised and adopted by
the Swiss Parliament. Companies must comply with the revised version of the FADP and its revised ordinances 7which may result in
an increase of costs of compliance, risks of noncompliance and penalties for noncompliance. In the ordinary course of business, we
may transfer personal information from Europe and other jurisdictions to the Hnited-States-U. S. or other countries. Europe and other
jurisdictions have enacted laws requiring data to be localized or limiting the transfer of personal information to other countries. In
particular, the European Economic Area ( the “ EEA ”), the UK and Switzerland have significantly restricted the transfer of personal
information to the Ynited-States-U. S. and other countries whose privacy laws it-they generally believes— believe are inadequate.
Other jurisdictions may adopt similarly stringent interpretations of their data localization and cross- border data transfer laws.
Although there are currently various mechanisms that may be used to transfer personal information from the EEA and UK to the
Brited-States-U. S. in compliance with law ;-such as the EEA and UK’ s standard contractual clauses, the UK’ s International Data
Transfer Agreement / Addendum yand the EU- U. S. Data Privacy Framework and the UK extension thereto (which allows for
transfers for relevant U. S.- based organizations who self- certify compliance and participate in the Framework), these mechanisms
are subject to legal challenges s-and there is no assurance that we can satisfy or rely on these measures to lawfully transfer personal
information to the Ynited-States-U. S . If there is no lawful manner for us to transfer personal information from the EEA, the UK sor
other jurisdictions to the Baited-States-U. S. , or if the requirements for a legally- compliant transfer are too onerous, we could face
significant adverse consequences j-including the interruption or degradation of our operations, the need to relocate part of or all of our
business or data processing activities to other jurisdictions (such as Europe) at significant expense, increased exposure to regulatory
actions, substantial fines and penalties, the inability to transfer data and work with partners, vendors and other third parties ;-and
injunctions against our processing or transferring of personal information necessary to operate our business. Some European
regulators have prevented companies from transferring personal information out of Europe for allegedly violating the EU 64&GBPR—-
GDPR ’ s cross- border data transfer limitations. For example, in May 2023, the Irish Data Protection Commission determined that a
major social media company’ s use of the standard contractual clauses to transfer personal data from Europe to the Bnited-States-U. S.
was insufficient and levied a 1. 2 billion Euro fine against the company and prohibited the company from transferring personal data to
the U Hnited-States-. S. ©ur-600ur cmployees and personnel may use generative artificial intelligence (“ AT ”) technologies to
perform their work and the disclosure and use of personal information in generative Al technologies is subject to various privacy
laws and other privacy obligations. Governments have passed and are likely to pass additional laws regulating generative Al. Our use
of'this technology could result in additional compliance costs, regulatory investigations and actions s-and consumer lawsuits. If we are
unable to use generative Al, it could make our business less efficient and result in competitive disadvantages. In addition to data
privacy and security laws, we are contractually subject to industry standards adopted by industry groups and may become subject to
such obligations in the future. We are also bound by other contractual obligations related to data privacy and security s-and our efforts
to comply with such obligations may not be successful. Furthermore, we publish privacy policies, marketing materials ;and other
statements s-such as compliance with certain certifications or self- regulatory principles, regarding data privacy and security. If these
policies, materials or statements are found to be deficient, lacking in transparency, deceptive, unfair -or misrepresentative of our
practices, we may be subject to investigation, enforcement actions by regulators ;-or other adverse consequences. Obligations related
to data privacy and security (and consumers’ data privacy expectations) are quickly changing in an increasingly stringent fashion 5
creating some uncertainty as to the effective future legal framework. Additionally, these obligations may be subject to differing
applications and interpretations -which may be inconsistent or conflict among jurisdictions. Preparing for and complying with these
obligations requires significant resources and may necessitate changes to our information technologies, systems s-and practices and to
those of any third parties that process personal information on our behalf. Although we endeavor to comply with all applicable data
privacy and security obligations, we may at times fail €, or be perceived to have failed 3, to do so. Moreover, despite our efforts, our
personnel or third parties upon whom we rely , may fail to comply with such obligations ;-which could negatively impact our business
operations and compliance posture. For example, any failure by a third- party processor to comply with applicable law, regulations 5
or contractual obligations could result in adverse effects ;-and proceedings against us by governmental entities or others. If we or the
third parties upon which we rely fail, or are perceived to have failed, to address or comply with data privacy and security obligations,
we could face significant consequences. These consequences may include, but are not limited to, government enforcement actions (e.
