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Investing in our common stock involves a high degree of risk. You should carefully consider the risks and uncertainties
described below, the section of this Annual Report Form 10- K entitled “ Management’ s Discussion and Analysis of Financial
Condition and Results of Operation ” and our financial statements and related notes, before investing in our common stock. The
risks and uncertainties described below are not the only ones we face. Additional risks and uncertainties that we are unaware of,
or that we currently believe are not material, may also become important factors that affect us. If any of the following risks
occur, our business, operating results and prospects could be materially harmed. In that event, the price of our common stock
could decline, and you could lose part or all of your investment. Our business is subject to a number of risks of which you
should be aware before making an investment decision. These risks include the following: ® We are a clinical- stage company
and have a limited operating history, which may make it difficult to evaluate our current business and predict our future
performance. ® We have incurred significant net losses in each period since our inception and anticipate that we will continue to
incur net losses for the foreseeable future and may never achieve or maintain profitability. ® Our limited operating history may
make it difficult for you to evaluate the success of our business to date and to assess our future viability. ® We may need
substantial additional funding. If we are unable to raise capital when needed, we could be forced to delay, reduce or eliminate
our product development programs or commercialization efforts. ® Raising additional capital may cause dilution to our existing
stockholders, restrict our operations or require us to relinquish rights to our technologies or product candidates. ® We are reliant
on the success of our lead product candidate, ibezapolstat, which we are developing for the treatment of CDI. If we are unable
to commercialize ibezapolstat, or experience significant delays in doing so, our business will be materially harmed. e If serious
adverse or inappropriate side effects are identified during the development of ibezapolstat or any other product candidate, we
may need to abandon or limit our development of that product candidate. ® Ibezapolstat or our other product candidates may
never achieve sufficient market acceptance even if we obtain regulatory approval. @ We are exposed to product liability, and
non- clinical and clinical liability risks which could place a substantial financial burden upon us, should lawsuits be filed against
us. ® Our current and future operations substantially depend on our management team and our ability to hire other key
personnel, the loss of any of whom could disrupt our business operations. ® Our failure to complete or meet key milestones
relating to the development of our technologies and proposed products and formulations would significantly impair our financial
condition. @ We will compete with larger and better capitalized companies, and competitors in the drug development or
pharmaceutical industries may develop competing products which outperform or supplant our proposed products. ® A
pandemic, epidemic, or outbreak of an infectious disease, such as the COVID- 19 pandemic, could materially and adversely
affect our business. ® Global, market and economic conditions may negatively impact our business, financial condition and
share price. ® Because results of preclinical studies and early clinical trials are not necessarily predictive of future results, any
product candidate we advance may not have favorable results in later clinical trials or receive regulatory approval. Moreover,
interim, “ top- line, ” and preliminary data from our clinical trials that we announce or publish may change, or the perceived
product profile may be negatively impacted, as more patient data or additional endpoints (including efficacy and safety) are
analyzed. e If clinical trials of our lead product candidate fail to demonstrate safety and efficacy to the satisfaction of the FDA,
or the European Medicines Agency (“ EMA ”) . or do not otherwise produce favorable results, we may incur additional costs
or experience delays in completing, or ultimately be unable to complete the development and commercialization of ibezapolstat
or any other product candidate. ® If we experience any of a number of possible unforeseen events in connection with our clinical
trials, potential marketing approval or commercialization of our product candidates could be delayed or prevented. ® We may be
unable to obtain regulatory approval in the United States or foreign jurisdictions and, as a result, be unable to commercialize our
product candidates and our ability to generate revenue will be materially impaired. ® Risks associated with operating in foreign
countries could materially adversely affect our product development should we elect to extend development outside the U. S. 34
e Our results of operations may be adversely affected by current and potential future healthcare legislative and regulatory
actions. e If we are unable to establish sales and marketing capabilities or enter into agreements with third parties to market and
sell our product candidates, we may not be successful in commercializing ibezapolstat or any other product candidate if and
when such product candidates are approved. ® We contract with third parties for the manufacture of our product candidates for
preclinical studies and our ongoing clinical trials, and expect to continue to do so for additional clinical trials and ultimately for
commercialization. This reliance on third parties increases the risk that we will not have sufficient quantities of our product
candidates or drugs or such quantities at an acceptable cost, which could delay, prevent or impair our development or
commercialization efforts. ® If ultimate users of our product candidates are unable to obtain adequate reimbursement from third-
party payers, or if new restrictive legislation is adopted, market acceptance of our proposed products may be limited and we
may not achieve material revenues. ® We may be involved in lawsuits to protect or enforce our patents. e Intellectual property
litigation could cause us to spend substantial resources and distract our personnel from their normal responsibilities. ® Because
we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital appreciation, if any, will
be your sole source of gain. ® The price of our stock may be volatile, and you could lose all or part of your investment . ®
Nasdaq may delist our securities from trading on its exchange, which could limit investors’ ability to make transactions
in our securities and subject us to additional trading restrictions . e Our largest stockholders will exercise significant
influence over our company for the foreseeable future, including the outcome of matters requiring stockholder approval. e
Cyber incidents or attacks directed at us could result in information theft, data corruption, operational disruption and / or



financial loss. ® We may fail to comply with evolving privacy and data protection laws, which could adversely affect our
business, results of operations and financial condition. ® There may be limitations on the effectiveness of our internal controls,
and a failure of our control systems to prevent error or fraud may materially harm us. Risks-36Risks Relating to Our
BusinessWe are a clinical- stage company and have a limited operating history, which may make it difficult to evaluate our
current business and predict our future performance. We are a clinical- stage biopharmaceutical company that was formed in
July 2017. We acquired the rights to our lead product candidate, ibezapolstat, in February 2018 and we have a limited operating
history. Our operations to date have been limited to securing our initial product candidate, generating a second product candidate
in- house, conducting clinical and regulatory development for our lead program and raising capital. We have no products
approved for commercial sale and have not generated any revenue. Investing in an early- stage company with limited history,
financial or otherwise, includes a high degree of risk. As an early- stage company, our prospects must be considered in light of
the uncertainties, risks, expenses, and difficulties frequently encountered by companies in their early stages of operations. We
have generated losses since inception and we expect to continue to run at a loss for several years until our initial program, or one
of our pipeline products, is approved by the FDA or another worldwide regulatory body. We expect to incur substantial
operating expenses over the next several years as our product development activities and related costs increase. No assurance
can be given that we will be able to successfully implement any or all of our business plan, or if implemented, that we will
accomplish the desired objectives, including achieving profitability. Our short history as an operating company makes any
assessment of our future success or viability subject to significant uncertainty. We will encounter risks and difficulties frequently
experienced by early- stage companies in rapidly evolving fields. If we do not address these risks successfully, our business will
suffer. 35We-We have incurred significant net losses in each period since our inception and anticipate that we will continue to
incur net losses in for the foreseeable future and may never achieve or maintain profitability. We are not profitable and have
incurred significant losses in each period since our inception, including net losses of $ 14. 6-1 million for the year ended
December 31, 2023-2024 , and $ +2-14 . 3-6 million for the year ended December 31, 2622-2023 . We have not commercialized
any products and have never generated any revenue from product sales. We expect these losses to increase as we continue to
incur significant research and development and other expenses related to our ongoing operations, seek regulatory approvals for
our product candidates, scale- up manufacturing capabilities and hire additional personnel to support the development of our
product candidates and to enhance our operational, financial and information management systems. A critical aspect of our
strategy is to invest significantly in our clinical and regulatory development for our lead program. To become and remain
profitable, we must develop and eventually commercialize products with significant market potential, which we may never
achieve. Even if we succeed in commercializing one or more of these product candidates, we will continue to incur losses for
the foreseeable future relating to our substantial research and development expenditures to develop our product candidates. We
may encounter unforeseen expenses, difficulties, complications, delays and other unknown factors that may adversely affect our
business. The size of our future net losses will depend, in part, on the rate of future growth of our expenses and our ability to
generate revenue. Our prior losses and expected future losses have had and will continue to have an adverse effect on our
stockholders’ equity and working capital. Further, the net losses we incur may fluctuate significantly from quarter- to- quarter
and year- to- year, such that a period to period comparison of our results of operations may not be a good indication of our
future performance. If we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or
annual basis. Our failure to become and remain profitable would decrease the value of the company and could impair our ability
to raise capital, maintain our discovery and preclinical development efforts, expand our business or continue our operations and
may require us to raise additional capital that may dilute your ownership interest. A decline in the value of our company could
also cause you to lose all or part of your investment. ©ur-370ur independent registered public accounting firm has expressed
substantial doubt about our ability to continue as a going concern. Our independent registered public accounting firm noted in its
report accompanying our financial statements for the fiscal year ended December 31, 2623-2024 that we had suffered significant
accumulated deficit and had negative operating cash flows and that the development and commercialization of our product
candidates are expected to require substantial expenditures. We have not yet generated any material revenues from our
operations to fund our activities, and are therefore dependent upon external sources for financing our operations. There can be
no assurance that we will succeed in obtaining the necessary financing to continue our operations. As a result, our independent
registered public accounting firm has expressed substantial doubt about our ability to continue as a going concern. The financial
statements do not include any adjustments that might result from the outcome of this uncertainty. If we cannot successfully
continue as a going concern, our stockholders may lose their entire investment in our common stock. We may need substantial
additional funding. If we are unable to raise capital when needed, we could be forced to delay, reduce or eliminate our product
development programs or commercialization efforts. We expect our expenses to increase in connection with our ongoing
activities, particularly as we continue research and development and initiate additional clinical trials of our product candidates
and seek regulatory approval for these and potentially other product candidates. In addition, if we obtain regulatory approval for
any of our product candidates, we expect to incur significant commercialization expenses related to product manufacturing,
marketing, sales and distribution. In particular, the costs that may be required for the manufacture of any product candidate that
receives marketing approval may be substantial. Accordingly, we may need to obtain substantial additional funding in
connection with our continuing operations. If we are unable to raise capital when needed or on attractive terms, we could be
forced to delay, reduce or eliminate our research and development programs or any future commercialization efforts. 36As-As of
December 31, 2023-2024 , we had approximately $ 3. 7 ~5-million in cash. In June 2021, we completed the IPO for net cash
proceeds of $ 14. 8 million after deducting underwriting discounts and commissions and offering expenses. In July 2022, we
completed a registered direct offering and concurrent private placement for net cash proceeds of $ 3. 7 million after deducting
placement agent fees and offering expenses. In May 2023, we completed a registered direct offering and concurrent private
placement for net cash proceeds of $ 3. 5 million after deducting placement agent fees and offering expenses. In November



2023, we entered into a Sales Agreement and established an *“ At- the- Market" offering (the “ ATM Program ”), pursuant to
which we may offer and sell, from time to time through A. G. P. / Alliance Global Partners, as sales agent, shares of our
common stock having an aggregate offering price of up to $ 17. 0 million. As of the year ended December 31, 2623-2024 , we
sold 698-a total of 2 , +21-830, 328 shares of our common stock under the ATM Program, at a weighted- average price of $ 3.
F6-26 per share, raising $ 9. 2 —6-million of gross proceeds and net proceeds of $ 2-8 . 4-8 million after deducting commissions
to the sales agent and other ATM Program related expenses. There remains-remained approximately $ 44-7 . 4-8 million
available for future sales of shares of common stock under the Sales Agreement As of January 6 2025 we suspended Other—-
the ATM program than-th i 0 de .

