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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 us and our Cemmoen-common Stoek
stock . Any of the following risks could materially and adversely affect our results of operations, our financial condition, and
the market price of our Common 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: we-there 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 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; if 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; 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; 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, we have nettested-any-started testing one of our product
candidates in clinical trials. Success in early preclinical studies or clinical trials may not be indicative of results obtained in later
preclinical studies and clinical trials; clinical trials required for our product candidates are expensive and time- consuming,
and their etteeme-outcomes s-are uncertain; we 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 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; we are subject to
extensive and costly government regulation; even if we obtain regulatory approval to market our product candidates, our
product candidates may not be accepted by the market; we 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 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 global
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 BusinessWe-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, and we expect to continue to incur operating losses for the foreseeable future. Fhese-Since our inception
we have incurred in 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 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, 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 Candldates that currently have no market acceptance, our ablhty 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, 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 development 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 eentrel-34control . 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. 35We-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 a-an early preelinieal----
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 chmcal
trlal but not yet Jf)eg-'ci:i=i—e-i=successfully completed any clinical trials SO

at el-rniea-l—e—iecommerCial scale or conducted sales and marketing activities that Wlll 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 include, among other
factors described elsewhere in this Annual Report: ® 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; e 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 United States and foreign jurisdictions; @ our ability to successfully commercialize product candidates for
which we obtain regulatory approval, 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, or 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;
e the ability of patients or healthcare providers to obtain coverage of or sufficient reimbursement for our products; @ our ability
to leverage our in- licensed technology platform to discover and develop additional product candidates; ® 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 ; 36-e the impact of other global and macroeconomic conditions, including tistng
heightened inflation and high interest rates , liquidity concerns at and failures of banks and other financial institutions ,
supply chain disruptions, fluctuating exchange rates, 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 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 equivalents-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 currently conducting expee prechnteal-de pren : 0
Hmﬁan—Reseafeh—Ethtes—Gemm&tee—m—Ausﬁahﬂ—teﬂmﬂate—a first- in- human Phase 1 clinical trial in our Parkinson ] disease
program in Australia . Although the FDA may accept data from clinical trials conducted outside the United States £S5,
acceptance of this data is subject to certain conditions imposed by the FDA. Where data from foreign clinical trials are intended
to serve as the basis for marketing approval in the United States H—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; the studies were
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 United 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 H5-—S-. If the FDA does not accept data from
our clinical trials of our product candidates conducted outside of the United States H—S—, 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 H5-—S=also exposes us to additional risks, including risks
associated with: e additional foreign regulatory requirements; e 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 United States 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 health-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 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 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. 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 3#nvelving—- 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 CROs and
study sites; ® developing a stable formulation of a product candidate; ® manufacturing sufficient quantities of a product
candidate; and e 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; ®
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- specification; or ® nonclinical or clinical safety observations, including adverse events and
SAEs. If clinical trials are unsuccessful, and we are not able to obtain regulatory approvals for our product candidates under
development, we will not be able to commercialize these products, and therefore may not be able to generate sufficient revenues
to support our business. 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. Genetically defined disorders generally, and especially those for which
our current product candidates are targeted, have low incidence and prevalence. We expect to rely in part on relationships with
clinical centers of exeellenee-37excellence , key opinion leaders and patient advocacy groups to assist in identifying eligible
patients, and any deterioration of those relationships could impede our ability to successfully enroll patients. Patient enrollment
may be affected by other factors including: e the severity of the disease under investigation; 38-e design of the study protocol;
o 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; e 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 for our future clinical
trials would result in significant delays and could require us to not initiate or 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.
Additionally, the reported number of people in the indieation-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 ™
SEE—P®-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
™ SEE-TFx-®-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 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 busmess results of operatlons cash flows, financial condition and / or prospects. We-havenot
ested-an ; ct-candidates-ine al-tria 38Success in carly preclinical studies or clinical trials may not be

1nd10at1ve of results obtamed in later precllnlcal studles and ellnleal trials. We have—net—tesfed—aﬂy—e#etﬂ“pfeéuet—eaﬂdida’ees—m
laterpreelinteal-studies-and-elinteal-trials—39We-will be requlred to demonstrate through adequate and well- eontrolled 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 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 caused by protein misfolding and Magellan ™ SEE—Fx-®-, 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 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 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. 46€knieal-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 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. 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 commercialize 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 We-are-notyet-a-echnteat
stage-eompany-and-eur-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: ® continuing to
undertake preclinical development; ® obtaining approval to commence clinical trials; ® successfully planning and enrolling
subjects in clinical trials; ® participating in regulatory approval processes; formulating and manufacturing products; and e
conductlng sales and marketlng activities. We have limited experlence des1gn1ng, eonductlng and enrolllng subjeets in chnlcal
trials. White-ee and-staffhave-stg e