g., investigations, fines, penalties, audits, inspections, and similar); litigation (including class actions) and mass arbitration demands;
additional reporting requirements and / or oversight; bans on processing personal information; orders to destroy or not use personal
information; and imprisonment of company officials. Inpartiewlar;plaintiffs-Plaintiffs have become increasingly more active in
bringing privacy- related claims against companies y-including class actions and mass arbitration demands. Some of these claims allow
for the recovery of statutory damages on a per violation basis and, if viable, carry the potential for monumental statutory damages 5
depending on the volume of data and the number of violations. Any of these events could have a material adverse effect on our
reputation, business jor financial condition sincluding but not limited to +the loss of customers; interruptions or stoppages in our
business operations (including, as relevant, clinical trials); inability to process personal information or to operate in certain
jurisdictions; limited ability to develop or commercialize our products; expenditure of time and resources to defend any claim or
inquiry; adverse publicity; or revision or restructuring of our operations. Issues relating to the use of Al artifieialinteHigenee-and
machine learning could adversely affect our business and operating results. Magellan ™ is our platform technology that leverages Al-
supported structural biology, proprietary algorithms and physics- based models powered by the cutting- edge CSCS Swiss National
Supercomputing Centre to explore novel allosteric binding pockets on disease- implicating proteins. Issues relating to the use of new



and evolving technologies such as Al and machine learning may cause us to experience brand or reputational harm, competitive harm,
legal liability ;-and new or enhanced governmental or regulatory scrutiny . We yand-we-may incur additional costs to resolve such
issues. As with many innovations, Al presents risks and challenges that could undermine or slow its adoption ;and therefore harm our
business. For example, perceived or actual technical, legal, compliance, privacy, security, ethical 65er-or other issues relating to the
use of Al may cause public confidence in Al to be undermined, which could harm our business reputation. In addition, litigation or
government regulation related to the use of Al may also adversely impact our and others’ abilities to develop and offer products that
use Al, as well as increase the cost and complexity of doing so. Developing, testing and deploying Al systems may also increase the
cost profile of our product offerings due to the nature of the computing costs involved in such systems, which could impact our
project margin and adversely affect our business and operating results. Further, market demand and acceptance of Al technologies are
uncertain ;-and we may be unsuccessful in our product development efforts. H-61If our information technology systems or data, or
those of third parties upon which we rely, are or were compromised, we could experience adverse consequences resulting from such
compromise, including but not limited to regulatory investigations or actions; litigation; fines and penalties; disruptions of our
business operations; reputational harm; loss of revenue or profits; and other adverse consequences. In the ordinary course of our
business, we or the third parties upon which we rely process proprietary, confidential, and sensitive data, including personal
information (such as health- related data), business plans, financial information, intellectual property, and trade secrets (collectively,
sensitive information), and, as a result, we and the third parties upon which we rely face a variety of evolving threats.
threatsCyberattaeks—----- Cyberattacks , malicious internet- based activity, online and offline fraud, and other similar activities are
prevalent and continue to increase. These threats are becoming increasingly difficult to detect. These threats come from a variety of
sources, including traditional computer *“ hackers, ” threat actors, “ hacktivists, ”” organized crime threat actors, personnel (such as
through theft or misuse), sophisticated nation states, and nation- state- supported actors. Some actors now engage and are expected to
continue to engage in cyber- attacks, including without limitation nation- state actors for geopolitical reasons and in conjunction with
military conflicts and defense activities. During times of war and other major conflicts, including the war in Ukraine and the conflict
between Hamas and Israel, we and the third parties upon which we rely may be vulnerable to a heightened risk of these attacks,
including cyber- attacks, that could materially disrupt our systems and operations, supply chain, and ability to produce, sell and
distribute our goods and services. We and the third parties upon which we rely are subject to a variety of evolving threats, including
but not limited to social- engineering attacks (including through deep fakes, which may be increasingly more difficult to identify as
fake, and phishing attacks), malicious code (such as viruses and worms), malware (including as a result of advanced persistent threat
intrusions), denial- of- service attacks, credential stuffing, credential harvesting, personnel misconduct or error, ransomware attacks,
supply- chain attacks, software bugs, server malfunctions, software or hardware failures, loss of data or other information technology
assets, adware, telecommunications failures, attacks enhanced or facilitated by Al, and other similar threats. In particular, ransomware
attacks, including by organized criminal threat actors, nation- states, and nation- state- supported actors, are becoming increasingly
prevalent and severe and can lead to significant interruptions in our operations, ability to provide our products or services, loss of data
and income, reputational harm, and diversion of funds. Extortion payments may alleviate the negative impact of a ransomware attack,