believe that, based upon our current operatrng plan our ex1st1ng caprtal resources, will not be sufficient to fund our anticipated
operations for at least 12 months from the issuance of our financial statements for the year ended December 31, 2623-2024 . Our
future capital requirements and the period for which we expect our existing resources to support our operations may vary
significantly from what we expect. Our monthly spending levels vary based on new and ongoing research and development and
other corporate activities. Because the length of time and activities associated with successful research and development of our
product candidates is highly uncertain, we are unable to estimate the actual funds we will require for development and any
approved marketing and commercialization activities. Our future capital requirements will depend on many factors, including: e
the timing, progress, and results of our ongoing and planned clinical trials of our product candidates; ® our ability to
manufacture sufficient clinical supply of our products candidates and the costs thereof; e discussions with regulatory agencies
regarding the design and conduct of our clinical trials and the costs, timing and outcome of regulatory review of our product
candidates; e the cost and timing of future commercialization activities, including product manufacturing, marketing, sales and
distribution, for any of our product candidates for which we receive marketing approval; 38 e the costs of any other product
candidates or technologies we pursue; ® our ability to establish and maintain strategic partnerships, licensing or other
arrangements and the financial terms of such agreements; e the revenue, if any, received from commercial sales of any product
candidates for which we receive marketing approval; and e the costs and timing of preparing, filing and prosecuting patent
applications, maintaining and enforcing our intellectual property rights and defending any intellectual property- related claims.
We cannot be certain that additional funding will be available on acceptable terms, or at all. Any additional fundraising efforts
may divert our management from their day- to- day activities, which may adversely affect our ability to develop and
commercialize our product candidates. Our ability to raise additional funding will depend on financial, economic and market
conditions and other factors, over which we may have no or limited control, including the conflict between Russia and Ukraine
and the conflict in the Middle East between Israel and Hamas. In addition, our ability to obtain future funding when needed
through equity financings, debt financings or strategic collaborations may be particularly challenging in light of the
uncertainties and circumstances regarding the COVID- 19 pandemic. We have no committed source of additional capital and if
we are unable to raise additional capital in sufficient amounts or on terms acceptable to us, we may have to significantly delay,
scale back or discontinue the development or commercialization of our product candidates or other research and development
initiatives. We could be required to seek collaborators for our product candidates at an earlier stage than otherwise would be
desirable or on terms that are less favorable than might otherwise be available or relinquish or license on unfavorable terms our
rights to our product candidates in markets where we otherwise would seek to pursue development or commercialization
ourselves. Any of the above events could significantly harm our business, prospects, financial condition and results of
operations and cause the price of our common stock to decline. 37Raising-- Raising additional capital may cause dilution to
our existing stockholders, restrict our operations or require us to relinquish rights to our technologies or product candidates.
Until such time as we can generate substantial revenue from product sales, if ever, we expect to finance our cash needs through a
combination of public and private equity offerings, debt financings, strategic partnerships, and alliances and licensing
arrangements. To the extent that we raise additional capital through the sale of equity or debt securities, your ownership interest
will be diluted, and the terms may include liquidation or other preferences that adversely affect your rights as a stockholder. The
incurrence of indebtedness would result in increased fixed payment obligations and could involve restrictive covenants, such as
limitations on our ability to incur additional debt, limitations on our ability to acquire or license intellectual property rights and
other operating restrictions that could adversely impact our ability to conduct our business. If we raise additional funds through
strategic partnerships and alliances and licensing arrangements with third parties, we may have to relinquish valuable rights to
our technologies or product candidates, or grant l1censes on terms unfavorable tous. If we are unable to raise additional caprtal
through equity or debt financings when needed tine :
we may be required to delay, limit, reduce or terminate our product development or future cornmerc1al1zat10n efforts or grant
rights to develop and market product candidates that we would otherwise develop and market ourselves. We are reliant on the
success of our lead product candidate, ibezapolstat, which we are developing for the treatment of CDI. If we are unable to
commercialize ibezapolstat, or experience significant delays in doing so, our business will be materially harmed. Our ability to
generate product revenues, which may not occur for several years, if ever, currently depends heavily on the successful
development and commercialization of ibezapolstat. The success of ibezapolstat will depend on a number of factors, including
the following: e successful completion of clinical development; e receipt of marketing approvals from applicable regulatory
authorities; e establishing commercial manufacturing arrangements with third- party manufacturers; 39 e obtaining and
maintaining patent and trade secret protection and regulatory exclusivity; e protecting our rights in our intellectual property
portfolio; e establishing sales, marketing and distribution capabilities; ® launching commercial sales of ibezapolstat, if and when
approved, whether alone or in collaboration with others; ® acceptance of ibezapolstat, if and when approved, by patients, the
medical community and third- party payors; e effectively competing with other CDI therapies; and ® maintaining a continued
acceptable safety profile of ibezapolstat following approval. If we do not achieve one or more of these factors in a timely
manner or at all, we could experience significant delays or an inability to successfully commercialize ibezapolstat, which would




materially harm our business. If serious adverse or inappropriate side effects are identified during the development of
ibezapolstat or any other product candidate, we may need to abandon or limit our development of that product candidate. Our
product candidates are in clinical development and its risk of failure is high. It is impossible to predict when our product
candidates will prove effective or safe in humans or will receive marketing approval. If our product candidates are associated
with undesirable side effects or have characteristics that are unexpected, we may need to abandon their development or limit
development to certain uses or subpopulations in which the undesirable side effects or other characteristics are less prevalent,
less severe or more acceptable from a risk- benefit perspective. 38Maiy—-- Many compounds that initially show promise in
clinical or earlier stage testing have later been found to cause side effects or other safety issues that prevented further
development. If we elect or are forced to suspend or terminate any clinical trial of our product candidates, the commercial
prospects of such product candidate will be harmed and our ability to generate product revenues from such product candidate
will be delayed or eliminated. Any of these occurrences could materially harm our business. Ibezapolstat or our other product
candidates may never achieve sufficient market acceptance even if we obtain regulatory approval. If ibezapolstat or any of our
other future product candidates receive marketing approval, such products may nonetheless fail to gain sufficient market
acceptance by physicians, patients, third- party payors and others in the medical community. If these products do not achieve an
adequate level of acceptance, we may not generate significant product revenues or revenue from collaboration agreements or
any profits from operations. The degree of market acceptance of our product candidates, if approved for commercial sale, will
depend on a number of factors, including: e the efficacy and potential advantages compared to alternative treatments or
competitive products; @ the prevalence and severity of any side effects; ® the ability to offer our product candidates for sale at
competitive prices; ® convenience and ease of administration compared to alternative treatments; ® the willingness of the target
patient population to try new therapies and of physicians to prescribe these therapies; ® obtaining regulatory clearance of
marketing claims for the uses that we are developing; e our ability to timely and effectively manufacture, market and distribute
our products, either on our own or through third parties; e pricing and reimbursement policies of government and third- party
payers such as insurance companies, health maintenance organizations and other health plan administrators; e the timing of any
such marketing approval in relation to other product approvals; @ support from patient advocacy groups; @ our ability to attract
corporate partners, including pharmaceutical companies, to assist in commercializing our proposed formulations or products;
and e any restrictions on concomitant use of other medications. #40If our products do not achieve an adequate level of
acceptance by the relevant constituencies, or adequate pricing, we may not generate significant product revenue and may not
become profitable. We are exposed to product liability, and non- clinical and clinical liability risks which could place a
substantial financial burden upon us, should lawsuits be filed against us. Our business exposes us to potential product liability
and other liability risks that are inherent in the testing, manufacturing and marketing of pharmaceutical formulations and
products. We expect that such claims are likely to be asserted against us at some point, although we do carry product liability
and clinical trial insurance to mitigate this risk. In addition, the use in our clinical trials of pharmaceutical formulations and
products and the subsequent sale of these formulations or products by us or our potential collaborators may cause us to bear a
portion of or all product liability risks. A successful liability claim or series of claims brought against us could have a material
adverse effect on our business, financial condition and results of operations. 39Qut--- Our current and future operations
substantially depend on our management team and our ability to hire other key personnel, the loss of any of whom could disrupt
our business operations. Our business does and will depend in substantial part on the continued services of David P. Luci,
Robert J. DeLuccia and Robert G. Shawah. The loss of the services of any of these individuals would significantly impede
implementation and execution of our business strategy and result in the failure to reach our goals. We do not carry key person
life insurance on any member of our management, which would leave us uncompensated for the loss of any member of our
management. Our future financial condition and ability to achieve profitability will also depend on our ability to attract, retain
and motivate highly qualified personnel in the diverse areas required for continuing our operations. There is a risk that we will
be unable to attract, retain and motivate qualified personnel, both near term or in the future, and our failure to do so may
severely damage our prospects. Our failure to complete or meet key milestones relating to the development of our technologies
and proposed products and formulations would significantly impair our financial condition. In order to be commercially viable,
we must research, develop and obtain regulatory approval to manufacture, introduce, market and distribute formulations or
products incorporating our technologies. For each drug that we formulate, we must meet a number of critical developmental
milestones, including: ® demonstration of the benefit of each specific drug through our drug delivery technologies; ®
demonstration, through non- clinical and clinical trials, that our drug delivery technologies are safe and effective; and e
establishment of a viable current good manufacturing process (“ cGMP ”) capable of potential scale- up. The estimated required
capital and time- frames necessary to achieve these developmental milestones is subject to inherent risks, many of which are
beyond our control. As such, we may not be able to achieve these or similar milestones for any of our proposed product
candidates or other product candidates in the future. Our failure to meet these or other critical milestones would adversely affect
our financial condition. Conducting and completing the clinical trials necessary for FDA approval is costly and subject to
intense regulatory scrutiny as well as the risk of failing to meet the primary endpoint of such trials. We will not be able to
commercialize and sell our proposed products and formulations without completing such trials. In order to conduct clinical trials
that are necessary to obtain approval by the FDA to market a formulation or product, it is necessary to receive clearance from
the FDA to conduct such clinical trials. The FDA can halt clinical trials at any time for safety reasons or because we or our
clinical investigators did not follow the FDA’ s requirements for conducting clinical trials. If we are unable to receive clearance
to conduct clinical trials or the trials are permanently halted by the FDA, we would not be able to achieve any revenue from
such product as it is illegal to sell any drug or medieal-41medical device for human consumption or use without FDA approval.
Moreover, there is a risk that our clinical trials will fail to meet their primary endpoints, which would make them unacceptable
in having the subject product approved by the FDA. If this were to occur, such event would materially and adversely affect our



business, results of operations and financial condition. 46We-We will compete with larger and better capitalized companies, and
competitors in the drug development or pharmaceutical industries may develop competing products which outperform or
supplant our proposed products. Drug companies and / or other technology companies have developed (and are currently
marketing in competition with us), have sought to develop and may in the future seek to develop and market similar product
candidates and drug delivery technologies which may become more accepted by the marketplace or which may supplant our
technology entirely. In addition, many of our current competitors are, and future competitors may be, significantly larger and
better financed than we are, thus giving them a significant advantage over us. Our competitors may also have significantly
greater expertise in research and development, manufacturing, preclinical testing, conducting clinical trials, obtaining regulatory
approvals and marketing approved products than we do. These competitors also compete with us in recruiting and retaining
qualified scientific advisors and consultants as well as management personnel and establishing clinical trial sites and patient
registration for clinical trials, as well as in acquiring technologies complementary to, or necessary for, our programs. Other small
or early stage companies may also prove to be significant competitors, particularly through collaborative arrangements with
large and established companies. We may be unable to respond to competitive forces presently in the marketplace which would
severely impact our business. We may not be able to effectively manage our growth and expansion or implement our business
strategies, in which case our business and results of operations may be materially and adversely affected. The expected growth
of our business, if it occurs, will place increased demands on our management, operational and administrative resources. These
increased demands and operating complexities could cause us to operate our business less effectively which, in turn, could cause
a deterioration in our financial performance and negatively impact our growth. Any planned growth will also require that we
continually monitor and upgrade our management information and other systems, as well as our infrastructure. There can be no
assurance that we will be able to grow our business and achieve our goals. Even if we succeed in establishing new strategic
partnerships, we cannot assure that we will achieve planned revenue or profitability levels in the time periods estimated by us, or
at all. If any of these initiatives fails to achieve or is unable to sustain acceptable revenue and profitability levels, we may incur
significant costs. A pandemic, epidemic, or outbreak of an infectious disease, such as the COVID- 19 pandemic, could
materially and adversely affect our business. Public health crises such as pandemics or similar outbreaks could adversely impact
our business. Notably, the COVID- 19 pandemic continues to evolve. The extent to which COVID- 19 impacts our operations or
those of our collaborators, contractors, suppliers, CROs, clinical sites, contract manufacturing organizations (“ CMOs ) and
other material business relations and governmental agencies will depend on future developments, which are highly uncertain and
cannot be predicted with confidence, including the duration and severity of the outbreak, new information that will emerge
concerning the severity of the virus and the actions to contain it or treat its impact, among others. Previously, our clinical trial
operations were directly and indirectly adversely impacted, and could continue to be directly and indirectly adversely impacted,
by the COVID- 19 pandemic. The—spfead-A new pandemlc ora resurgence of the COVID 19 pandemlc could a-lse—have
adverse economlc 1mpacts {0 us —Wh § :

g-}ebal-l-y— Global market and economic condltlons may negatlvely 1mpact our busmess ﬁnanmal COl’ldlthIl and share price. The
results of our operations could be adversely affected by general conditions in the global economy, the global financial markets
and the global political conditions. The U. S. and global economies are facing growing inflation, higher interest rates and a
potential recession. Furthermore, a severe or prolonged economic downturn, including a recession or depression resulting from
the-public health crises such as a pandemic or ongoing €OVD-—9-pandemie-or-political disruption such as the war between
42between Ukraine and Russia and the conflict involving Israel and Hamas could result in a variety of risks to our business,
including weakened demand for our programs and development candidates, if approved, relationships with any vendors or
business partners 4Heeated--- located in affected geographies and our ability to raise additional capital when needed on
acceptable terms, if at all. A weak or declining economy or political disruption, including any international trade disputes, could
also strain our manufacturers or suppliers, possibly resulting in supply disruption, or cause our customers to delay making
payments for our potential products. Any of the foregoing could seriously harm our business, and we cannot anticipate all of the
ways in which the political or economic climate and financial market conditions could seriously harm our business. Increases in
inflation could raise our costs for commodities, labor, materials and services and other costs required to grow and operate our
business, and failure to secure these on reasonable terms may adversely impact our financial condition. Additionally, increases
in inflation, along with the uncertainties surrounding geopolitical developments and global supply chain disruptions, have
caused, and may in the future cause, global economic uncertainty and uncertainty about the interest rate environment. A failure
to adequately respond to these risks could have a material adverse impact on our financial condition, results of operations or
cash flows. In response to high levels of inflation and recession fears, the U. S. Federal Reserve, the European Central Bank, and
the Bank of England have raised, and may continue to raise, interest rates and implement fiscal policy interventions. Even if
these interventions lower inflation, they may also reduce economic growth rates, create a recession, and have other similar
effects. The U. S. debt ceiling and budget deficit concerns have increased the possibility of credit- rating downgrades and
economic slowdowns, or a recession in the U. S. Although U. S. lawmakers have previously passed legislation to raise the
federal debt ceiling on multiple occasions, there is a history of ratings agencies lowering or threatening to lower the long- term
sovereign credit rating on the United States given such uncertainty. On August 1, 2023, Fitch Ratings downgraded the U. S.” s
long- term foreign currency issuer default rating to AA from AAA as a result of these repeated debt ceiling and budget deficit
concerns. The impact of this or any further downgrades to the U. S. government’ s sovereign credit rating or its perceived
creditworthiness could adversely affect the U. S. and global financial markets and economic conditions. If the equity and credit
markets deteriorate, it may make any necessary equity or debt financing more difficult to secure, more costly or more dilutive.
Failure to secure any necessary financing in a timely manner and on favorable terms could harm our growth strategy, financial
performance and stock price and could require us to delay or abandon plans with respect to our business, including clinical