v beguroreompleted-an Rpaty- Untll recently, our operatlons have been 11rn1ted
prlmarlly to organlzlng 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. 43 Beeause-40Because of this lack of
experience, any fatare-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 over51ght and regulatlons may also cause us to encounter delays that
are out51de of our control. In addltlon We ares : very e Stag produe

p et-eandidates-would approva y-we-may be unable to successfully and efﬁ01ently advance any
candidates we select for clinical trials or execute and eomplete 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 regtlates— 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.
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 demenstrates-41demonstrates the potential to address
unmet medical 42needs—- needs for this condition, the product sponsor may apply for FDA Fast Track Designation. The FDA
has broad discretion whether or not to grant this designation, so even if we believe a particular product candidate is eligible for
this designation, 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, and we may be unsuccessful. Regulatory authorities in some jurisdictions, including the
United States and Earepe-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 a drug intended to treat a rare disease or
condition, which is generally defined as a patient population of fewer than 200, 000 individuals in the United States, or a patient
population greater than 200, 000 in the United States where there is no reasonable expectation that the cost of developing the
drug will be recovered from sales in the United States. In the United States, Orphan Drug Designation entitles a party to
financial incentives such as a tax credit. Opportunities 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 United States 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 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, entitles an applicant to incentives such 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. 42The period of
market exclusivity may, however, be reduced to six 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 United States, 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 United States, or
orphan medicinal product designation the EU, for our product candidates, we may never receive such designation. We 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 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 months for priority applications and ten 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 United States 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 INB-eran-NDA to
the FDA or an equivalent application to any comparable foreign regulatory authorities for any of our product candidates. 43It
is possible that none of our product candidates will be approved for marketing. Failure to obtain regulatory approvals, or 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, 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, resulting in delay of, or failure to obtain, marketing 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 @ 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; ® we may be subject to litigation or product
liability claims, and @ 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. 44Depending—- 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 o the safety and effectiveness of our products, including any significant potential side effects (including drowsiness and dry
mouth), as compared to alternative products or treatment methods; e the timing of market entry as compared to competitive
products; @ 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 cach of our products; e reimbursement policies of government and third-
party payors, and the willingness of patients to pay out of pocket in the absence of adequate third- party payor coverage and
reimbursement; 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 business and require us to seek
additional financing, which may not be available. Climate change, climate change- related regulation and sustainability
concerns could adversely affect our businesses and the operations of our subsidiaries, and any actions we take or fail to
take in response to such matters could damage our reputation. Investor advocacy groups, certain institutional investors,
investment funds, other market participants and other stakeholders have focused increasingly on the Environmental,
Social and Governance ("' ESG") practices of companies, including those associated with climate change. These parties
have placed increased importance on the importance on the implications of the social cost of their investments. If our
ESG practices do not meet investor or other industry stakeholder expectations and standards, which continue to evolve,
our reputation and associate retention may be negatively impacted based on an assessment of our ESG practices. Any
sustainability disclosures we make may include our policies and practices on a variety of social and ethical matters,
including corporate governance, environmental compliance, employee health and safety practices, human capital
management, product quality, supply chain management, and workforce inclusion and diversity. It is possible that
stakeholders may not be satisfied with our ESG practices or the speed of their adoption, or that we may not sufficiently
communicate our ESG practices to stakeholders. We could also incur additional costs and require additional resources to
monitor, report, and comply with various ESG practices. In addition, investors may decide to refrain from investing in
us as a result of their assessment of our approach to and consideration of the ESG factors. In addition, we may face
physical risks associated with climate change. These physical risks include risks to our manufacturing and supply chain
from flooding, severe storms, wildfires, droughts or extreme temperatures, all of which could increase costs and impair
our ability to meet our operational demands in a timely manner. To date, we have not experienced material losses or
disruptions to our operations related to climate change, and we do not anticipate that these risks will have a material
impact to our Company in the near term. We are also subject to changing rules and regulations promulgated by a
number of governmental and self- regulatory organizations, including the SEC, Nasdaq and the Financial Accounting
Standards Board. These rules and regulations continue to evolve in scope and complexity and many new requirements
have been created in response to laws enacted by Congress, making compliance more difficult and uncertain. Concern
over severe weather may also result in new or additional legal or regulatory requirements designed to mitigate the effects
of severe weather on the environment and businesses. If such laws or regulations are more stringent than current legal or
regulatory obligations, we may experience disruption in, or an increase in the costs associated with sourcing,
manufacturing and distribution of our products, as well as an increase in costs associated with monitoring, tracking and
reporting ESG related information to regulatory bodies, which may adversely affect our business, results of operations
or financial condition. These changing rules, regulations and stakeholder expectations may result in increased general
and administrative expenses and increased management time and attention spent complying with or meeting such
45regulations and expectations. For example, the State of California recently passed the Climate Corporate Data
Accountability Act and the Climate- Related Financial Risk Act that, if implemented, will impose broad climate- related
disclosure obligations on certain companies doing business in California. Other U. S. states’ legislatures are considering
enactment of similar rules and regulations. In addition, the European Union (“ EU ”) enacted the Corporate
Sustainability Reporting Directive (“ CSRD ”) legislation in January 2023 which requires certain reporting and
disclosure relating to ESG matters for companies whose business and assets exceed certain thresholds within EU
countries. Developing and acting on initiatives within the scope of ESG, and collecting, measuring and reporting ESG
related information and metrics can be costly, difficult and time consuming and is subject to evolving reporting
standards, including the SEC’ s climate- related reporting requirements, and similar proposals by other international
regulatory bodies. We may also communicate certain initiatives and goals, regarding environmental matters, diversity,
responsible sourcing and social investments and other ESG related matters, in our SEC filings or in other public
disclosures. These initiatives and goals within the scope of ESG could be difficult and expensive to implement, the
technologies needed to implement them may not be cost effective and may not advance at a sufficient pace, and we could
be criticized for the accuracy, adequacy or completeness of the disclosure. Further, statements about our ESG- related