but we may be unwilling or unable to make such payments due to, for example, applicable laws or regulations prohibiting such
payments. Remote work has become more common and has increased risks to our information technology systems and data, as more
of our employees utilize network connections, computers, and devices outside our premises or network, including working from
home, while in transit and in public locations. Future or past business transactions (such as acquisitions or integrations) could expose
us to additional cybersecurity risks and vulnerabilities, as our systems could be negatively affected by vulnerabilities present in
acquired or integrated entities’ systems and technologies. Furthermore, we may discover security issues that were not found during
due diligence of such acquired or integrated entities, and it may be difficult to integrate companies into our information technology
environment and security program. In addition, our reliance on third- party service providers could introduce new cybersecurity risks
and vulnerabilities, including supply- chain attacks, and other threats to our business operations. We rely upon third- party service
providers and technologies to operate critical business systems to process sensitive information in a variety of contexts, including,
without limitation, third- party providers of cloud- based infrastructure, encryption and authentication technology, employee email,
content delivery to customers, and other functions. We also rely on third- party service providers to provide other products, services,
or otherwise to operate our business. Our ability to monitor these third parties’ information security practices is limited, and these
third parties may not have adequate information ééseeurity—- security measures in place. If our third- party service providers
experience a security incident or other interruption, we could experience adverse consequences. While we may be entitled to damages
if our third- party service providers fail to satisfy their privacy or security- related obligations to us, any award may be insufficient to
cover our damages, or we may be unable to recover such award. Additionally, supply- chain attacks have increased in frequency and
severity, and we cannot guarantee that third parties and infrastructure in our supply chain or our third- party partners’ supply chains
have not been compromised or that they do not contain exploitable defects or bugs that could result in a breach of or disruption to our
information technology systems or the third- party information technology systems that support us and our services. Any-62Any of
the previously identified or similar threats could cause a security incident or other interruption. A security incident or other
interruption could result in unauthorized, unlawful, or accidental acquisition, modification, destruction, loss, alteration, encryption,
disclosure of, or access to our sensitive information. A security incident or other interruption could disrupt our ability (and that of
third parties upon whom we rely) to operate our business. We may expend significant resources or modify our business activities
(including our clinical trial activities) to try to protect against security incidents. Certain data privacy and security obligations may
require us to implement and maintain specific security measures, industry- standard or reasonable security measures to protect our
information technology systems and sensitive information. While we and our third - party serviees— service providers have
implemented security measures designed to protect against security incidents, there can be no assurance that these measures will be
effective. We take steps to detect and remediate vulnerabilities in our information technology systems, but we may not be able to
detect and remediate all vulnerabilities because the threats and techniques used to exploit the vulnerability change frequently and are
often sophisticated in nature. Therefore, such vulnerabilities could be exploited but may not be detected until after a security incident
has occurred. Un- remediated high risk or critical vulnerabilities pose material risks to our business. Further, we may experience
delays in developing and deploying remedial measures designed to address any such identified vulnerabilities. Applicable data privacy



and security obligations may require us to notify relevant stakeholders of security incidents. Such disclosures are costly, and the
disclosure or the failure to comply with such requirements could lead to adverse consequences. If we (or a third party upon whom we
rely) experience a security incident or are perceived to have experienced a security incident, we may experience adverse
consequences. These consequences may include: government enforcement actions (for example, investigations, fines, penalties,
audits, and inspections); additional reporting requirements and / or oversight; restrictions on processing sensitive information
(including personal information); litigation (including class actions); indemnification obligations; negative publicity; reputational
harm; monetary fund diversions; interruptions in our operations (including availability of data); financial loss; and other similar
harms. Our contracts may not contain limitations of liability, and even where they do, there can be no assurance that limitations of
liability in our contracts are sufficient to protect us from liabilities, damages, or claims related to our data privacy and security
obligations. In addition to experiencing a security incident, third parties may gather, collect, or infer sensitive information about us
from public sources, data brokers, or other means that reveals competitively sensitive details about our organization and could be used
to undermine our competitive advantage or market position. Additionally, our sensitive Company information could be leaked,
disclosed, or revealed as a result of or in connection with our employees’, personnels’, or vendors’ use of generative Al technologies.