development plans. Further, recent developments in the banking industry could adversely affect our business. If the financial
institutions with which we do business enter receivership or become insolvent in the future, there is no guarantee that the
Department of the Treasury, the Federal Reserve and the Federal Deposit Insurance Corporation, or FDIC, will intercede to
provide us and other depositors with access to balances in excess of the $ 250, 000 FDIC insurance limit, that we would be able
to access our existing cash, cash equivalents and investments, that we would be able to maintain any required letters of credit or
other credit support arrangements, or that we would be able to adequately fund our business for a prolonged period of time or at
all, any of which could have a material adverse effect on our business, financial condition and results of operations. We cannot
predict the impact that the high market volatility and instability of the banking sector more broadly could have on economic
activity and our business in particular. In addition, there is a risk that one or more of our current service providers, manufacturers
or other third parties with which we conduct business may not survive difficult economic times, including the eurrentglobal
sttuationresulting-fromthe-COVID-—9-pandemie;the-ongoing conflict between Russia and Ukraine, the war between Israel and
Hamas, the instability of the banking sector, and the uncertainty associated with current worldwide economic conditions, which
could directly affect our ability to attain our operating goals on schedule and on budget. Climate change or legal, regulatory or
market measures to address climate change may negatively affect our business, results of operations, cash flows and prospects.
We believe that climate change has the potential to negatively affect our business and results of operations, cash flows and
prospects. We are exposed to physical risks (such as extreme weather conditions or rising sea levels), risks in transitioning to a
low- carbon economy (such as additional legal or regulatory requirements, changes in technology, 42market43market risk and
reputational risk) and social and human effects (such as population dislocations and harm to health and well- being) associated
with climate change. These risks can be either acute (short- term) or chronic (long- term). The adverse impacts of climate
change include increased frequency and severity of natural disasters and extreme weather events such as hurricanes, tornados,
wildfires (exacerbated by drought), flooding, and extreme heat. Extreme weather and sea- level rise pose physical risks to our
facilities as well as those of our suppliers. Such risks include losses incurred as a result of physical damage to facilities, loss or
spoilage of inventory, and business interruption caused by such natural disasters and extreme weather events. Other potential
physical impacts due to climate change include reduced access to high- quality water in certain regions and the loss of
biodiversity, which could impact future product development. These risks could disrupt our operations and supply chains, which
may result in increased costs. New legal or regulatory requirements may be enacted to prevent, mitigate, or adapt to the
implications of a changing climate and its effects on the environment. These regulations, which may differ across jurisdictions,
could result in us being subject to new or expanded carbon pricing or taxes, increased compliance costs, restrictions on
greenhouse gas emissions, investment in new technologies, increased carbon disclosure and transparency, upgrade of facilities
to meet new building codes, and the redesign of utility systems, which could increase our operating costs, including the cost of
electricity and energy used by us. Our supply chain would likely be subject to these same transitional risks and would likely pass
along any increased costs to us. The insurance coverage and reimbursement status of newly approved products is uncertain.
Failure to obtain or maintain adequate coverage and reimbursement for new or current products could limit our ability to market
those products and decrease our ability to generate revenue. The availability and extent of reimbursement by governmental and
private payors is essential for most patients to be able to afford expensive treatments. Sales of our product candidates will
depend substantially, both domestically and abroad, on the extent to which the costs of our product candidates will be paid by
health maintenance, managed care, pharmacy benefit and similar healthcare management organizations, or reimbursed by
government health administration authorities, private health coverage insurers and other third- party payors. If reimbursement is
not available, or is available only to limited levels, we may not be able to successfully commercialize our product candidates.
Even if coverage is provided, the approved reimbursement amount may not be high enough to allow us to establish or maintain
pricing sufficient to realize a sufficient return on our investment. There is significant uncertainty related to the insurance
coverage and reimbursement of newly approved products. Moreover, increasing efforts by governmental and third- party
payors, in the U. S. and abroad, to cap or reduce healthcare costs may cause such organizations to limit both coverage and level
of reimbursement for new products approved and, as a result, they may not cover or provide adequate payment for our product
candidates. We expect to experience pricing pressures in connection with the sale of any of our product candidates, due to the
trend toward managed healthcare, the increasing influence of health maintenance organizations and additional legislative
changes. The downward pressure on healthcare costs in general has become very intense. As a result, increasingly high barriers
are being erected to the entry of new products. Because results of preclinical studies and early clinical trials are not necessarily
predictive of future results, any product candidate we advance may not have favorable results in later clinical trials or receive
regulatory approval. Moreover, interim, “ top- line, ”” and preliminary data from our clinical trials that we announce or publish
may change, or the perceived product profile may be negatively impacted, as more patient data or additional endpoints
(including efficacy and safety) are analyzed. Pharmaceutical development has inherent risks. The outcome of preclinical
development testing and early clinical trials may not be predictive of the outcome of later clinical trials, and interim results of a
clinical trial do not necessarily predict final results. Moreover, preclinical and clinical data are often susceptible to varying
interpretations and analyses, and many companies that have believed their product candidates performed satisfactorily in
preclinical studies and clinical trials have nonetheless failed to obtain marketing approval of their product candidates. Once a
product candidate has displayed sufficient preclinical data to warrant clinical investigation, we will be required to demonstrate
through adequate and well- controlled clinical trials that our product candidates are effective with a favorable benefit- risk
profile 43fer-44for use in populations for their target indications before we can seek regulatory approvals for their commercial
sale. Many drug candidates fail in the early stages of clinical development for safety and tolerability issues or for insufficient
clinical activity, despite promising pre- clinical results. Accordingly, no assurance can be made that a safe and efficacious dose
can be found for these compounds or that they will ever enter into advanced clinical trials alone or in combination with other
product candidates. Moreover, success in early clinical trials does not mean that later clinical trials will be successful because



product candidates in later- stage clinical trials may fail to demonstrate sufficient safety or efficacy despite having progressed
through initial clinical testing. Companies frequently experience significant setbacks in advanced clinical trials, even after earlier
clinical trials have shown promising results. There is an extremely high rate of failure of pharmaceutical candidates proceeding
through clinical trials. Individually reported outcomes of patients treated in clinical trials may not be representative of the entire
population of treated patients in such studies. In addition, larger scale Phase 3 studies, which are often conducted internationally,
are inherently subject to increased operational risks compared to earlier stage studies, including the risk that the results could
vary on a region to region or country to country basis, which could materially adversely affect the outcome of the study or the
opinion of the validity of the study results by applicable regulatory agencies. From time to time, we may publicly disclose top-
line or preliminary data from our clinical trials, which is based on a preliminary analysis of then available data, and the results
and related findings and conclusions are subject to change following a more comprehensive review of the data related to the
particular study or trial. We also make assumptions, estimations, calculations and conclusions as part of our analyses of such
data, and we may not have received or had the opportunity to fully and carefully evaluate all data from the particular study or
trial, including all endpoints and safety data. As a result, top- line or preliminary results that we report may differ from future
results of the same studies, or different conclusions or considerations may qualify such results, once additional data have been
received and fully evaluated. Top- line or preliminary data also remain subject to audit and verification procedures that may
result in the final data being materially different from the topline, interim, or preliminary data we previously published. When
providing top- line results, we may disclose the primary endpoint of a study before all secondary endpoints have been fully
analyzed. A positive primary endpoint does not translate to all, or any, secondary endpoints being met. As a result, top- line and
preliminary data should be viewed with caution until the final data are available, including data from the full safety analysis and
the final analysis of all endpoints. Further, from time to time, we may also disclose interim data from our preclinical studies and
clinical trials. Interim data from clinical trials that we may complete are subject to the risk that one or more of the clinical
outcomes may materially change as patient enrollment continues and more patient data become available. For example, time-
to- event based endpoints such as duration of response and progression free survival have the potential to change, sometimes
drastically, with longer follow- up. In addition, as patients continue on therapy, there can be no assurance given that the final
safety data from studies, once fully analyzed, will be consistent with prior safety data presented, will be differentiated from other
similar agents in the same class, will support continued development, or will be favorable enough to support regulatory
approvals for the indications studied. Further, others, including regulatory agencies, may not accept or agree with our
assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which
could impact the value of the particular program, the approvability or commercialization of the particular product candidate or
product and our company in general. The information we choose to publicly disclose regarding a particular study or clinical trial
is based on what is typically extensive information, and regulators or others may not agree with what we determine is material
or otherwise appropriate information to include in our disclosure. If the interim, top- line or preliminary data that we report
differ from final results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability to obtain
approval for, or successfully commercialize, our product candidates may be harmed, which could harm our business, operating
results, prospects or financial condition. 44Risks-4SRisks Related to Regulatory Approvallf clinical trials of our lead product
candidate fail to demonstrate safety and efficacy to the satisfaction of the FDA, or the EMA, or do not otherwise produce
favorable results, we may incur additional costs or experience delays in completing, or ultimately be unable to complete the
development and commercialization of ibezapolstat or any other product candidate. In connection with obtaining marketing
approval from regulatory authorities for the sale of any product candidate, we must complete extensive clinical trials to
demonstrate the safety and efficacy of our product candidates in humans. Clinical testing is expensive, difficult to design and
implement, can take many years to complete and is uncertain as to outcome. A failure of one or more clinical trials can occur at
any stage of testing. The outcome of preclinical testing and early clinical trials, particularly with a small number of patients,

may not be predictive of the success of later clinical trials, and interim results of a clinical trial do not necessarily predict final
results. The design of a clinical trial can determine whether its results will support approval of a product, and flaws in the design
of a clinical trial may not become apparent until the clinical trial is well advanced or completed. We have limited experience in
designing clinical trials and may be unable to design and execute a clinical trial to support marketing approval. Moreover,
preclinical and clinical data are often susceptible to varying interpretations and analyses, and many companies that believe their
product candidates performed satisfactorily in preclinical studies and clinical trials have failed to obtain marketing approval of
their products. If we experience any of a number of possible unforeseen events in connection with our clinical trials, potential
marketing approval or commercialization of our product candidates could be delayed or prevented. We may experience
numerous unforeseen events during, or as a result of, clinical trials that could delay or prevent our ability to receive marketing
approval or commercialize our product candidates, including: e clinical trials of our product candidates may produce negative or
inconclusive results, and we may decide, or regulators may require us, to conduct additional clinical trials or abandon product
development programs; e the number of patients required for clinical trials of our product candidates may be larger than we
anticipate, enrollment in these clinical trials may be slower than we anticipate or participants may drop out of these clinical trials
at a higher rate than we anticipate; ® we may be unable to enroll a sufficient number of patients in our clinical trials to ensure
adequate statistical power to detect any statistically significant treatment effects; ® our third- party contractors may fail to
comply with regulatory requirements or meet their contractual obligations to us in a timely manner, or at all; e regulators,
institutional review boards or independent ethics committees may not authorize us or our investigators to commence a clinical
trial or conduct a clinical trial at a prospective trial site; ® we may have delays in reaching or fail to reach agreement on
acceptable clinical trial contracts or clinical trial protocols with prospective trial sites; ® we may have to suspend or terminate
clinical trials of our product candidates for various reasons, including a finding that the participants are being exposed to
unacceptable health risks; e regulators, institutional review boards or independent ethics committees may require that we or our