initiatives and goals, and progress against those goals, may be based on standards for measuring progress that are still
developing, internal controls and processes that continue to evolve, and assumptions that are subject to change in the
future. Risks Related to Our Financial Condition and Capital Requirements; CompetitionWe 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 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, cash equivalents and marketable securities will enable us to fund our operating expenses and
capital expenditure requirements into the seeene-first quarter of 2624-2025 , we have based this estimate on assumptions that
may prove to be wrong, and we could exhaust our available capital resources sooner 45than—- 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, including: ® changes in direction of our research and development
programs; e 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 , +—e-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 e market
acceptance of our products . 460ur 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 adequate additional funds are not available when required, 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 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
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 addition, debt financing
and preferred equity financing, if available, may involve agreements that include covenants limiting or restricting our ability to
take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. If we raise
additional funds through collaborations, strategic alliances or marketing, distribution or licensing arrangements with third
parties, we may be required to relinquish valuable rights to our technologies, future revenue streams or product candidates, grant
licenses on terms that may not be favorable to us or commit to future payment streams. We will require substantial additional
funds to support our research and development activities, and the anticipated costs of preclinical studies and clinical trials,
regulatory approvals and eventual commercialization. Such additional sources of financing may not be available on favorable
terms, if 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. If we do not
qucceed in ramng additional funds on acceptable terms Tor if we may—be—tr&abie—te—eeﬁnﬁeﬁee-are unsuccessful in enterlng

’ ed i evelopment of our plpehne forege
sa-ies—&nd—ma-rket—mg—we may need to curtall our development effort% and ferege—af&aefﬁe—busmess—eppef&mtﬁes-planned
operations to conserve cash . Our continued operations may be in jeopardy and we may be forced to cease operations and sell
or otherwise transfer all or substantially all of our remaining assets. We face intense competition in the markets targeted by our
product candidates. Many of our competitors have substantially greater resources than we do, and we expect that all of our
product candidates under development will face intense competition from existing or future drugs. We expect that all of 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
4éexehastvity—-- 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
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 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 commerecializing its product in the
EU until ten 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 years if, during the first 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. 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 products may
not qualify for data exclusivity. In the EU, 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, including 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 similar 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, 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,
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, or 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 , 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 due to 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. Previeusty-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 restlted-in-the-deelarationrofa globat
paﬁdemie-substantlal pubhc health and advefs-ely—economlc challenge around the world and affected eeeﬂeﬁne—&efmt-y

busmess OpeldthHS aﬂd-t-favel-fela-ted-te- as well as the global
economy and ﬁnancnal marketsThe C OVID 19 pandemlc may-negatively-and the resulting post- pandemic environment
has impaet-impacted produetivity-clinical site activation and patient enrollment may-distupt-47our-ongoingandplanted
researchand-development-aetivities-. Furthermere-the-Clinical trial sites have experienced limited capacity and staffing
shortages in a post- COVID- 19 environment, partially due to personnel having been reassigned during the pandemic has
eaused, resulting in a broadnegative-backlog of patient enrollment and delayed site initiations across the industry. Our
1nab1hty to successfully recruit and retaln patlents and prlnclpal 1nvest1gators and site staff could adversely 1mpdct