Adverse developments affecting the financial services industry, such as actual events or concerns involving liquidity, defaults, or non-
performance by financial institutions or transactional counterparties, could adversely affect our current and projected business
operations and our financial condition and results of operations. Actual events involving limited liquidity, defaults, non- performance
or other adverse developments that affect financial institutions, transactional counterparties or other companies in the financial
services industry or the financial services industry generally, or concerns or rumors about any events of these kinds or other similar
risks, have in the past and may in the future lead to market- wide liquidity problems. For example, on March 10, 2023, Silicon Valley
Bank (" SVB") was closed by the California Department of Financial Protection and Innovation, which appointed the Federal Deposit
Insurance Corporation (" FDIC") as receiver. Similarly, on March 12, 2023, Signature Bank and Silvergate Capital Corp. were each
swept into receivership. Future adverse developments with respect to specific financial institutions or the broader financial services
industry may lead to market- wide liquidity shortages, impair our ability to access near- term working capital needs, and create
additional market and economic uncertainty. There can be no assurance that future credit and financial market instability and a
deterioration in confidence in 67Feeenemie~- economic conditions will not occur. Our general business strategy may be adversely
affected by any such economic downturn, liquidity shortages, volatile business environment or continued unpredictable and unstable
market conditions. If the equity and credit markets deteriorate, or if adverse developments are experienced by financial institutions, it
may cause short- term liquidity risk and make any necessary debt or equity financing more difficult, more costly, more onerous with
respect to financial and operating covenants and more dilutive. Failure to secure any necessary financing in a timely manner and on
favorable terms could have a material adverse effect on our growth strategy, financial performance and stock price and could require
us to delay or abandon clinical development plans. In addition, there is a risk that one or more of our current service providers,
financial institutions, manufacturers, and ether-63other partners may be adversely affected by the foregoing risks, which could
directly affect our ability to attain our operating goals on schedule and on budget. In addition, any further deterioration in the
macroeconomic economy or financial services industry, could lead to losses or defaults by our suppliers, which in turn, could have a
material adverse effect on our current and / or projected business operations and results of operations and financial condition. Risks
Related to Ownership of Our Common StockThe market price for our common stock has been and likely will continue to be volatile,
and your investment in our securities could decline in value. Our stock price has been highly volatile sinee-eurdPO-and is likely to
continue to be welatide-so . The stock market in general, and the markets for pharmaceutical, biopharmaceutical and biotechnology
stocks in particular, have experienced extreme price and volume fluctuations that have often been eften-unrelated or disproportionate
to the operating performance of the issuer. The market price for our common stock may be influenced by many factors, including: e
results from, and any delays in our preclinical studies and any other fatare-clinical development programs, including any delays
related to the health epidemics or pandemics or other factors outside of our control; e actual or anticipated changes in estimates as to
financial results, development timelines and other company milestones or recommendations by securities analysts; ® announcements
of changes to our operational focus, including changes to the programs we are actively developing; ® announcements by our
competitors of significant acquisitions, strategic partnerships, joint ventures, collaborations or capital commitments; ® announcements
of technological innovations or new products by us or our competitors; ® announcement of FDA or comparable foreign regulatory
authority approval or disapproval of our product candidates or other product- related actions; ® developments involving our discovery
efforts and clinical trials; @ developments or disputes concerning patents or proprietary rights, including announcements of
infringement, interference or other litigation against us or our potential licensees; ® developments involving our efforts to
commercialize our products, including developments impacting the timing of commercialization; ® announcements concerning our
competitors, or the biotechnology, pharmaceutical or drug delivery industry in general; ® public concerns as to the safety or efficacy
of our product candidates or our competitors’ products; ® changes in government regulation of the pharmaceutical or medical
industry; 68-e changes in the reimbursement policies of third- party insurance companies or government agencies; ® actual or
anticipated fluctuations in our operating results; ® changes in financial estimates or recommendations by securities analysts; ®
developments 1nvolv1ng corporate collaborators if any, 64 ° changes in accountlng pr1nc1ples e general economic, industry and
market conditions, heig b G xchange rate fluctuations, supply
chain disruptions and -rnereastﬂg—ﬂuctuatmg commodlty, energy and fuel prices; ® the impact of political instability, natural disasters,