investigators suspend or terminate clinical research for various reasons, including noncompliance with regulatory requirements
or a finding that the participants are being exposed to unacceptable health risks; e clinical trials are costly and the cost of
clinical trials of our product candidates may be greater than we anticipate; ® the supply or quality of our product candidates or
other materials necessary to conduct clinical trials of our product candidates may be insufficient or inadequate; and e our
product candidates may have undesirable side effects or other unexpected characteristics, causing us or our investigators,
regulators, institutional review boards or independent ethics committees to suspend or terminate the clinical trials. 450ur-460ur
product development costs will increase if we experience delays in testing or marketing approvals. We do not know whether any
preclinical tests or clinical trials will begin as planned, will need to be restructured or will be completed on schedule, or at all.
Significant preclinical staey-or clinical trial delays also could shorten any periods during which we may have the exclusive right
to commercialize our product candidates or allow our competitors to bring products to market before we do and impair our
ability to successfully commercialize our product candidates and may harm our business and results of operations. If we
experience delays or difficulties in the enrollment of patients in our clinical trials, our receipt of necessary marketing approvals
could be delayed or prevented. We may not be able to initiate or continue clinical trials for our product candidates, including our
planned clinical trials of ibezapolstat, if we are unable to locate and enroll a sufficient number of eligible patients to participate
in these clinical trials. CDI is an acute infection that requires rapid diagnosis. For our clinical trials of ibezapolstat, we need to
identify potential patients, test them for CDI and enroll them in the clinical trial within a 24- hour period. In addition, our
competitors have ongoing clinical trials for product candidates that could be competitive with our product candidates, and
patients who would otherwise be eligible for our clinical trials may instead enroll in clinical trials of our competitors’ product
candidates. For our clinical trials of ibezapolstat, we need to identify potential patients and enroll them in the clinical trial based
on a history of diarrhea within 24 hours of a positive stool test for C. difficile toxin. Enrollment delays in our clinical trials may
result in increased development costs for our product candidates, which would cause the value of our common stock to decline
and limit our ability to obtain additional financing. Our inability to enroll a sufficient number of patients in our planned clinical
trials of ibezapolstat would result in significant delays or may require us to abandon one or more clinical trials altogether. We
may be unable to obtain regulatory approval in the United States or foreign jurisdictions and, as a result, be unable to
commercialize our product candidates and our ability to generate revenue will be materially impaired. Our product candidates
are subject to extensive governmental regulations relating to, among other things, research, testing, development,
manufacturing, quality, safety, efficacy, approval, recordkeeping, reporting, labeling, storage, packaging, advertising and
promotion, pricing, marketing and distribution of drugs. Rigorous preclinical studies and clinical trials, and an extensive
regulatory approval process are required to be successfully completed in the United States and in many foreign jurisdictions
before a new drug can be marketed. Satisfaction of these and other regulatory requirements is costly, time consuming, uncertain,
and subject to a continuously evolving regulatory environment and unanticipated delays. It is possible that none of the product
candidates we may develop will obtain the regulatory approvals necessary for us or our collaborators to begin selling them. The
time required to obtain FDA and other approvals is unpredictable but typically takes many years following the commencement
of clinical trials, depending upon the type, complexity and novelty of the product candidate. The standards that the FDA and its
foreign counterparts use when regulating companies such as ours are not always applied predictably or uniformly and can
change. Any analysis we perform of data from chemistry, manufacturing and controls, preclinical and clinical activities is
subject to confirmation and interpretation by regulatory authorities, which could delay, limit or prevent regulatory approval. We
may also encounter unexpected delays or increased costs due to new government regulations, for example, from future
legislation or administrative action, or from changes in FDA policy during the period of product development, clinical trials and
FDA regulatory review. It is impossible to predict whether legislative changes will be enacted, or whether FDA or foreign
regulations, guidance or interpretations will be changed, or what the impact of such changes, if any, may be. Any delay or
failure in obtaining required approvals could adversely affect our ability to generate revenues from the particular product
candidate for which we are seeking approval. Furthermore, any regulatory approval to market a product may be subject to
limitations on the approved uses for which we may market the product or the labeling or other restrictions. In addition, the FDA
has the authority to require a risk evaluation and mitigation strategy (“ REMS ”) as a condition of approval, which may impose
further requirements or restrictions on the distribution or safe use of an approved drug, such as limiting prescribing rights to
certain physicians or medical centers that have undergone specialized training, limiting treatment to patients as specially defined
by the indication statement or who meet certain 46safe-47safe - use criteria, and requiring treated patients to enroll in a registry,
among other requirements. These limitations and restrictions may limit the size of the market for the product and affect
reimbursement by third- party payors. We are also subject to numerous foreign regulatory requirements governing, among other
things, the conduct of clinical trials, manufacturing and marketing authorization, pricing and payment. The foreign regulatory
approval process varies among countries and may include all of the risks associated with FDA approval described above, as well
as risks attributable to the satisfaction of local regulations in foreign jurisdictions. Approval by the FDA does not ensure
approval by comparable regulatory authorities outside of the United States and vice versa. Even if we obtain regulatory
approvals, our marketed drugs will be subject to ongoing regulatory oversight. If we or our collaborators or contractors fail to
comply with continuing U. S. and foreign requirements, our approvals, if obtained, could be limited or withdrawn, we could be
subject to other penalties, and our business would be seriously harmed. Following any initial regulatory approval of any drugs
we may develop, we will also be subject to continuing regulatory oversight, including the review of adverse drug experiences
and safety data that are reported after our drug products are made commercially available. This would include results from any
post- marketing studies or surveillance to monitor the safety and efficacy of the drug product required as a condition of approval
or agreed to by us. Any regulatory approvals that we receive for our product candidates may also be subject to limitations on the
approved uses for which the product may be marketed. Other ongoing regulatory requirements include, among other things,
submissions of safety and other post- marketing information and reports, registration and listing, as well as continued



maintenance of our marketing application, compliance with cGMP requirements and quality oversight, compliance with post-
marketing commitments, and compliance with goed clinical practice (“ GCP ) for any clinical trials that we conduct post-
approval. Failure to comply with these requirements could result in warning or untitled letters, criminal or civil penalties, recalls,
or product withdrawals. In addition, we are conducting our clinical trials and we intend to seek approval to market our product
candidates in jurisdictions outside of the United States, and therefore will be subject to, and must comply with, regulatory
requirements in those jurisdictions. The FDA has significant post- market authority, including, for example, the authority to
require labeling changes based on new safety information and to require post- market studies or clinical trials for a variety of
reasons. The FDA also has the authority to require a REMS plan after approval, which may impose further requirements or
restrictions on the distribution or use of an approved drug. We ;eur— or our contract manufacturing organizations (“ CMOs
), and the manufacturing facilities we use to make our product candidates will also be subject to ongoing assessment of product
quality, compliance with cGMP, and periodic inspection by the FDA and potentially other regulatory agencies. We or our
CMOs may not be able to comply with applicable cGMP regulations or similar regulatory requirements outside of the United
States. Our failure, or the failure of our CMOs, to comply with applicable regulations could result in regulatory actions, such as
the issuance of FDA Form 483 notices of observations, warning letters or sanctions being imposed on us, including clinical
holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of
product candidates or drugs, operating restrictions and criminal prosecutions, any of which could significantly and adversely
affect supplies of our products. We may not have the ability or capacity to manufacture material at a broader commercial scale in
the future. We and our CMOs currently manufacture a limited supply of clinical trial materials. Reliance on CMOs entails risks
to which we would not be subject if we manufactured all of our material ourselves, including reliance on the CMO for
regulatory compliance. Our product promotion and advertising will also be subject to regulatory requirements and continuing
regulatory review. If we or our collaborators, manufacturers or service providers fail to comply with applicable continuing
regulatory requirements in the United States or foreign jurisdictions in which we may seek to market our products, we or they
may be subject to, among other things, fines, warning letters, holds on clinical trials, refusal by the FDA or comparable foreign
regulatory authorities to approve pending applications or supplements to approved applications, suspension or withdrawal of
regulatory approval, product recalls and seizures, refusal to permit the import or export of products, operating restrictions,
injunction, consent decree, civil penalties and criminal prosecution. Gut-480ur product candidates for which we obtain
approval may face competition sooner than anticipated. 47Ever—- Even if we are successful in achieving regulatory approval to
commercialize a product candidate ahead of our competitors, our future pharmaceutical products may face direct competition
from generic and other follow- on drug products. Any of our product candidates that may achieve regulatory approval in the
future may face competition from generic products earlier or more aggressively than anticipated, depending upon how well such
approved products perform in the U. S. prescription drug market. Our ability to compete may also be affected in many cases by
insurers or other third- party payors seeking to encourage the use of generic products. The Hatch- Waxman Amendments to the
federal Food, Drug, and Cosmetic Act (“ FDCA *) authorized the FDA to approve generic drugs that are the same as drugs
previously approved for marketing under the NDA provisions of the statute pursuant to abbreviated new drug applications (“
ANDAs ”), and also created the Section 505 (b) (2) NDA pathway. An ANDA relies on the preclinical and clinical testing
conducted for a previously approved reference listed drug and must demonstrate to the FDA that the generic drug product is
identical to the reference listed drug (“ RLD ) with respect to the active ingredients, the route of administration, the dosage
form, and the strength of the drug and also that it is *“ bioequivalent ” to the reference listed drug. In contrast, Section 505 (b) (2)
enables the applicant to rely, in part, on the FDA’ s prior findings of safety and efficacy data for an existing product, or
published literature, in support of its application. Section 505 (b) (2) provides an alternate path to FDA approval for new or
improved formulations or new uses of previously approved products; for example, a follow- on applicant may be seeking
approval to market a previously approved drug for new indications or for a new patient population that would require new
clinical data to demonstrate safety or effectiveness. Such products, if approved and depending upon the scope of the changes
made to the reference drug, may also compete with any product candidates for which we receive approval. The FDA is
prohibited by statute from approving an ANDA or 505 (b) (2) NDA when certain marketing or data exclusivity protections
apply to the reference listed drug. However, if any competitor or third party is able to demonstrate bioequivalence without
infringing our patents, then such competitor or third party may then be able to gain approval of an ANDA and introduce a
competing generic product onto the market. Furthermore, the CREATES Act established a private cause of action that permits a
generic product developer to sue the brand manufacturer to compel it to furnish necessary samples of an RLD on “ commercially
reasonable, market- based terms. ” If generic developers request samples of any product candidates for which we receive
marketing approval in order to conduct comparative testing to support one or more ANDAs for a generic version of our
products, and we refuse any such request, we may be subject to litigation under the CREATES Act. Although lawsuits have
been filed under the CREATES Act since its enactment, those lawsuits have settled privately; therefore, to date, no federal court
has reviewed or opined on the statutory language and there continues to be uncertainty regarding the scope and application of
the law. We cannot predict the interest of potential follow- on competitors or how quickly others may seek to come to market
with competing products, whether approved as a direct ANDA competitor or as a Section 505 (b) (2) NDA referencing one of
our future product candidates. If the FDA approves generic versions of any of our products in the future, should they be
approved for commercial marketing, such competitive products may be able to immediately compete with us in each indication
for which our product has received approval, which could negatively impact our future revenue, profitability and cash flows and
substantially limit our ability to obtain a return on our investments. Risks associated with operating in foreign countries could
materially adversely affect our product development should we elect to extend development outside the U. S. Should we elect to
extend development outside the U. S., we may be subject to risks related to operating in foreign countries. Risks associated with
conducting operations in foreign countries include: ¢ differing regulatory requirements for drug approvals and regulation of



approved drugs in foreign countries; more stringent privacy requirements for data to be supplied to our operations in the United
States, e. g., GDPR in the EU; 49 » unexpected changes in tariffs, trade barriers and regulatory requirements; economic
weakness, including inflation, or political instability in particular foreign economies and markets; compliance with tax,
employment, immigration and labor laws for employees living or traveling abroad; foreign taxes, including withholding of
payroll taxes; 48—+ differing payor reimbursement regimes, governmental payors or patient self- pay systems and price controls;
« foreign currency fluctuations, which could result in increased operating expenses or reduced revenues, and other obligations
incident to doing business or operating in another country; * workforce uncertainty in countries where labor unrest is more
common than in the United States; * continued uncertainties related to the withdrawal of the UK from the EU (known as *
Brexit ) and its financial, trade, regulatory and legal implications, which could lead to legal uncertainty and potentially
divergent national laws and regulations as the UK determines which EU laws to replace or replicate, and which may further
create global economic uncertainty, which could materially adversely affect our business, business opportunities, results of
operations, financial condition, and cash flows; ¢ production shortages resulting from any events affecting raw material supply
or manufacturing capabilities abroad, including those that may result from the recent coronavirus outbreak; and ¢ business
interruptions resulting from geopolitical actions, including war and terrorism. Our results of operations may be adversely
affected by current and potential future healthcare legislative and regulatory actions. Legislative and regulatory actions affecting
government prescription drug procurement and reimbursement programs occur relatively frequently. In the U. S., the Patient
Protection and Affordable Care Act (the “ ACA ) was enacted in 2010 to expand healthcare coverage. Since then, numerous
efforts have been made to repeal, amend or administratively limit the ACA in whole or in part. With regard to biopharmaceutical
products, the ACA, among other things, addressed a new methodology by which rebates owed by manufacturers under the
Medicaid Drug Rebate Program are calculated for drugs that are inhaled, infused, instilled, implanted or injected, increased the
minimum Medicaid rebates owed by manufacturers under the Medicaid Drug Rebate Program and extended the rebate program
to individuals enrolled in Medicaid managed care organizations, established annual fees on manufacturers of certain branded
prescription drugs, and created a new Medicare Part D coverage gap discount program. We expect that future changes or
additions to the ACA, the Medicare and Medicaid programs, and changes stemming from other healthcare reform measures,
especially with regard to healthcare access, financing or other legislation in individual states, could have a material adverse
effect on the healthcare industry in the United States. Complying with any new legislation or reversing changes implemented
under the ACA could be time- intensive and expensive, resulting in a material adverse effect on our business. If we are slow or
unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to
maintain regulatory compliance, we may lose any marketing approval that we otherwise may have obtained and we may not
achieve or sustain profitability, which would adversely affect our business, prospects, financial condition and results of
operations. Additionally, on December 20, 2019, the Further Consolidated Appropriations Act for 2020 was signed into law (P.
L. 116- 94) and includes a piece of bipartisan legislation called the Creating and Restoring Equal Access to Equivalent Samples
Act 0f 2019 (the “ CREATES Act ). The CREATES Act aims to address the concern articulated by both the FDA and others in
the industry that some brand manufacturers have improperly restricted the distribution of their products, including by invoking
the existence of a REMS for certain products, to deny generic product developers access to samples of brand products. Because
generic product developers need samples of a reference listed drug, to conduct certain comparative testing required by the FDA,
some have attributed the inability to timely obtain samples as a cause of delay in the entry of generic products. To remedy this
concern, the CREATES Act establishes a private cause of action that permits a generic product developer to sue the brand
manufacturer to compel it to furnish the necessary samples on “ commercially reasonable, market- based terms. ” Whether and
how generic product developments will use this new pathway, as well as the likely outcome of any legal challenges to
provisions of the CREATES Act, remain highly uncertain and its potential effects on any of our future commercial products are
unknown. For a drug product to receive federal reimbursement under the Medicaid or Medicare Part B programs or to be sold
directly to U. S. government agencies, the manufacturer must extend discounts to entities eligible to participate in the 340B
Drug Pricing Program. The maximum amount that a manufacturer may charge a 340B covered entity for a given produet
S0product is the average manufacturer price (““ AMP ”), reduced by the rebate amount paid by the manufacturer to Medicaid
for each unit of that product. As of 2010, the ACA expanded the types of entities eligible to receive discounted 340B pricing,
although, under the current state of the law, with the exception of children’ s hospitals, these newly eligible entities will not be
eligible to receive discounted 340B pricing on orphan drugs. In addition, as 340B drug pricing is 49determined--- determined
based on AMP and Medicaid rebate data, the revisions to the Medicaid rebate formula and AMP definition described above
could cause the required 340B discount to increase. Moreover, there has been heightened governmental scrutiny over the
manner in which manufacturers set prices for their marketed products, which has resulted in several Congressional inquiries and
proposed and enacted federal and state legislation designed to, among other things, bring more transparency to product pricing,
review the relationship between pricing and manufacturer patient programs, and reform government program reimbursement
methodologies for drug products. For example, the 2021 Consolidated Appropriations Act signed into law on December 27,
2020 incorporated extensive healthcare provisions and amendments to existing laws, including a requirement that all
manufacturers of drug products covered under Medicare Part B report the product’ s average sales price to the Centers for
Medicare and Medicaid Services (“ CMS ) beginning on January 1, 2022, subject to enforcement via civil money penalties.
The U. S. Depamnent of Health and Human Services (“ DHHS ) has also solicited feedback on various measures intended to
lower drug prices and reduce the out- of- pocket costs of drugs and has implemented others under its existing authority. In
August 2022, Pfeﬁdent—B-tdeﬁ—stgned—mfe—&le—law—the Inflation Reduction Act of 2022 (the “ IRA ”) was signed into law . The
IRA has multiple provisions that may impact the prices of drug products that are both sold into the Medicare program and
throughout the United States. Starting in 2023, a manufacturer of a drug or biological product covered by Medicare Parts B or D
must pay a rebate to the federal government if the drug product’ s price increases faster than the rate of inflation. This