vartants—New health-epidemies-or-our expected future clinical trial operations pandemiesmay-emerge-thatresult-in-similaror
mere-severe-disruptions-to-our-business-. Risks-48Risks 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, as 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 products 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 United States 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 United States.
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 48preduets—- products cither in the United States or in
international markets; there may be significant pressure on the United States government and other international governmental
bodies to limit the scope of patent protection both inside and outside the United States for treatments that prove successful as a
matter of public policy regarding worldwide health concerns; and countries other than the United States may have less robust
patent laws than those upheld by United States courts, allowing foreign competitors the ability to exploit these laws to create,
develop, and market competing products using our technologies and patents. Metreever-49Moreover , 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, thereby reducing any advantages to us of the
patent. In addition, the 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, or by covering the same or similar technologies. These patents, patent
applications, and 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 United States or foreign patents held by them. In addition to patents, we rely on a combination of
trade secrets, confidentiality, nondisclosure and other contractual provisions, and 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, and there is a substantial risk that such protections
will 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, and their outcome is uncertain. Litigation may be necessary to determine the
enforceability, scope, 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, 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 our paying
large, fixed payments and ongoing royalties. Furthermore, the necessary licenses may not be available on satisfactory terms or
at all. 49Cempetitors—- 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. Fhiret
50Third parties may also assert that our patents are invalid in patent office administrative proceedings. These proceedings
include oppositions in the European Patent Office and inter partes review and post- grant review proceedings in the PTO. The
success rate of these administrative challenges to patent validity in the United States 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 and 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 which could result in a
substantial diversion of our financial and management resources. In addition, because patent applications can take many years to
issue and because publication schedules for pending applications vary by jurisdiction, there may be applications now pending of
which we are unaware, and which 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 all-efthe-rights, assets and technology related
to the Magellan ™ SEE-—Fx-®-platform from Minoryx and we believe that they owned all of such 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 ™ SEE—Fx-®-platform from being developed or
marketed. Any legal action against us claiming damages and seeking to enjoin commercial activities relating to our Magellan ™
SEE—P=®-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 ™ SEE—Fx-®-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, $8we-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, could prevent us from developing and commercializing our future product candidates, which could
harm our business, financial condition and operating results. Risks-5S1Risks Related to Third Parties and CollaboratorsWe
currently intend-to-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 expeet-te-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 enfoerees— 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 scenario, our clinical trials supply could
be delayed significantly as we establish alternative supply sources. In some cases, the technical skills required to manufacture
our products or product candidates may be unique or proprietary to the original CMO and we may have difficulty, or there may
be contractual restrictions prohibiting us from, transferring such skills to a back- up or alternate supplier, or we may be unable to
transfer such skills at all. In addition, if we are required to Stehange—- change CMOs for any reason, we will be required to
verify that the new CMO maintains facilities and procedures that comply with quality standards and with all applicable
regulations. We-52We will also need to verify, such as through a manufacturing comparability study, that any new
manufacturing 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 candidate 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 have-occurred and-may-eontinte-to-eeenr-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 inspected by the FDA and comparable foreign regulatory authorities for cGMP compliance before
they can produce commercial products. 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. Manufacturers are obligated to operate in accordance with requirements
mandated by the FDA —mandated-requirements-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 approval-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 ageneies
regulatory authorities to monitor and ensure-53ensure strict compliance with 52e6MP--- ¢GMP 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.
Corporate 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. Data 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. Our strategy for our product candidates is to control, directly
or through contracted third parties, all or most aspects of the product development process, including marketing, sales and
distribution. Currently, we do not have any sales, marketing or distribution capabilities. In order to generate sales of any product
candidates that receive regulatory approval, we must either acquire or develop an internal marketing and sales force with
technical expertise and with supporting distribution capabilities or make arrangements with third parties to perform these
services for us. The acquisition or development of a sales and distribution infrastructure would require substantial resources,
which may divert the attention of our management and key personnel and defer our product development efforts. To the extent
that we enter into marketing and sales arrangements with other companies, our revenues will depend on the efforts of others.
These efforts may not be successful. If we fail to develop sales, marketing and distribution channels, or enter into arrangements
with third parties, we will experience delays in product sales and incur increased costs. Sales of pharmaceutical products largely
depend on the reimbursement of patients’ medical expenses by government health care programs and private health insurers.
Without the financial support of the government or third- party payors, the market for our products will be limited. These third-
party payors are increasingly challenging the price and examining the cost effectiveness of medical products and services.
Recent proposals to change the health care system in the United States have included measures that would limit or eliminate
payments for medical products and services or subject the pricing of medical treatment products to government control.
Significant uncertainty exists as to the reimbursement status of newly approved health care products. Third- party payors may
not reimburse sales of our products or enable our collaborators to sell them at profitable prices. Our business strategy might