events of terrorism and / or war, such as the war in Ukraine and the conflict between Hamas and Israel, and the corresponding
tensions created from such conflict between Russia, the United States and countries in Europe as well as other countries such as
China; and e the loss of any of our key scientific or management personnel. In the past, securities class action litigation has often
been brought against companies that experience volatility in the market price of their securities and in particular, biotechnology and
pharmaceutical companies. Whether ernetmeritorious, litigation brought against us could result in substantial costs and a diversion
of management’ s attention and resources -which could adversely affect our business, operating results and financial condition. Stock
market volatility and declines in the price of our common stock also increase the likelihood that we may fail to meet the minimum bid
price requirements— requirement of $ 1. 00 for continued listing on the Nasdaq Global Market. If the Nasdaq Global Market delists
our securities from trading on its exchange for failure to meet the listing standards, we and our stockholders could face significant




negative consequences, including: e limited availability of market quotations for our securities; ® a determination that the common
stock is a ““ penny stock ” which will require brokers trading in the common stock to adhere to more stringent rules, possibly resulting
in a reduced level of trading activity in the secondary trading market for shares of common stock; e a limited amount of analyst
coverage; and e a decreased ability to issue additional securities or obtain additional financing in the future. We incur and will
continue to incur increased costs as a result of operating as a public company, and our management will be required to devote
substantial time to new compliance initiatives and corporate governance practices. As a public company, and particularly after we will
no longer qualify as an emerging growth company, we incur and will continue to incur significant legal, accounting and other
expenses thatwe-dtdnotineurpreviousty—. The Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Consumer Protection
Act, the listing requirements of the Nasdaq, and other applicable securities rules and regulations impose various requirements on U. S.
reporting public companies, including the establishment and maintenance of effective disclosure and financial controls and corporate
governance practices. Our management and other personnel will need to devote a substantial amount of time to these compliance
initiatives. Moreover, these rules and regulations will increase our legal and financial compliance costs and will make some activities
more time- consuming and costly. These rules and regulations are often subject to varying interpretations s-and j-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
continuing uncertainty regarding compliance matters and higher costs necessitated by ongoing revisions to disclosure and governance
practices. 69While—- While we remain an emerging growth company, we will not be required to include an attestation report on
internal control over financial reporting issued by our independent registered public accounting firm. However, we-are-required;
pursuant to Section 404 of the Sarbanes- Oxley Act, we are required to furnish a report by management on, among other things, the
effectiveness of our internal control over financial reporting. The process to document and evaluate our internal control over financial
reporting sis both costly and challenging. In this regard, we need to continue to dedicate internal resources, validate through testing
that controls are functioning as designed and maintain a continuous reporting and improvement process for internal control over
financial reporting. Despite our efforts, there is a risk that we will not be able to conclude, within the prescribed timeframe or at all,
that our internal control over financial reporting is effective as required by Section 404. If we identify one or more material
weaknesses, it could restlt-65result in an adverse reaction in the financial markets due to a loss of confidence in the reliability of our
financial statements. We are an “ emerging growth company, ” and the reduced reporting requirements applicable to emerging growth
companies may make our common stock less attractive to investors. We qualify as an *“ emerging growth company, ” as defined in the
JOBS Act. For so long as we remain an emerging growth company, we are permitted and plan to rely on exemptions from certain
disclosure requirements that are applicable to public companies that are not emerging growth companies. These provisions include,
but are not limited to +, being permitted to report only two years of audited financial statements and only two years of related selected
financial data and management’ s discussion and analysis of financial condition and results of operations disclosure; an exemption
from compliance with the auditor attestation requirement in the assessment of our internal control over financial reporting pursuant to
Section 404 of the Sarbanes- Oxley Act; reduced disclosure obligations regarding executive compensation arrangements in our
periodic reports, registration statements and proxy statements; and exemptions from the requirements of holding a nonbinding
advisory vote on executive compensation and stockholder approval of any golden parachute payments not previously approved. In
addition, the JOBS Act permits emerging growth companies to take advantage of an extended transition period to comply with new or
revised accounting standards applicable to public companies. As a result, the information we provide might be-different—-- differ