calculation is made on a drug product by drug product basis and the amount of the rebate owed to the federal government is
directly dependent on the volume of a drug product that is paid for by Medicare Parts B or D. Additionally, starting in payment
year 2026, CMS will negotiate drug prices annually for a select number of single source Part D drugs without generic or
biosimilar competition. CMS will also negotiate drug prices for a select number of Part B drugs starting for payment year 2028.
If a drug product is selected by CMS for negotiation, it is expected that the revenue generated from such drug will decrease.
CMS has begun to implement these new authorities and entered into the first set of agreements with pharmaceutical
manufacturers to conduct price negotiations in October 2023. However, the IRA’ s impact on the pharmaceutical industry in the
United States remains uncertain, in part because multiple large pharmaceutical companies and other stakeholders (e. g., the U. S.
Chamber of Commerce) have initiated federal lawsuits against CMS arguing the program is unconstitutional for a variety of
reasons, among other complaints. Those lawsuits are currently ongoing. In addition, many states have proposed or enacted
legislation that seeks to indirectly or directly regulate pharmaceutical drug pricing, such as by requiring biopharmaceutical
manufacturers to publicly report proprietary pricing information or to place a maximum price ceiling on pharmaceutical
products purchased by state agencies. For example, in recent years, several states have formed prescription drug affordability
boards (“ PDABs ). Much like the IRA” s drug price negotiation program, these PDABs have attempted to implement upper
payment limits (“ UPLs ) on drugs sold in their respective states in both public and commercial health plans. In August 2023,
Colorado’ s PDAB announced a list of five prescription drugs that would undergo an affordability review. The effects of these
efforts remain uncertain pending the outcomes of several federal lawsuits challenging state authority to regulate prescription
drug payment limits. In December 2020, the U. S. Supreme Court held unanimously that federal law does not preempt the
states’ ability to regulate pharmaceutical benefit managers (“ PBMs ) and other members of the healthcare and pharmaceutical
supply chain, an important decision that may lead to further and more aggressive efforts by states in this area. The Federal Trade
Commission (“ FTC ) in mid- 2022 also launched sweeping investigations into the practices of the PBM industry that could
lead to additional federal and state legislative or regulatory proposals targeting such entities’ operations, pharmacy networks, or
financial arrangements. Significant efforts to change the PBM industry as it currently exists in the U. S. may affect the entire
pharmaceutical supply chain and the business of other stakeholders, including pharmaceutical product developers like us.
Changes to the Medicaid program at the federal or state level could also have a material adverse effect on our business.
Proposals that could impact coverage and reimbursement of our products, including giving states more flexibility-S1flexibility
to manage drugs covered under the Medicaid program and permitting the re- importation of prescription medications from
Canada or other countries, could have a material adverse effect by limiting our products’ use and coverage. Furthermore, state
Medicaid programs could request additional supplemental rebates on our products as a result of an increase in the federal base
Medicaid rebate. To the extent that private insurers or managed care programs follow Medicaid coverage and payment
developments, they could use the enactment of these increased rebates to exert $8prteing—- pricing pressure on our products,
and the adverse effects may be magnified by their adoption of lower payment schedules. Other proposed regulatory actions
affecting manufacturers could have a material adverse effect on our business. It is difficult to predict the impact, if any, of any
such proposed legislative and regulatory actions or resulting state actions on the use and reimbursement of our products in the U.
S., but our results of operations may be adversely affected. Risks Related to Our Dependence on Third PartiesIf we are unable to
establish sales and marketing capabilities or enter into agreements with third parties to market and sell our product candidates,
we may not be successful in commercializing ibezapolstat or any other product candidate if and when such product candidates
are approved. We do not have a sales or marketing infrastructure and have no experience in the sale or marketing of
pharmaceutical products. To achieve commercial success for any approved product, we must either develop a sales and
marketing organization or outsource these functions to third parties. If ibezapolstat receives marketing approval, we intend to
commercialize it in the U. S. with our own focused, specialized sales force. We plan to evaluate the potential for utilizing
additional collaboration, distribution and marketing arrangements with third parties to commercialize ibezapolstat in other
jurisdictions where we retain commercialization rights. There are risks involved with establishing our own sales and marketing
capabilities and entering into arrangements with third parties to perform these services. For example, recruiting and training a
sales force is expensive and time- consuming and could delay any product launch. If the commercial launch of a product
candidate for which we recruit a sales force and establish marketing capabilities is delayed or does not occur for any reason, we
would have prematurely or unnecessarily incurred these commercialization expenses. This may be costly, and our investment
would be lost if we cannot retain or reposition our sales and marketing personnel. Factors that may inhibit our efforts to
commercialize our products on our own include: @ our inability to recruit, train and retain adequate numbers of effective sales
and marketing personnel; e the inability of sales personnel to obtain access to or persuade adequate numbers of physicians to
prescribe any future products; e the lack of complementary products to be offered by sales personnel, which may put us at a
competitive disadvantage relative to competitors with more extensive product lines; and e unforeseen costs and expenses
associated with creating an independent sales and marketing organization. If we enter into arrangements with third parties to
perform sales and marketing services, our product revenues or the profitability of these product revenues will likely be lower
than if we were to market and sell any products that we develop ourselves. In addition, we may not be successful in entering into
arrangements with third parties to sell and market our product candidates or may be unable to do so on terms that are acceptable
to us. We likely will have little control over such third parties, and any of them may fail to devote the necessary resources and
attention to sell and market our products effectively. If we do not establish sales and marketing capabilities successfully, either
on our own or in collaboration with third parties, we will not be successful in commercializing our product candidates. ¥e
52We contract with third parties for the manufacture of our product candidates for preclinical studies and our ongoing clinical
trials, and expect to continue to do so for additional clinical trials and ultimately for commercialization. This reliance on third
parties increases the risk that we will not have sufficient quantities of our product candidates or drugs or such quantities at an
acceptable cost, which could delay, prevent or impair our development or commercialization efforts. We do not currently have



the infrastructure or internal capability to manufacture supplies of our product candidates for use in development and
commercialization. We rely, and expect to continue to rely, on third- party manufacturers for the production of our product
candidates for preclinical studies and clinical trials under the guidance of members of our organization. We do not have long-
term supply agreements. Furthermore, the raw materials for our product candidates are sourced, in some cases, from a single-
source supplier although other sources are available. For example, drug Stsubstanree--- substance and drug product are sourced
from our principal supplier, Piramal Pharma Solutions, in Ennore, India and Ahmedabad, India, respectively. Chemical raw
materials used for drug substance manufacture are sourced locally in India and are generally available. Accordingly, we do not
anticipate difficulties sourcing drug substance for our clinical trials or, if FDA approved, for our marketing period, but we have
not yet sourced a backup supplier because we currently have sufficient supply to complete our Phase 2b clinical trial. We are
considering U. S. sources of drug substance for the commercial period if ibezapolstat is FDA approved and we anticipate
several manufacturing options will be available. If we were to experience an unexpected loss of supply of any of our product
candidates or any of our future product candidates for any reason, whether as a result of manufacturing, supply or storage issues
or otherwise, we could experience delays, disruptions, suspensions or terminations of, or be required to restart or repeat, any
pending or ongoing clinical trials. We expect to continue to rely on third- party manufacturers for the commercial supply of any
of our product candidates for which we obtain marketing approval. We may be unable to maintain or establish required
agreements with third- party manufacturers or to do so on acceptable terms. Even if we are able to establish agreements with
third- party manufacturers, reliance on third- party manufacturers entails additional risks, including: e the failure of the third
party to manufacture our product candidates according to our schedule, or at all, including if our third- party contractors give
greater priority to the supply of other products over our product candidates or otherwise do not satisfactorily perform according
to the terms of the agreements between us and them; e the reduction or termination of production or deliveries by suppliers, or
the raising of prices or renegotiation of terms; @ the termination or nonrenewal of arrangements or agreements by our third-
party contractors at a time that is costly or inconvenient for us; ® the breach by the third- party contractors of our agreements
with them; e the failure of third- party contractors to comply with applicable regulatory requirements; @ the failure of the third
party to manufacture our product candidates according to our specifications; @ the mislabeling of clinical supplies, potentially
resulting in the wrong dose amounts being supplied or active drug or placebo not being properly identified; @ clinical supplies
not being delivered to clinical sites on time, leading to clinical trial interruptions, or of drug supplies not being distributed to
commercial vendors in a timely manner, resulting in lost sales; and e the misappropriation of our proprietary information,
including our trade secrets and know- how. We do not have complete control over all aspects of the manufacturing process of,
and are dependent on, our contract manufacturing partners for compliance with cGMP regulations for manufacturing both active
drug substances and finished drug products. Third- party manufacturers may not be able to comply with cGMP regulations or
similar regulatory requirements outside of the U. S. If our contract manufacturers cannot successfully manufacture material that
conforms to our specifications and the strict regulatory requirements of the FDA, EMA or others, they will not be able to secure
and / or maintain marketing approval for their manufacturing facilities. In addition, we do not have control over the ability of our
contract manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the FDA, EMA or a
comparable foreign regulatory authority does not approve these facilities for the manufacture of our product candidates or if it
withdraws any such approval in the future, we may need to find alternative manufacturing facilities, which would significantly
impact our ability to develop, obtain marketing approval for or market our product eandidates-5S3candidates , if approved. Our
failure, or the failure of our third- party manufacturers, to comply with applicable regulations could subject us and our third-
party manufacturers to warning letters or other enforcement- related letters, holds on clinical trials or could result in further
sanctions being imposed on us or our third- party manufacturers, including fines, injunctions, civil penalties, delays, suspension
or withdrawal of approvals, license revocation, seizures or recalls of product candidates or drugs, operating restrictions and
criminal prosecutions, any of which could significantly and adversely affect supplies of our product candidates or drugs and
harm our business and results of operations. Our current and anticipated future dependence upon others for the manufacture of
our product candidates or drugs may adversely affect our future profit margins and our ability to commercialize any product
candidates that receive marketing approval on a timely and competitive basis. 52We-We rely on third party clinical
investigators, contract research organizations (“ CROs ), clinical data management organizations and consultants to design,
conduct, supervise and monitor preclinical studies and clinical trials of our product candidates. Because we rely on third parties
and do not have the ability to conduct preclinical studies or clinical trials independently, we have less control over the timing,
quality and other aspects of preclinical studies and clinical trials than we would if we conducted them on our own. These
investigators, CROs and consultants are not our employees and we have limited control over the amount of time and resources
that they dedicate to our programs. These third parties may have contractual relationships with other entities, some of which
may be our competitors, which may draw time and resources from our programs. Further, these third parties may not be diligent,
careful or timely in conducting our preclinical studies or clinical trials, resulting in the preclinical studies or clinical trials being
delayed or unsuccessful. If we cannot contract with acceptable third parties on commercially reasonable terms, or at all, or if
these third parties do not carry out their contractual duties, satisfy legal and regulatory requirements for the conduct of
preclinical studies or clinical trials or meet expected deadlines, our preclinical and clinical development programs could be
delayed and otherwise adversely affected. In all events, we are responsible for ensuring that each of our preclinical studies and
clinical trials is conducted in accordance with the general investigational plan and protocols for the trial. The FDA and other
health authorities require preclinical studies to be conducted in accordance with GLP and clinical trials to be conducted in
accordance with GCP, including 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. If we
or our CROs fail to comply with these requirements, the data generated in our clinical trials may be deemed unreliable or
uninterpretable and the FDA may require us to perform additional preclinical studies or clinical trials. Our reliance on third