involve out- licensing product candidates to or collaborating with larger firms with experience in marketing and selling
pharmaceutical products. We may not be able to successfully establish marketing, sales, or distribution relationships and such
relationships, if established, may not be successful. Further, we may not be successful in gaining market acceptance for our
products. To the extent that we enter into any marketing, sales-S4sales , or distribution arrangements with third parties, our
product revenues will be lower than if we marketed and sold 53esr—- our products directly, and any revenues we receive will
depend upon the efforts of such third- parties. If we are unable to establish such third- party sales and marketing relationships,
or choose not to do so, we will have to establish and rely on our own in- house capabilities. We, as a company, have no
experience in marketing or selling pharmaceutical products and currently have no sales, marketing, or distribution infrastructure.
To market any of our products directly, we would need to develop a marketing, sales, and distribution force that both has
technical expertise and the ability to support a distribution capability. The establishment of a marketing, sales, and distribution
capability would significantly increase our costs, possibly requiring substantial additional capital. In addition, there is intense
competition for proficient sales and marketing personnel, and we may not be able to attract individuals who have the
qualifications necessary to market, sell, and distribute our products. We may not be able to establish internal marketing, sales, or
distribution capabilities. If we are unable to, or choose not to establish these capabilities, or if the capabilities we establish are
not sufficient to meet our needs, we will be required to establish collaborative marketing, sales, or distribution relationships with
third parties. If any of our existing or future collaborative partners do not satisfy their obligations, or if we are unable to enter
into collaboration agreements with partners on favorable terms, we will be unable to develop our partnered product candidates.
We may not have day- to- day control over the activities of our existing and future collaborative partners with respect to any of
our partnered product candidates. Any collaborative partner may not fulfill its obligations under our collaboration agreements. If
a collaborative partner fails to fulfill its obligations under an agreement with us, we may be unable to assume the development
of the products covered by that agreement or enter into alternative arrangements with a third party. In addition, we may
encounter delays in the commercialization of the product candidate that is the subject of the agreement. Accordingly, our ability
to receive any revenue from the product candidates covered by these agreements will be dependent on the efforts of our
collaborative partner. We could also become involved in disputes with a collaborative partner, which could lead to delays in or
termination of our development and commercialization programs and time- consuming and expensive litigation or arbitration. In
addition, any such dispute could diminish our collaborators’ commitment to us and reduce the resources they devote to
developing and commercializing our products. Conflicts or disputes with our collaborators, and competition from them, could
harm our relationships with our other collaborators, restrict our ability to enter future collaboration agreements and delay the
research, development or commercialization of our product candidates. If any collaborative partner terminates or breaches its
agreement, or otherwise fails to complete its obligations in a timely manner, our chances of successfully developing or
commercializing these product candidates would be materially and adversely affected. We may not be able to enter into
collaboration agreements with partners on terms favorable to us, or at all. Our inability to enter into collaborative arrangements
with collaborative partners, or our failure to maintain such arrangements, would limit the number of product candidates that we
could develop and ultimately decrease our sources of any future revenues. We face risks in connection with existing and future
collaborations with respect to the development, manufacture and commercialization of our product candidates. We face a
number of risks in connection with our current and future collaborations. Our collaboration agreements are subject to
termination under various circumstances. Our collaborators may change the focus of their development and commercialization
efforts or may have insufficient resources to effectively assist in the development of our products. Any future collaboration
agreements may have the effect of limiting the areas of research and development that we may pursue, either alone or in
collaboration with third parties. Further, disagreements with collaborators, including disagreements over proprietary rights,
contract interpretation, or the preferred course of development, might cause delays, might result in litigation or arbitration, or
might result in termination of the research, development or commercialization of our products. Any such disagreements would
divert management attention and resources and be time- consuming and costly. 54General-55General Risk FaetorsWe

FactorsAs previousty-identified-material-weaknesses+rour-internal-a public company, we are obligated to develop and

maintain proper and effective eentrel-controls over financial reporting . If we and-may-tdentify-additional-material
weaknesses-irthe-futare-or-otherwise-fail to maintain proper an-and cffective system of internal controls ever financial

reporting ~whieh-mayresult-in matertal-misstatements-of the future, our ability to produce accurate and timely financial
statements could be impaired, which could harm er-our eause-operating results, investors’ views of us to-fat-te-meet-and, as
a result, the value of our securities periodiereporting-obligations-. Our management is responsible for establishing and
maintaining 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 mamtaln adequate controls over our ﬁnan01al processes and reportrng in the
future If ; ateria ; atg Vi

to maintain the adequacy of our 1nternal controls mCludlng any farlure to implement new or improved controls or 1f 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 revenue, financial condition, or 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, deelinesireeonomie-growthinereasesin
wnemploymentrates;-supply chain disruptions, ristng-heightened interest rates and inflation . stock volatility and-reeere
inflation-, as well 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, or other geopolitical events.
Sanctions imposed by the United States and other countries in response to such conflicts, including the ene-war in Ukraine and
the conflict between Hamas and Israel , 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 . In 2018 and
2019, the United States imposed tariffs on goods imported from China and certain other countries. Although the United
States and China signed a new trade agreement in January 2020, most of the previously- implemented tariffs on goods
imported from China remain in place. Additional tariffs or further retaliatory trade measures taken by China or other
countries in response, could 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 .
There can be no assurance that further deterioration in credit and financial markets and confidence in economic conditions will
not occur. Our 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, 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, may not survive an
economic downturn, which could directly affect our ability to attain our operating goals on schedule and on budget. 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, scientific, regulatory and compliance and administrative $5headeeunt—-- headcount
to manage these programs. In addition, to continue to meet our obligations as a public company, and particularly after we will
no longer qualify as an emerging growth company, we will need to increase our general and administrative-S6administrative
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 e 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, inr-many-eases;thesc agreements-do-not-our arrangements with our senior executive officers include only limited,
if any, restrietrestrictions on our senior executive officers” ability to compete with us after their employment is terminated. The
competition for qualified personnel in the pharmaceutical field is intense, and there is a limited pool of qualified potential
employees to recruit. 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 rising-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, in 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, 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. 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 agreements-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 the expertise of our former employees or consultants and our competitiveness may