from the information that is available for other public companies. We cannot predict whether investors will find our common stock
less attractive if we rely on these exemptions. If some investors find our common stock less attractive as a result, there may be a less
active trading market for our common stock s-and the market price of our common stock may be more volatile. We will remain an
emerging growth company until the earliest of (i) December 31, 2026, (ii) the first fiscal year after our annual gross revenue exceeds
$ 1. 84235 billion, (iii) the date on which we have, during the immediately preceding three- year period, issued more than $ 1

billion in non- convertible debt securities, or (iv) the end of any fiscal year in which the market value of our common stock held by
non- affiliates exceeds $ 700 million as of the end of the second quarter of that fiscal year. We are currently listed on the Nasdaq
Global Market. If we are unable to maintain listing of our securities on the Nasdaq Global Market or any stock exchange, our
stock price could be adversely affected and the liquidity of our stock and our ability to obtain financing could be impaired
and it may be more difficult for our stockholders to sell their securities. Although our common stock is currently listed on the
Nasdaq Global Market, we may not be able to continue to meet the exchange’ s minimum listing requirements or those of any
other national exchange. If we are unable to maintain listing on the Nasdaq or if a liquid market for our common stock does
not develop or is sustained, our common stock may remain thinly traded. The Listing Rules of the Nasdaq require listing
issuers to comply with certain standards in order to remain listed on its exchange. If, for any reason, we should fail to
maintain compliance with these listing standards and the Nasdaq should delist our securities from trading on its exchange and
we are unable to obtain listing on another national securities exchange, a reduction in some or all of the following may occur,
each of which could have a material adverse effect on our stockholders: o the liquidity of our common stock; e the market
price of our common stock; e our ability to obtain financing for the continuation of our operations; e the number of
institutional and general investors that will consider investing in our common stock; e the number of investors in general that
will consider investing in our common stock; e the number of market makers in our common stock; e the availability of
information concerning the trading prices and volume of our common stock; and66 e the number of broker- dealers willing to
execute trades in shares of our common stock. In the past, we have received notices from the Nasdaq’ s Listing Qualifications
Department indicating that we had not complied with certain of the Nasdaq Global Market’ s continued listing standards.
While we have regained compliance for each instance, there can be no assurance that we will continue to maintain compliance
with the Nasdagq listing requirements. A delisting could substantially decrease trading in our common stock, adversely affect
the market liquidity of our common stock as a result of the loss of market efficiencies associated with the Nasdaq and the loss
of federal preemption of state securities laws, adversely affect our ability to obtain financing on acceptable terms, if at all, and
may result in the potential loss of confidence by investors, suppliers, and employees and lead to fewer business development
opportunities. Additionally, the market price of our common stock may decline further, and stockholders may lose some or all
of their investment. In the event of a delisting, we anticipate that we would take actions to restore our compliance with the



Nasdaq Global Market or another national exchange’ s listing requirements, but we can provide no assurance that any such
action taken by us would allow our common stock to remain listed on the Nasdaq Global Market, stabilize our market price,
improve the liquidity of our common stock, prevent our common stock from dropping below the Nasdaq Global Market’ s
minimum bid price requirement, or prevent future non- compliance with the Nasdaq Global Market or another national
exchange’ s listing requirements. Our ability to use our net operating loss carryforwards and certain other tax attributes may be
limited . As of December 31, 2024, we had net operating loss, or NOL, carryforwards of approximately $ 47 million . We have
incurred substantial losses during our history, do not expect to become profitable in the foreseeable future and may never achieve
profitability. Net operating losses yerNOEs;-of our Swiss subsidiary can be carried forward for up te seven years and will begin to
expire commencing from 2025 for the NOLs generated in 26472018 under applicable Swiss tax law. Under applicable U. S. federal
income tax law, our federal NOL carryforwards generated in tax years beginning on or before December 31, 2017, are only permitted
to be carried forward for 20 years. Our federal NOL carryforwards generated in tax years beginning after December 31, 2017, may be
carried forward indefinitely, but the deductibility of such federal NOL carryforwards may be limited. Similar provisions of His
uneertairt-and-to-what-extent-vartous-states— state wil-eonformto-b—S—federalineome-tax law with-respeetmay also apply to limit
the treatment-use of any state NOE-NOLs eaﬂ”ffeﬁv&fds— In addition, under Sections 382 and 383 of the Internal Revenue Code of
1986, as amended, and corresponding provisions of state law, if a corporation undergoes an *“ ownership change, ” generally defined