parties that we do not control does not relieve us of these responsibilities and requirements. Any such event could adversely
affect our business, financial condition, results of operations and prospects. If ultimate users of our product candidates are
unable to obtain adequate reimbursement from third- party payers, or if new restrictive legislation is adopted, market acceptance
of our proposed products may be limited and we may not achieve material revenues. The continuing efforts of government and
insurance companies, health maintenance organizations and other payers of healthcare costs to contain or reduce costs of
healthcare may affect our future revenues and profitability, and the future revenues and profitability of our potential customers,
suppliers and collaborative partners and the availability of capital. For example, in the U. S., given recent federal and state
government initiatives directed at lowering the total cost of healthcare, the U. S. Congress and state legislatures will likely
continue to focus on healthcare reform, the cost of prescription pharmaceuticals and on the reform of the Medicare and
Medicaid systems. While we cannot predict whether any such legislative or regulatory proposals will be adopted, the
announcement or adoption of such proposals and related laws, rules and regulations could materially harm our business,
financial condition, results of operations or stock price. Moreover, the passage of the ACA in 2010, and efforts to amend or
repeal such law, has created significant uncertainty relating to the scope of government regulation of healthcare and related legal
and regulatory requirements, which could have an adverse impact on sales of our products. Moreover, our ability to
commercialize our product candidates will depend in part on the extent to which appropriate reimbursement levels for the cost
of such products and related treatments are obtained by governmental authorities, private health insurers and other organizations,
such as HMOs. Consumers and third- party payers are iereastnghy-S4increasingly challenging the prices charged for medical
drugs and services. Also, the trend toward managed healthcare in the U. S. and the concurrent growth of organizations such as
HMOs, which could control or significantly influence the purchase of healthcare services and drugs, as well as legislative
proposals to reform healthcare or reduce government insurance programs, may all result in lower prices for or rejection of our
proposed products. $36ur--- Our relationships with future customers and third- party payors will be subject to applicable anti-
kickback, fraud and abuse and other healthcare laws and regulations, which could expose us to criminal sanctions, civil
penalties, contractual damages, reputational harm and diminished profits and future earnings. Healthcare providers, physicians
and third- party payors will play a primary role in the recommendation and prescription of any product candidates for which we
obtain marketing approval. Our future arrangements with third- party payors and customers may expose us to broadly applicable
fraud and abuse and other healthcare laws and regulations that may constrain the business or financial arrangements and
relationships through which we would market, sell and distribute our products. As a pharmaceutical company, even though we
do not and may not control referrals of healthcare services or bill directly to Medicare, Medicaid or other third- party payors,
federal and state healthcare laws and regulations pertaining to fraud and abuse and patients’ rights are and will be applicable to
our business. These regulations include: ® the Federal Healthcare Anti- Kickback Statute that prohibits, among other things,
persons from knowingly and willfully soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or
in kind, to induce or reward, or in return for, either the referral of an individual for, or the purchase, order or recommendation of,
any good or service, for which payment may be made under a federal healthcare program such as Medicare and Medicaid, and
which will constrain our marketing practices and the marketing practices of our licensees, educational programs, pricing
policies, and relationships with healthcare providers or other entities; ® the federal physician self- referral prohibition,
commonly known as the Stark Law, which prohibits physicians from referring Medicare or Medicaid patients to providers of
designated health services ” with whom the physician or a member of the physician’ s immediate family has an ownership
interest or compensation arrangement, unless a statutory or regulatory exception applies; ® federal false claims laws that
prohibit, among other things, individuals or entities from knowingly presenting, or causing to be presented, claims for payment
from Medicare, Medicaid, or other government reimbursement programs that are false or fraudulent, and which may expose
entities that provide coding and billing advice to customers to potential criminal and civil penalties, including through civil
whistleblower or qui tam actions, and including as a result of claims presented in violation of the Federal Healthcare Anti-
Kickback Statute, the Stark Law or other healthcare- related laws, including laws enforced by the FDA; e the federal Health
Insurance Portability and Accountability Act of 1996, (“ HIPAA ™), which imposes criminal and civil liability for executing a
scheme to defraud any healthcare benefit program and also created federal criminal laws that prohibit knowingly and willfully
falsifying, concealing or covering up a material fact or making any materially false statements in connection with the delivery of
or payment for healthcare benefits, items or services that, as amended by the Health Information Technology for Economic and
Clinical Health Act, also imposes obligations, including mandatory contractual terms, with respect to safeguarding the privacy,
security and transmission of individually identifiable health information; e federal physician sunshine requirements under the
ACA, which requires manufacturers of approved drugs, devices, biologics and medical supplies to report annually to the HHS,
information related to payments and other transfers of value to physicians, other healthcare providers, and teaching hospitals,
and ownership and investment interests held by physicians and other healthcare providers and their immediate family members
and applicable group purchasing organizations; e the Federal Food, Drug, and Cosmetic Act, which, among other things, strictly
regulates drug product marketing, prohibits manufacturers from marketing drug products for off- label use and regulates the
distribution of drug samples; and e state and foreign law equivalents of each of the above federal laws, such as anti- kickback
and false claims laws, which may apply to sales or marketing arrangements and claims involving healthcare items or services
reimbursed by non- governmental third- party payors, including private insurers, state laws requiring pharmaceutical companies
to comply with the pharmaceutical industry’ s voluntary compliance guidelines and the-5Sthe relevant compliance guidance
promulgated by the federal government and which may require drug manufacturers to report information related to payments
and other transfers of value to physicians and other healthcare providers or marketing expenditures, and state and foreign laws
governing the privacy and security of health information in specified circumstances, many of which differ from each other in
significant ways and often are not preempted by federal laws such as HIPAA, thus complicating compliance efforts. S4Efforts—-
Efforts to ensure that our business arrangements with third parties will comply with applicable healthcare laws and regulations



will involve substantial costs. 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, imprisonment,
exclusion from government funded healthcare programs, such as Medicare and Medicaid, and the curtailment or restructuring of
our operations. If any physicians or other healthcare providers or entities with whom we expect to do business are found to not
be in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions, including exclusions
from government funded healthcare programs. Risks Related to Intellectual PropertyWe may be involved in lawsuits to protect
or enforce our patents. Competitors may infringe our patents. To counter infringement or unauthorized use, we or our
collaborators may be required to file infringement lawsuits that can be expensive and time- consuming. In addition, in an
infringement proceeding, a court may decide that one of our patents is not valid, is unenforceable and / or is not infringed, or
may refuse to stop the other party from using the technology at issue on the grounds that our patents do not cover the
technology in question. An adverse result in any litigation or defense proceedings could put one or more of our patents at risk of
being invalidated or interpreted narrowly and could put any pending applications at risk of being interpreted narrowly and not
issuing. Interference proceedings or derivation proceedings may be filed to determine the priority of inventions with respect to
our patents or patent applications or those of our licensors (if any). An unfavorable outcome could require us to cease using the
related technology or to attempt to license rights from the prevailing party. Our business could be harmed if the prevailing party
does not offer us a license on commercially reasonable terms. We may not be able to prevent, alone or with our licensors (if
any), misappropriation of our intellectual property rights, both in the U. S. and in countries where the laws may not protect those
rights as fully as in the U. S. Other proceedings, such as proceedings before the U. S. Patent and Trademark Office Patent Trial
and Appeal Board, filed by a third party may result in the invalidation of one or more of our patents. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our
confidential information could be compromised by disclosure during this type of litigation. There could also be public
announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts or
investors perceive these results to be negative, it could have a material adverse effect on the price of our common stock.
Intellectual property litigation could cause us to spend substantial resources and distract our personnel from their normal
responsibilities. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims,
regardless of their merit, would cause us to incur significant expenses, and could distract our technical and management
personnel from their normal responsibilities. In the event of a successful claim of infringement against us, we may have to pay
substantial damages, including treble damages and attorneys’ fees for willful infringement, in addition to paying royalties,
redesign infringing products or obtain one or more licenses from third parties, which may be impossible or require substantial
time and monetary expenditure. A court may also issue an injunction against us preventing us from manufacturing and bringing
our products to market. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments and if securities analysts or investors perceive these results-S6results to be negative, it could have
a substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially increase our
operating losses and reduce the resources available for development activities or any future sales, marketing or distribution
activities. We may not have sufficient financial or other resources to conduct such litigation or proceedings adequately. Some of
our competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
greater financial resources. Uncertainties S5resulting--- resulting from the initiation and continuation of patent litigation or other
proceedings could compromise our ability to compete in the marketplace. We may need to license certain intellectual property
from third parties, and such licenses may not be available or may not be available on commercially reasonable terms. A third
party may hold intellectual property, including patent rights, that is important or necessary to the development or
commercialization of our products. It may be necessary for us to use the patented or proprietary technology of third parties to
commercialize our products, in which case we would be required to obtain a license from these third parties on commercially
reasonable terms, or our business could be harmed, possibly materially. Such licenses may not be available which could prevent
us from commercializing our products. Further, if we are alleged to infringe third party intellectual property rights, we could
face costly litigation, the outcome of which could negatively affect or prevent us from commercializing or developing our
products. In the event of an adverse decision against us in a litigation, we could be required to: pay substantial damages and
license fees, or even be prevented from using or commercializing our technologies and methods; and also be prevented from
further research and development efforts. In such case, we may be unable to develop alternative non- infringing products or
methods and unable to obtain one or more licenses from third parties. If we are unable to adequately protect or enforce our rights
to intellectual property or secure rights to third- party patents, we may lose valuable rights, experience reduced market share,
assuming any, or incur costly litigation to enforce, maintain or protect such rights. Our ability to license, obtain, enforce and
maintain patents, maintain trade secret protection and operate without infringing the proprietary rights of others is important to
the commercialization of any formulations or products under development. The patent positions of biotechnology and
pharmaceutical companies, including ours, are frequently uncertain and involve complex legal and factual questions. In addition,
the coverage claimed in a patent application can be significantly reduced before the patent is issued. Consequently, our patents,
patent applications and other intellectual property rights may not provide protection against competitive technologies or products
or may be held invalid if challenged or could be circumvented. Our competitors may also independently develop products
similar to ours or design around or otherwise circumvent patents issued to, or licensed by, us. In addition, the laws of some
foreign countries may not protect our proprietary rights to the same extent as U. S. law. Any of these occurrences would have a
material adverse effect on our business. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual
property claims may cause us to incur significant expenses, and could distract our technical and management personnel from