be diminished. 56H-ST7If we are unable to hire additional qualified personnel, our ability to grow our business may be harmed.
Over time we will need to hire additional qualified personnel with expertise in drug development, product registration, clinical,
preclinical and nonclinical research, quality compliance, government regulation, formulation and manufacturing, financial
matters and sales and marketing. We compete for qualified individuals with numerous biopharmaceutical companies,
universities and other research institutions. Competition for such individuals is intense, and our search for such personnel may
not be successful. Attracting and retaining qualified personnel will be critical to our success. Our relationships with customers,
physicians, and third- party payors will be subject, directly or indirectly, to 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 . [f we are unable to comply, or have not fully complied, with such laws, we could
face substantial penalties. Healthcare providers and third- party payors in the United States 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, including, 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 Act, and 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; @ 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 Notification 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; @ 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; 57
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 providers
professionals or marketing expenditures, and-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 state
applicable laws and regulations, or that otherwise restrict payments that may be made to healthcare previders-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,
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 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 or not another payor will also provide coverage, and adequate reimbursement, 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 or not it will provide coverage for a therapy, what amount it will pay the manufacturer for the
therapy, and 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.
590utside the United States, 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, it may 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,
such 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 S$8uneertair-
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 United States 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 United States, the pharmaceutical industry has been a particular focus of these efforts and has been
significantly affected by major legislative initiatives. In March 2010, the ACA was passed, which substantially changed the way
healthcare is financed by both the government and private insurers, and significantly impacts the U. S. pharmaceutical industry.
The ACA has been subject to judicial and Congressional challenges. For example, on June 17, 2021 the U. S. Supreme Court
dismissed a challenge on procedural grounds that argued the ACA is unconstitutional in its entirety because the “ individual
mandate ” was repealed by Congress. Prior to the U. S. Supreme Court ruling, on January 28, 2021, President Biden issued an
executive order that initiated a special enrollment period for purposes of obtaining health insurance coverage through the ACA
marketplace. The executive order also instructed certain governmental agencies to review and reconsider their existing policies
and rules that limit access to healthcare, including among others, reexamining Medicaid demonstration projects and waiver
programs that include work requirements, and policies that create unnecessary barriers to obtaining access to health insurance
coverage through Medicaid or the ACA. On August 16, 2022, President Biden signed the Inflation Reduction Act of 2022 (*
IRA ) into law, which among other things, extends enhanced subsidies 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 . 1#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 pessible-thatthe- ACA-wilt
be-subject to judtetat-ongoing litigation challenging the constitutionality of the IRA' s Medicare drug price negotiation
program. The effect of IRA on ot-our business and Geﬂgfessteﬂa-l—eh-&l-}enges—m—the future-healthcare industry in general is
not yet known . 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, due to
subsequent legislative dmendments to the statute, will remdm 1r1 eﬁect through %93—1—2032 unless dddltlondl C ongessmndl
action is taken. G t
ﬂ&e—ﬁﬂal—ﬁseal—ye&ﬁef—t%ﬂs—sethsfeﬁ*ddﬁteﬂa&y60Addltmnally thele hds been helghtened ;Dovernmental scrutiny in the
United States of pharmaceutical pricing practices in light of the rising cost of prescription drugs and biologics. Such scrutiny has
resulted in several recent congressional inquiries, Presidential executive orders and proposed and enacted federal and state
legislation designed to bring more transparency to product pricing, review the relationship between pricing and manufacturer
patient programs and reform government program reimbursement methodologies for products. For example, in July 2021, the
Biden administration released an executive order, “ Promoting Competition in the American Economy, ” with multiple
provisions aimed at prescription drugs. In response to Biden’ s executive order, on September 9, 2021, the U. S. Department of
Health and Human Services (“ HHS ) released a Comprehensive Plan for Addressing High Drug Prices that outlines principles
for drug pricing reform and sets out a variety of potential legislative policies that Congress could pursue as well as potential
administrative actions HHS can take to advance these principles. In addition, the IRA, among other things, (1) directs HHS to
negotiate the price of certain high expenditure single- source drugs and biologics covered under Medicare and (2) imposes
rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation. These provisions will take
effect progressively starting in fiscal year 2023, although they— the may-be-Medicare drug price negotiation program is
currently subject to legal challenges . HHS has and will continue to issue and update guidance as these programs are
implemented . It is currently unclear how the IRA will be implemented but is likely to have a significant impact on the
pharmaceutical industry. Further-In addition , in response to the Biden Administrattorradministration released-an-additional-’
s October 2022 cxecutive order , on GefebefF ebruary 14, 2022-2023 , direeting-HHS released to-submit-a report enhow
outlining three new models for testing by the Center for Medicare and Medicaid Innovation ean-which will be further
feveraged-evaluated on their ability to testlower the cost of drugs, promote accessibility, and improve quality of care. It is
unclear whether the models will be utilized in any health reform measures in the future. Although a number of these and
other proposed measures may require authorization through additional legislation to become effective, and the Biden
administration may reverse or otherwise change these measures, both the Biden administration and Congress have
indicated that they will continue to seek ncw medels-fertoweringlegislation measures to control drug costs ferMedteare
and-Medieatd-beneftetaries-. Moreover, changes to the political landscape in the United States may impact the market sentiment
surrounding the pharmaceutical industry. 59'We-In addition, in order to obtain reimbursement for our products in some
European countries, including 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, including 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 in
additional downward pressure on the price that we receive for any approved drug. Any reduction in reimbursement from
Medicare or other governmentcomparable 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 being able to generate
revenue, attain profitability, or commercialize our drugs. We expect that additional state and federal healthcare reform measures
will be adopted in the future, any of which could limit the amounts that federal and state governments will pay for healthcare
products and services, which could result in reduced demand for our product candidates or additional pricing pressures. H61If
we obtain approval to commercialize any approved products outside of the United States, a variety of risks associated 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 regions. 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; @ reduced protection
for intellectual property rights, including trade secret and patent rights; ® unexpected changes in tariffs, export controls,
sanctions, trade barriers and regulatory requirements; ® economic weakness, including inflation, or political instability in
particular foreign economies and markets; ® compliance with tax, employment, immigration and labor laws for employees
living or traveling abroad; e foreign taxes, including 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 United States; ® production shortages
resulting from any events affecting raw material supply or manufacturing capabilities abroad; e potential noncompliance with
the U. S. Foreign Corrupt Practices Act, the U. K. Bribery Act 2010 and similar anti- bribery and anticorruption laws in other
jurisdictions; @ business interruptions resulting from geopolitical actions, including war (such as Russia’ s invasion of Ukraine
and the conflict between Hamas and Israel ) and terrorism, or natural disasters including earthquakes, hurricanes, floods and
fires, economic or political instability, sanctions, or public health emergencies, sueh-as-the-neveHcOVID-—9-eoronavirus-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 68and--- and prohibit companies and their employees,
agents, 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, 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. We-62We are also subject to export control
and import laws and regulations, including 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 governments, persons, entities, countries, and territories, including those that are the target of
comprehensive sanctions or an embargo. We cannot ensure that all of 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; e injury to our reputation and significant negative media attention; e initiation
of investigations by regulators; ® withdrawal of clinical trial participants; @ significant time and expenses to defend the related
litigation; @ 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 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. 64+We-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. #1-63In the United States, federal,
state, and local governments have enacted numerous data privacy and security laws, 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, and transmission of protected health information. As-anether-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, 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 cxample ;-of the-these