as a greater than 50 % change (by value) in its equity ownership over a three- year period, the corporation’ s ability to use its pre-
change NOL carryforwards and other pre- change tax attributes (such as research tax credits) to offset its post- change income or taxes
may be limited. We have experienced ownership changes in the past. Utilization of the net operating loss carryforwards may be
subject to an annual limitation due to ownership changes that may have occurred previously. Such annual limitation could
result in the expiration of net operating losses and credits before their utilization. We have not yet completed a Section 382
analysis, and therefore, there can be no assurances over any previous ownership changes and their impacts on our ability to
utilize loss carryforwards. In addition, we may experience ownership changes in the future as a result of subsequent shifts in our
stock ownership, some of which are outside of our control. As a result, if we earn net taxable income, our ability to use our pre-
change NOL carryforwards to offset taxable income may be limited, which could potentially result in increased future tax liability to
us. In addition, at the state level, there may be periods during which the use of NOL carryforwards is suspended or otherwise limited,
which could accelerate or permanently increase state taxes owed by us. #6€hkanges—- Changes in tax laws or regulations that are
applied adversely to us or our customers may have a material adverse effect on our business, cash flow, financial condition, or results
of operations. New tax laws, statutes, rules, regulations, or ordinances could be enacted at any time. For instance, the reeentlyenaeted
IRA imposes, among other rules, a 15 % minimum tax on the book income of certain large corporations and a 1 % excise tax on
certain corporate stock repurchases. Further, existing tax laws, statutes, rules, regulations, or ordinances could be interpreted
differently, changed, repealed, or modified at any time. Any such enactment, interpretation, change, repeal, or modification could
adversely affect us, possibly with retroactive effect. In particular, changes in corporate tax rates, the realization of our net deferred tax
assets, the taxation of foreign earnings, and the deductibility of expenses under the Tax Cuts and Jobs Act, as amended by the
Coronavirus Aid, Relief, and Economic Security Act or any fatare-67future tax reform legislation, could have a material impact on
the value of our deferred tax assets, result in significant one- time charges, and increase our future tax expenses. We do not anticipate
paying dividends on our common stock and, accordingly, stockholders must rely on stock appreciation for any return on their
investment. We have never declared or paid cash dividends on our common stock and do not expect to do so in the foreseeable future.
The declaration of dividends is subject to the discretion of our board of directors and limitations under applicable law s-and will
depend on various factors Fincluding our operating results, financial condition, future prospects and any other factors deemed relevant
by our board of directors. You should not rely on an investment in our company if you require dividend income ff@ﬁl—yﬁﬂi"—lﬂ‘b‘eﬁl‘ﬂeﬁ
mreureempany—. The success of your investment will likely depend entirely upon any future appreciation of the market price of our
common stock which is uncertain and unpredictable. There is no guarantee that our common stock will appreciate in value. Sales of
a substantial number of shares of our common stock by our existing stockholders in the public market could cause our stock price to
fall. Sales of a substantial number of shares of our common stock in the public market could occur at any time. If our stockholders
sell, or the market perceives that our stockholders intend to sell, substantial amounts of our common stock in the public market, the
market price of our common stock could decline significantly. We cannot predict what effect, if any, sales of our shares in the public
market or the availability of shares for sale will have on the market price of our common stock. However, future sales of substantial
amounts of our common stock in the public market, including shares issued upon exercise of outstanding options, or the perception
that such sales may occur, could adversely affect the market price of our common stock. We also expect that significant additional
capital may be needed in the future to continue our research and development activities and costs associated with operating as a public
company. To raise capital, we may sell common stock, convertible securities or other equity securities in one or more transactions at
prices and in a manner we determine from time to time. These sales, or the perception in the market that the holders of a large number
of shares intend to sell shares, could reduce the market price of our common stock. The rights of the holders of our securities may be
impaired by the potential issuance of preferred stock. Our artieles-amended and restated certificate of incorporation (the «
Amended Charter ”) give-gives our board of directors the ability to designate and issue preferred stock in one or more series. As a
result, the board of directors may, without stockholder approval, issue preferred stock with voting, dividend, conversion, liquidation
or other rights which could adversely affect the relative voting power and equity interest of the holders of common stock. Preferred
stock, which could be issued with the right to more than one vote per share, could have the effect of discouraging, delaying or
preventing a change of control of us. The possible impact on takeover attempts could adversely affect the price of our securities.