their normal responsibilities. In addition, there could be public announcements of the results of hearings, motions or other
interim proceedings or developments. Such litigation or proceedings could substantially increase our operating losses and reduce
the resources available for development, sales, marketing or distribution activities. We may not have sufficient financial or other
resources to adequately conduct such litigation or proceedings. Some of our competitors may be able to sustain the costs of such
litigation or proceedings more effectively than we can because of their greater financial resources. Accordingly, costs and lost
management time, as well as uncertainties resulting from the initiation and continuation of patent litigation or other proceedings,
could have a material adverse effect on our ability to compete in the marketplace. If we are unable to protect the confidentiality
of our trade secrets, our business and competitive position would be harmed. In addition to seeking patents for some of our
technology and products, we will also rely on trade secrets, including unpatented know- how, technology and other proprietary
and confidential information, to maintain our competitive position. We will seek to protect these trade secrets, in part, by
entering into non- disclosure and confidentiality agreements-5S7agreements with parties who have access to them, such as our
employees, corporate collaborators, outside scientific collaborators, contract manufacturers, consultants, advisors and other third
parties. However, we cannot guarantee that we will have executed these agreements with each party that may have or have had
access to our trade secrets or that the agreements we do execute will provide adequate protection. Any party with whom we
have executed such an agreement could breach that agreement and disclose our proprietary or confidential information,
including our trade secrets, and we $6may—- may not be able to obtain adequate remedies for such breaches. Enforcing a claim
that a party illegally disclosed or misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is
unpredictable. In addition, some courts inside and outside the U. S. are less willing or unwilling to protect trade secrets. If any of
our trade secrets were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent
them, or those to whom they communicate it, from using that technology or information to compete with us. If any of our trade
secrets, particularly unpatented know- how, were to be obtained or independently developed by a competitor, our competitive
position would be harmed. Risks Related to Our Common StockBecause we do not anticipate paying any cash dividends on our
common stock in the foreseeable future, capital appreciation, if any, will be your sole source of gain. We have never paid or
declared any cash dividends on our common stock. We currently intend to retain earnings, if any, to finance the growth and
development of our business and we do not anticipate paying any cash dividends in the foreseeable future. As a result, only
appreciation of the price of our common stock will provide a return to our members. Provisions in our corporate charter
documents and under Delaware law could make an acquisition of our company, which may be beneficial to our stockholders,
more difficult and may prevent attempts by our stockholders to replace or remove our current management. These provisions
might discourage, delay or prevent a change in control of our company or a change in our management. The existence of these
provisions could adversely affect the voting power of holders of common stock and limit the price that investors might be
willing to pay in the future for shares of our common stock. Furthermore, we have the authority to issue shares of our preferred
stock without further stockholder approval, the rights of which will be determined at the discretion of the board of directors and
that, if issued, could operate as a *“ poison pill ” to dilute the stock ownership of a potential hostile acquirer to prevent an
acquisition that our board of directors does not approve. In addition, our certificate of incorporation and bylaws contain
provisions that may make the acquisition of our company more difficult, including the following: e our authorized but unissued
and unreserved common stock and preferred stock could make more difficult or discourage an attempt to obtain control of us by
means of a proxy contest, tender offer, merger or otherwise; ® our board of directors is classified into three classes of directors
with staggered three- year terms and directors are only able to be removed from office for cause; ® our stockholders will only be
able to take action at a meeting of stockholders and will not be able to take action by written consent for any matter, except in
certain circumstances; ® a special meeting of our stockholders may only be called by the chairperson of our board of directors or
a majority of our board of directors; ® advance notice procedures apply for stockholders to nominate candidates for election as
directors or to bring matters before an annual meeting of stockholders; and e certain amendments to our certificate of
incorporation and any amendments to our bylaws by our stockholders will require the approval of at least two- thirds of our
then- outstanding voting power entitled to vote generally in an election of directors, voting together as a single class. 57We
58We are an “ emerging growth company, ” and a *“ smaller reporting company ” and we cannot be certain if the reduced
reporting requirements applicable to emerging growth companies and smaller reporting companies will make our common stock
less attractive to investors. We are an *“ emerging growth company, ” as defined in the JOBS Act. For as long as we continue to
be an emerging growth company, we intend to take advantage of exemptions from various reporting requirements that are
applicable to other public companies that are not emerging growth companies, including: @ being permitted to provide only two
years of audited financial statements, in addition to any required unaudited interim condensed financial statements, with
correspondingly reduced “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations
disclosure in this Form 10- K; @ not being required to comply with the auditor attestation requirements of Section 404 of the
Sarbanes- Oxley Act; ® reduced disclosure obligations regarding executive compensation in our periodic reports and proxy
statements; and @ exemptions from the requirements of holding nonbinding advisory stockholder votes on executive
compensation and stockholder approval of any golden parachute payments not previously approved. We cannot predict if
investors will find our common stock less attractive because we may rely on these exemptions. If some investors find our
common stock less attractive as a result, there may be a less active trading market for our common stock and our stock price
may be more volatile. We will remain an emerging growth company until the earlier of (1) the last day of the fiscal year (a)
following the fifth anniversary of the completion of our initial public offering, (b) in which we have total annual gross revenue
of at least $ 1. 87235 billion (as adjusted for inflation pursuant to SEC rules from time to time), or (c¢) in which we are deemed
to be a large accelerated filer, which means the market value of our common stock that is held by non- affiliates exceeds $ 700
million as of the prior June 30th, and (2) the date on which we have issued more than $ 1. 0 billion in non- convertible debt
securities during the prior three- year period. Under the JOBS Act, emerging growth companies can also delay adopting new or



revised accounting standards until such time as those standards apply to private companies. We intend to take advantage of the
extended transition period for adopting new or revised accounting standards under the JOBS Act as an emerging growth
company. As a result of this election, our financial statements may not be comparable to companies that comply with public
company effective dates. We are also a smaller reporting company, and we will remain a smaller reporting company until the
fiscal year following the determination that our voting and non- voting shares of common stock held by non- affiliates is more
than $ 250 million measured on the last business day of our second fiscal quarter, or our annual revenues are less than $ 100
million during the most recently completed fiscal year and our voting and non- voting shares of common stock held by non-
affiliates is more than $ 700 million measured on the last business day of our second fiscal quarter. Similar to emerging growth
companies, smaller reporting companies have reduced disclosure obligations, such as an exemption from providing selected
financial data and an ability to provide simplified executive compensation information and only two years of audited financial
statements. The price of our stock may be volatile, and you could lose all or part of your investment. The market price of shares
of our common stock could be subject to wide fluctuations in response to many risk factors listed in this section and many others
beyond our control. In addition to the factors discussed in this “ Risk Factors ” section and elsewhere in this Form 10- K, these
factors include: ® the commencement, enrollment, completion or results of our current Phase 2b clinical trial of ibezapolstat; 58&
59 e any delay in our regulatory filings for ibezapolstat or our future product candidates and any adverse development or
perceived adverse development with respect to the applicable regulatory authority’ s review of such filings, including without
limitation the FDA” s issuance of a “ refusal to file ” letter or a request for additional information; @ adverse results or delays,
suspensions or terminations in future preclinical studies or clinical trials; ® our decision to initiate a clinical trial, not to initiate a
clinical trial or to terminate an existing clinical trial; ® adverse regulatory decisions, including failure to receive regulatory
approval of ibezapolstat or any other product candidate or the failure of a regulatory authority to accept data from preclinical
studies or clinical trials conducted in other countries; ® changes in laws or regulations applicable to ibezapolstat or any other
product candidate, including but not limited to clinical trial requirements for approvals; e adverse developments concerning our
manufacturers; ® our inability to obtain adequate product supply for any approved product or inability to do so at acceptable
prices; ® our inability to establish collaborations, if needed; ® our failure to commercialize our product candidates, if approved;
e additions or departures of key scientific or management personnel; ® unanticipated serious safety concerns related to the use
of ibezapolstat or any other product candidate; e introduction of new products or services offered by us or our competitors; ®
announcements of significant acquisitions, strategic partnerships, joint ventures or capital commitments by us or our
competitors; ® our ability to effectively manage our growth; e actual or anticipated variations in quarterly operating results; ®
our cash position; @ our failure to meet the estimates and projections of the investment community or that we may otherwise
provide to the public; e publication of research reports about us or our industry, or product candidates in particular, or positive or
negative recommendations or withdrawal of research coverage by securities analysts; ® changes in the market valuations of
similar companies; ® changes in the structure of the healthcare payment systems; ® overall performance of the equity markets;
® sales of our common stock by us or our stockholders in the future; @ trading volume of our common stock; @ changes in
accounting practices; ® ineffectiveness of our internal controls; @ disputes or other developments relating to proprietary rights,
including patents, litigation matters and our ability to obtain patent protection for our technologies; ® significant lawsuits,
including patent or stockholder litigation; @ general political ane-, economic and market conditions, many of which are beyond
our control, such as military eenflets— conflict between Russia and Ukraine er-as well as the conflict in the Middle East
between Isracl and Hamas ;-3 and e other events or factors, many of which are beyond our control. In addition, the stock market
has experienced significant volatility, particularly with respect to pharmaceutical, biotechnology and other life sciences
company stocks. The volatility of pharmaceutical, biotechnology and other life sciences company stocks often does not relate to
the operating performance of the companies represented by the stock. If our quarterly operating results fall below the
expectations of investors or securities analysts, the price of our common stock could decline substantially. Furthermore, any
quarterly fluctuations in our operating results may, in turn, cause the price of our stock to fluctuate substantially. We believe that
quarterly comparisons of our financial results are not necessarily meaningful and should not be relied upon as an indication of
our future performance. 5931-60In the past, securities class action litigation has often been initiated against companies following
periods of volatility in their stock price. This type of litigation could result in substantial costs and divert our management’ s
attention and resources, and could also require us to make substantial payments to satisfy judgments or to settle litigation. Our
largest stockholders will exercise significant influence over our company for the foreseeable future, including the outcome of
matters requiring stockholder approval. Our officers, directors and their affiliates currently collectively own 4-5 , 577187 , 599
099 shares of our common stock (on an as- converted basis) or approximately 2726 % of our outstanding shares of common
stock (on an as- converted basis) as of December 31, 2623-2024 . Accordingly, if these stockholders were to choose to act
together, they could have a significant influence over all matters requiring stockholder approval, including the election of
directors and approval of significant corporate transactions, such as a merger or other sale of our company or all or a significant
percentage of our assets. This concentration of ownership could limit your ability to influence corporate matters and may have
the effect of delaying or preventing a third party from acquiring control over us. We cannot assure you that the interests of our
officers, directors and affiliated persons will coincide with the interests of the investors. So long as our officers, directors and
affiliated persons collectively controls a significant portion of our common stock, these individuals and / or entities controlled
by them, will continue to collectively be able to strongly influence or effectively control our decisions. Therefore, you should
not invest in reliance on your ability to have any control over our company. Nasdaq may delist our securities from trading on its
exchange, which could limit investors’ ability to make transactions in our securities and subject us to additional trading
restrictions. Shewtd-On February 24 2025 we f&rl—te—sat-lsfy—t-he—recelved a letter from The Nasdaq Stock Market (“ Nasdaq
) notifying us that >s—ee : nts-or-for the preceding 31
consecutive business days our common stock did not malntaln a minimum closmg bid price of § 1. 00 per share as required




by Nasdaq Listing Rule 5550 (a) (2) (the “ Minimum Bid Price Requirement ). In accordance with Nasdaq Listing Rule
5810 (c) (3) (A), we have a grace period of 180 calendar days, or until August 25, 2025, to regain compliance with Nasdaq
Listing Rule 5550 (a) (2). Compliance can be achieved automatically and without further action if the closing bid price of
our common stock is at or above $ 1. 00 for a minimum of 10 consecutive business days at any time during the 180- day
compliance period, in which case Nasdaq will notify us of our compliance and the matter will be closed. If, however, we
do not achieve compliance with the Minimum Bid Price Requirement by August 25, 2025, we may be eligible for
additional time to comply. In order to be eligible for such additional time, we will be required to meet the continued
listing requirement for market value of publicly held shares and all other initial listing standards for The Nasdaq Capital
Market, with the exception of the Minimum Bid Price Requirement, and must notify Nasdaq in writing of our intention
to cure the deficiency during the second compliance period, by effecting a reverse stock split, if necessary. However, if it
appears to Nasdaq that we will not be able to cure the deficiency, or if we are otherwise not eligible, Nasdaq will provide
notice that our common stock will be subject to delisting. We would then be entitled to appeal that determination to a
Nasdaq hearings panel. Should we fail to satisfy additional continued listing requirements, such as the corporate
governance requirements or the Minimum Bid Price Requirement , Nasdaq may take steps to delist our common stock.
Such a delisting would likely have a negative effect on the price of our common stock, and would impair your ability to sell or
purchase our common stock when you wish to do so. In the event of a delisting, we would take actions to restore our compliance
with Nasdaq’ s listing requirements, but we can provide no assurance that any such action taken by us would allow our common
stock to become listed again, stabilize the market price or improve the liquidity of our common stock, prevent our common
stock from dropping below Nasdaq’ s mintrramr-Minimum bid-Bid priee-Price requirementRequirement or prevent future
non- compliance with the Nasdaq’ s listing requirements. #-61If Nasdaq does not maintain the listing of our securities for
trading on its exchange, we could face significant material adverse consequences, including: e a limited availability of market
quotations for our common stock; @ reduced liquidity for our common stock; @ a determination that our common stock is a
penny stock ”” which will require brokers trading in our common stock to adhere to more stringent rules and possibly result in a
reduced level of trading activity in the secondary trading market for our securities; ® a limited amount of news and analyst
coverage; and @ a decreased ability to issue additional common stock or obtain additional financing in the future. General Risk
FactorsThe requirements of being a public company may strain our resources, divert management’ s attention and affect our
ability to attract and retain qualified board members. As a public company, we are subject to the reporting requirements of the
Exchange Act, the Sarbanes- Oxley Act, the Dodd- Frank Act, the listing requirements of Nasdaq and other applicable securities
rules and regulations. Compliance with these rules and regulations has increased, and will likely continue to increase our legal
and financial compliance costs, make some activities more difficult, time- consuming or costly, and place significant strain on
our personnel, systems and resources. In addition, changing laws, regulations and standards relating to corporate governance
60and-—- and public disclosure are creating uncertainty for public companies, increasing legal and financial compliance costs
and making some activities more time consuming. These laws, regulations and standards are subject to varying interpretations,
in many cases due to their lack of specificity, and, as a result, their application in practice may evolve over time. This could
result in continuing uncertainty regarding compliance matters, higher administrative expenses and a diversion of management’ s
time and attention. Further, if our compliance efforts differ from the activities intended by regulatory or governing bodies due to
ambiguities related to practice, regulatory authorities may initiate legal proceedings against us and our business may be harmed.
Being a public company that is subject to these rules and regulations also make it more expensive for us to obtain and retain
director and officer liability insurance and we may in the future be required to accept reduced coverage or incur substantially
higher costs to obtain or retain adequate coverage. These factors could also make it more difficult for us to attract and retain
qualified members of our board of directors and qualified executive officers. Cyber incidents or attacks directed at us could
result in information theft, data corruption, operational disruption and / or financial loss. We depend on digital technologies,
including information systems, infrastructure and cloud applications and services, including those of third parties with which we
may deal. Sophisticated and deliberate attacks on, or security breaches in, our systems or infrastructure, or the systems or
infrastructure of third parties or the cloud, could lead to corruption or misappropriation of our assets, proprietary information
and sensitive or confidential data. As an early- stage company without significant investments in data security protection, we
may not be sufficiently protected against such occurrences. We may not have sufficient resources to adequately protect against,
or to investigate and remediate any vulnerability to, cyber incidents. It is possible that any of these occurrences, or a
combination of them, could have adverse consequences on our business and lead to financial loss. The costs related to
significant security breaches or disruptions could be material and could exceed the limits of the cybersecurity insurance we
maintain, if any, against such risks. If the information technology systems of our third- party vendors and other contractors and
consultants become subject to disruptions or security breaches, we may have insufficient recourse against such third parties and
may have to expend significant resources to mitigate the impact of such an event, and to develop and implement protections to
prevent future events of this nature from occurring. We cannot assure you that our data protection efforts will prevent significant
breakdowns, data leakages, breaches in our systems, or those of our third- party vendors and other contractors and consultants,
or other cyber incidents that could have a material adverse effect upon our reputation, business, operations, or financial
condition. For example, if such an event-62event were to occur and cause interruptions in our operations, or those of our third-
party vendors and other contractors and consultants, it could result in a material disruption of our programs and the development
of our services and technologies could be delayed. Furthermore, significant disruptions of our internal information technology
systems or those of our third- party vendors and other contractors and consultants, or security breaches could result in the loss,
misappropriation, and / or unauthorized access, use, or disclosure of, or the prevention of access to, confidential information
(including trade secrets or other intellectual property, proprietary business information, and personal information), which could
result in financial, legal, business, and reputational harm to us. For instance, any such event that leads to unauthorized access,