comprehensive state data privacy laws is, the 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 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 aHews-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 whieh-eeotld-inerease-the-risk
ofenforeement-. These new comprehensive Severat-other-states-have-also-enaeted-data privacy laws —Ferexample; Virginia
passed-(including the CCPA) and 1nd1v1duals exercise of t-he—thelr rights under Geﬁsmﬁe%B&ta—Pfefeeﬁenﬁet—Ge}efade
passed—t-he—these laws may 1mpact oradoPrivacyAet-Conneeticutpassed-the-Connee ata ; anrd-Ute
----- ; i G our wrl-l—beeeﬂ&e—effeeﬁve—m%@%—busmess and ability to
pr0v1de our products and services . ln addmon 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 United States, 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 ( EU GDPR ) and the United Kingdom GDPR ( UK GDPR ) (collectively , GDPR) impose strict
requirements for processing personal information, and violators of these laws face significant penalties. For example, under the
EU-GDPR, government regulators may impose temporary or definitive bans on data processing, 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, or BRA-FADP , also applies to the collection and processing of personal information, including
health- related information, by companies located in Switzerland, or in certain circumstances, by companies located outside of
Switzerland. The BPA-FADP has been revised ;-and adopted by the Swiss Parliament. Companies must comply with the
revised version of the FADP and its revised ordinances with-enter-into-, which may result in an increase of costs of
compliance, risks of noncompliance and penalties foree—- for noncompliance +-September2623-. [n addition-the ordinary
course of business , we may be—ttﬂab-}e—te—transfel perqonal 1nformat10n from Europe and other jurisdictions to the United States
or other countries €t ws-. Europe and other
jurisdictions have enacted laws requiring data to be localized or hmltmg the transfer of perqonal information to other countries.
In particular, the European Economic Area ( “ EEA ), the UnitedtkingdemCUK Jand Switzerland have significantly
restricted the transfer of personal information to the United States and other countries whose privacy laws it generally believes
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 United States in compliance with law, such as the EEA and UK’ s standard contractual clauses , the UK’ s
International Data Transfer Agreement / Addendum, and 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, and there is no assurance that we can satisfy or rely on
these measures to lawfully transfer personal information to the United States. If there is no lawful manner for us to transfer
personal information from the EEA, the UK, or other jurisdictions to the United States, or if the requirements for a legally-
compliant transfer are too onerous, we could face significant adverse consequences, 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 62fines—- 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 GBPR-64GDPR ’ 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 United States was insufficient and levied
a 1. 2 billion Euro fine against the company and prohibited the company from transferring personal data to the United
States. Our employees and personnel may use generative artificial intelligence (“ AI ”) 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, and
consumer lawsuits. If we are unable to use generative Al it could make our business less efficient and result in
competitive disadvantages . [n 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, and our efforts to comply with such obligations may not be successful.
Furthermore, we publish privacy policies, marketing materials, and other statements, 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, 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, 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) 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, 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 —retated-elaims-) 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. In particular, plaintiffs have become increasingly more active in bringing privacy- related claims
against companies, 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,
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, or financial condition, including but not limited to: 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 artificial intelligence 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, and 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 65or other issues relating to the use of AI 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 AI 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. [f our information technology systems or data, or those of third parties upon which we rely, er-eotrdata
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 €yberattacks-threatsCyberattacks ,
malicious internet- based activity, and-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 , {sgeh-as-credential 63staffing—-
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 seeurity-66security 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 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 services 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.
Fhese-Un- remedlated hlgh rlsk or crltlcal Vulnerablhtlei pose material risks to our business —Bespite-our-efforts-to-tdentify