Although we have no present intention to designate any series, or issue any shares, of preferred stock, other than pursuant to the IPO,
we may do so in the future. If securities or industry analysts do not publish research or reports about our business, or if they change
their recommendations regarding our stock adversely, our stock price and trading volume could decline. The trading market for our
common stock will be influenced by the research and reports that industry or securities analysts publish about us or our business. Our
research coverage by industry and financial analysts is currently limited. Even if our analyst coverage increases, if one or more of the
analysts who cover us downgrade our Hsteel—- stock , our stock price would likely decline. If one or more of these analysts cease
coverage of our company or fail to regularly publish reports on us, we could lose visibility in the financial markets which in turn



could cause our stock price or trading volume to decline. Ant+-68Anti - takeover provisions in our organizational documents and
Delaware law might discourage or delay attempts to acquire us that you might consider favorable. Our amended-and-restated
eertifieate-efineerperation{the~Amended Charter Z-and amended and restated bylaws (the *“ Amended Bylaws ) contain provisions
that may make the merger or acquisition of us more difficult without the approval of our board of directors. Among other things, these
provisions: e allow us to authorize the issuance of undesignated preferred stock in connection with a stockholder rights plan or
otherwise, the terms of which may be established and the shares of which may be issued without stockholder approval, and which
may include super voting, special approval, dividend, or other rights or preferences superior to the rights of the holders of common
stock; @ provide that our bylaws may be amended or repealed only by a majority vote of our board of directors or by the affirmative
vote of the holders of at least 66 2 / 3 % of the votes which all our stockholders would be entitled to cast in any annual election of
directors; and e establish advance notice requirements for nominations for elections to our board of directors or for proposing matters
that can be acted upon by stockholders at stockholder meetings. Further, as a Delaware corporation, we are also subject to provisions
of Delaware law which may impair a takeover attempt that our stockholders may find beneficial. These anti- takeover provisions and
other provisions under Delaware law could discourage, delay jor prevent a transaction involving a change in control ef#us-, including
actions that our stockholders may deem advantageous s-or could negatively affect the market price of our common stock. These
provisions could also discourage proxy contests and make it more difficult for you and other stockholders to elect directors of your
choosing and to cause us to take other corporate actions our stockholders desire. Our Amended Charter provides that the Court of
Chancery of the State of Delaware will be the sole and exclusive forum for substantially all disputes between us and our stockholders
and federal district courts will be the sole and exclusive forum for Securities Act claims, which could limit our stockholders’ ability to
obtain a favorable judicial forum for disputes with us or our directors, officers, or employees. Our Amended Charter provides that,
unless we consent to the selection of an alternative forum, the Court of Chancery of the State of Delaware is the sole and exclusive
forum for: (i) any derivative action or proceeding brought on our behalf; (ii) any action asserting a claim of breach of fiduciary duty
owed by any of our directors, officers, or other employees to us or to our stockholders; (iii) any action asserting a claim arising
pursuant to the Delaware General Corporation Law (the “ DGCL ”), the Amended Charter or the Amended Bylaws or as to which the
DGCL confers exclusive jurisdiction on the Court of Chancery of the State of Delaware; or (iv) any action asserting a claim governed
by the internal affairs doctrine, provided that the exclusive forum provisions will not apply to suits brought to enforce any liability or
duty created by the Securities Exchange Act of 1934, as amended, or the Exchange Act or to any claim for which the federal courts
have exclusive jurisdiction. Our Amended Charter further provides that, unless we consent in writing to the selection of an alternative
forum, the federal district courts are the sole and exclusive forum for the resolution of any complaint asserting a right under the
Securities Act, subject to a final adjudication in the State of Delaware of the enforceability of such exclusive forum provision. We
note that investors cannot waive compliance with the federal securities laws and the rules and regulations thereunder. The choice of
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 such lawsuits against us and our directors, officers, and other
employees. Alternatively, if a court were to find the choice of forum provisions contained in our Amended Charter to be inapplicable
or unenforceable in an action, we may incur additional costs associated with resolving such action in other jurisdictions, which could
harm our business, results of operations, and financial condition. 72-Provisions in our organizational documents regarding
exculpation and indemnification of our directors and officers may result in substantial expenditures by us and may discourage
lawsuits against our directors and officers. Our Amended Charter and Amended Bylaws provide for the elimination, to the
maximum extent permissible under Delaware law, of the personal liability of our directors and officers to us and our
stockholders for damages for breach of fiduciary duty. These provisions may discourage us, or our stockholders through
derivative litigation, from bringing a lawsuit against any of our current or former directors or officers for any breaches of
their fiduciary duties even if such legal actions, if successful, might benefit us or our stockholders. In addition, our Amended
Charter and 69