0 . Further, we may
experience delayq in developlng and deploymg remedial measures de%lgned to addrese any iuch 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 etaims-actions ); indemnification
obligations; negative publicity; reputational harm; monetary fund diversions; interruptions in our operations (including
availability of data); financial loss; and other similar harms. 6460ut—- OQur 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 67economic 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 other 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 since our IPO and is likely to continue to be volatile. The stock market in general and
the markets for pharmaceutical, biopharmaceutical and biotechnology stocks in particular, have experienced extreme price and
volume fluctuatlons that have been often unrelated or dlsproportlonate to the operatmg performance of'the i issuer. -I-ﬂ—p&ﬁ-teu-}&r—,

—The market price for our common stock may be 1nﬂuenced by
many factors, 1nclud1ng e results from, and any delays in our preclinical studies and any other future clinical development
programs, including any delays related to the health epidemics or pandemics sueh-as-the-COVID-—9-pandemte-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 involving corporate collaborators, if any; 65-e changes in accounting principles; ® general economic, industry and
market conditions, itereasing-heightened inflation and measures taken by central banks to combat inflation, exchange rate
fluctuations, supply chain disruptions and increasing commodity, 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 Bleraine-Hamas and
Rassta-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 or not meritorious, 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 price requirements 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 that we did not incur previously.
The Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing requirements of
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, and, as a result, their application
in practice may evolve over time as new guidance is provided by regulatory and governing bodies. This could result in
continuing uncertainty regarding compliance matters and higher costs necessitated by ongoing revisions to disclosure and
governance practices. White-69While 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, 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, is 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 66éreperting--- reporting is effective as required by Section
404. If we identify one or more material weaknesses, it could result 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
n “ 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 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, 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. 07 billion, (iii)
the date on which we have, during the immediately preceding three- year period, issued more than $ 1. 00 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. Our ability to use our net operating loss
carryforwards and certain other tax attributes may be limited. 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, or NOLs, of
our Swiss subsidiary can be carried forward for seven years and will begin to expire commencing from 2025 for the
NOLs generated in 2017 under applicable Swiss tax law. Under applicable U. S. federal income tax law, our federal net
operatingloss;or-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 earryforward-carryforwards may be limited. It is
uncertain if and to what extent various states will conform to U. S. federal income tax law with respect to the treatment of NOL
carryforwards. 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. 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 NOEs-- NOL
carryforwards is suspended or otherwise limited, which could accelerate or permanently increase state taxes owed by us.
€hanges-70Changes 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 recently enacted IRA {-ﬁﬂaﬁen—Red-ueﬁen—Aet—lmposes 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 67Eeenemie—- Economic Security Act or any future 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, and will depend on various factors, including 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 from your investment in our company. 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 articles of incorporation give 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 steel-71stock , 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. 68Amnti—- Anti - 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 certificate of incorporation (the “ Amended Charter ”) 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: ® 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; e 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, or prevent a transaction involving a change in control of us, including actions that our stockholders may deem
advantageous, 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; (i) 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 will-further provide-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 actlon in other Jurlsdlctlons which could harm our busmess results of
operatlons and financial condition. 72 P ston gamizations mentsregarding-exenlpa