use, or disclosure of personal information, including personal information regarding our customers or employees, could harm
our reputation directly, compel us to comply with federal and / or state breach notification laws and foreign law equivalents,
subject us to mandatory corrective action, and otherwise subject us to liability under laws and regulations that protect the privacy
and security of personal information, which could result in significant legal and financial exposure and reputational damages
that could potentially have an adverse effect on our business. Although we take measures to protect sensitive data from
unauthorized access, use or disclosure, our information technology and infrastructure may be vulnerable to attacks by hackers or
viruses or breached due to personnel error, malfeasance, or other malicious or inadvertent disruptions. Any such breach or
interruption could compromise our networks and the information stored there could be accessed by unauthorized parties,
manipulated, publicly disclosed, lost, or stolen. 6+A#y—- Any such access, breach, or other loss of information could result in
legal claims or proceedings, liability under domestic or foreign privacy, data protection and data security laws such as HIPAA
and the Health Information Technology for Economic and Clinical Health Act (“ HITECH ”), and penalties. Notice of certain
security breaches must be made to affected individuals, the Secretary of HHS, and for extensive breaches, notice may need to be
made to the media or state attorneys general. Such notice could harm our reputation and our ability to compete. Although we
have implemented security measures, such data is currently accessible through multiple channels, and there is no guarantee we
can protect our data from breach. Unauthorized access, loss or dissemination could also damage our reputation or disrupt our
operations, including our ability to conduct our analyses, conduct research and development activities, collect, process and
prepare company financial information, and manage the administrative aspects of our business. Penalties for violations of these
laws vary. For instance, penalties for failure to comply with a requirement of HIPAA and HITECH vary significantly, and
include significant civil monetary penalties and, in certain circumstances, criminal penalties with fines up to $ 250, 000 per
violation and / or imprisonment. A person who knowingly obtains or discloses individually identifiable health information in
violation of HIPAA may face a criminal penalty of up to $ 50, 000 and up to one- year imprisonment. The criminal penalties
increase if the wrongful conduct involves false pretenses or the intent to sell, transfer or use identifiable health information for
commercial advantage, personal gain or malicious harm. Further, various states, such as California and Massachusetts, have
implemented similar privacy laws and regulations, such as the California Confidentiality of Medical Information Act, that
impose restrictive requirements regulating the use and disclosure of health information and other personally identifiable
information. These laws and regulations are not necessarily preempted by HIPAA, particularly if a state afford greater protection
to individuals than HIPAA. Where state laws are more protective, we have to comply with the stricter provisions. In addition to
fines and penalties imposed upon violators, some of these state laws also afford private rights of action to individuals who
believe their personal information has been misused. California’ s patient privacy laws, for example, provide for penalties of up
to $ 250, 000 and permit injured parties to sue for damages. Similarly, the CCPA allows consumers a private right of action
when certain personal information is subject to unauthorized access and exfiltration, theft or disclosure due to a business’ failure
to nnplement and maintain reasonable security procedures. The triat-data;the-CCPA-may-impaet-our-business-aetivitiestf-we
become a ““ Business ” regulated by the CCPA .Unlike other state privacy laws,the CCPA also regulates personal
information collected in a business to business and in human resources contexts .Further,there continues to be some
uncertalnly about how certain provmom of the CCPA W111 be 1nterpreted and how seme-areas-of-the law will be enforced We

eem-p-hanee—ln add1t10n to the CCPA broad consumer privacy laws recently Went into effect in Vlrglnla on January 1 ,2023,in
Colorado and Connecticut on July 1,2023,and in Utah on December 31,2023.New privacy laws will also become effective in
Florida,Montana ;0tregetrand Texas in 2024,in Delaware;- Tennessee and [owa ;NewHampshire;NewJersey;and-Tennessee-in
2025,and in Indiana in 2026 and Jradditten;numerous ether-62other states are considering new eemprehenstve-privacy laws.
Furthermore, Other-other U.S states,such as New York and-, Massachusetts ,and Utah have enacted stringent data security
laws and numerous other states have proposed similar privacy laws. New privacy Additionally;variousstates;sueh-as-Californta
and Massaehusetts;-data security laws have been proposed in more than half implemented-simitar-privaeylaws-and
regulations;sueh-as-the-Californta-Confidentiatity-of MedieaHnformationet-the states in the U.S.and in the

U.S.Congress,reflecting a trend toward more stringent privacy legislation in the U.S.,which trend interplay of federal and
state laws may be subject to varying interpretations by courts and government agencies, creating complex compliance issues for
us and data we receive, use and share, potentially exposing us to additional expense, adverse publicity and liability. Further, as
regulatory focus on privacy issues continues to increase and laws and regulations concerning the protection of personal
information expand and become more complex, these potential risks to our business could intensify. Changes in laws or
regulations associated with the enhanced protection of certain types of sensitive data, for the treatment of genetic data, along
with increased customer demands for enhanced data security infrastructure, could greatly increase our cost of providing our
productq decreaie demand for our products reduee our revenues and / or %ubject us to addltlonal hablhtleq We—may—fai-l—te




particular privacy, data secunty, and data protection risks in connection with 1equ11ements 01‘ EU S (Jeneral Ddtd Plotectlon
Regulation (“ GDPR ), the GDPR as it existed on December 31, 2020 but subject to certain UK B-—K=—specific amendments
incorporated into UK H-—¥-law on January 1, 2021 under the UK H5-K&K—GDPR and other data protection requirements. The
regulatory framework for collecting, using, safeguarding, sharing, transferring and other processing of information
worldwide is rapidly evolving and is likely to remain uncertain for the foreseeable future. The withdrawal of the UK
from the EU and the subsequent separation of the data protection regimes of these territories means we are required to
comply with separate data protection laws in the EU and the UK, which may lead to additional compliance costs and
could increase our overall risk. Similar laws and regulations govern our processing of personal data, including the
collection, access, use, analysis, modification, storage, transfer, security breach notification, destruction and disposal of
personal data. For example, the collection, use, disclosure, transfer, or other processing of personal data regarding
individuals in the EU, including personal health data, is subject to the GDPR, which took effect across all Member States
of the European Economic Area (“ EEA ”) on May 25, 2018, and as still in effect in the UK as the “ UK GDPR ”. On
June 28, 2021, the EU Commission adopted decisions on the UK’ s adequacy under the EU GDPR, and the UK continues
to operate under this adequacy decision. The GDPR applies to any company established in the EU as well as to those outside
he EU that process fﬂthefy'—ee-l-}eet—&nd-use—peuonal data in Connectlon w 1th the oﬁelmg of <roods or services to indiv 1duals in

about ho“ thelr pe1s0nal data w1ll -rn-ferm&&eﬁ—rs—te—be used 3 hlgher standards for organlzatlons to demonstrate that they
have obtained valid consent or have another legal basis in place to justify their data processing activities; the obligation
to appoint data protection officers in certain circumstances; new rights for individuals to be “ forgotten ” and rights to
data portability . as well as enhanced current rights (e. g., access requests); the principal of accountability and
demonstrating compliance through policies, procedures, training and audit; limitations on retention of information 1
mandatory data bledCh notmedtlon 1equ11ements 3 ,—ﬂﬁp-}emeﬁt-mg—sategualds to protect the security and confidentiality of

personal data ; ;-ta v s;restrictions on transfers of personal data outside of
the EU to third counmes deemed to laek ddequate privacy plotectlons (such as the U. S.), and has-ereated-onerous new
obligations and liabilities on services providers or data processors. In particular, medical or health data, genetic data and
biometric data are all classified as “ special category ” data under the GDPR and afford greater protection and require
additional compliance obligations. Further, the UK and EU member states have a broad right to impose additional
conditions — including restrictions — on these data categories. This is because the GDPR allows EU member states to
derogate from the requirements of the GDPR mainly in regard to specific processing situations (including special
category data and processing for scientific or statistical purposes). Non- compliance with the GDPR may result in monetary
penalties of up to € 20 million or 4 % of worldwide revenue, whichever is higher-greater . Moreover, data subjects can claim
damages resulting from infringement of the GDPR. The GDPR further grants non- profit organizations and consumer
organizations the right to bring claims on behalf of data subjects. The GDPR and other changes in laws or regulations
associated with the enhanced protection of certain types of personal data, such as healthcare data or other sensitive information,
could greatly increase our cost of providing our products and services or even prevent us from offering certain services in
jurisdictions that we may operate in. The GDPR may increase our responsibility and liability in relation to personal data that we
process where such processing is subject to the GDPR, and we may be required to put in place additional mechanisms to ensure
compliance with the GDPR, including as implemented by individual eeuntriessEU Member States . Compliance with the
GDPR is s#H-be-a rigorous and time- intensive process that may increase our cost of doing business or require us to change our
business practices, and despite those efforts, there is a risk that we may be subject to fines and penalties, litigation, and
reputational harm in connection with any eurFEurepean-activitics in the EU . In-addition;-further-Further to-, as referenced

above, following the UK 54" s extt-withdrawal from the EU (i endanuary34;2026-the-GDPPR-—eeased-to-apply-inrthe U- Kk
e . at, Brexit), and the end-expiry of the Brexit transition period , which ended on December 31, 2020 —Hewevetr-, the EU

GDPR has been implemented in the UK ( as efJantary15262+-the UK 65GDPR H—K->sEuropeanbnton(Withdrawal-)
Aet2048-ineorporatedthet-. K—The UK GDPR sits alongside inte--—K—daw—The - K-GDPR-and-the UK b—-Data
Protection Act 2018 setetut-which implements certain derogations in the 5-EU GDPR into UK law . &s-Under the UK
GDPR, companies not established in the UK but who process personal data proteetion-regtme-in relation to the offering of
goods or services to individuals in the UK , or to monitor their behavior will be subject to the UK GDPR — the
requirements of which is-independentfrombutenrrently;-are (at this time) largely aligned te-with those under the EU >s
data-proteetionregie-GDPR and as such, may lead to similar compliance and operational costs . Non- compliance with the
UK 5-—X-GDPR may result in monetary penalties of up to £ 17. 5 million or 4 % of w 01ldW1de revenue, whichever is higher. In
addition, we may be unable to enJun e : ; e - transfer of

personal data to-from the EU UK and t-he—other Jurlsdlctlons to U. {GS -feﬁ or a—feuieother countrles due to llmltatlons

POSES ata a—This-ensures-that-data ﬂow S bet-weeﬂ— In partlcular, the EEA and the UK have
s1gn1ﬁcantly regulated the transfer of personal data to the U. &S . and other countries whose privacy laws it 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 data from
m EEA fema-rn-&na-ffeeted—'Phe-and the UK to the U -IGS Governmentin comphance with law, such has- as &}se—new

d Sldnddld LOHIIdCllel clauses (—and the ﬁew—newly sfaﬁéafé
eeﬂffaefua-l-elaﬁsesa- adopted Data Prlvacy F ramework these mechanisms are subject to fegitimize-legal challenges, and
there is no assurance that we can satisfy or rely on these measures to lawfully transfers— transfer personal data to the U.
S. If there is no lawful manner for us to transfer personal data from the EEA, the UK or other jurisdictions to the U. S.,
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 at significant expense, increased exposure to regulatory actions, substantial
fines and penalties, the inability to transfer data and work with partners, vendors and other third parties, and
injunctions against our processing or transferring of personal data necessary to operate our business. Additionally,
compames that transfer per sonal data out of the EEA and the UK to other ]lll‘lSdlCthIlS, partlcularly to the U. S., are

ve are inv csllgalud by a—Eufepeaﬂ—an EEA or UK ddld plOlLLll()l] dulhOIllV we may face fines and olhur penalties , whlch o
Ry-Stie on-or-chargesb es-could have a negative effect on our existing business
and on our dblllly to attract and retain new clients or pharnmgcumdl partners. We may also experience hesitancy, reluctance, or
refusal by Eurepean-EEA, UK, or multi- national clients or pharmaceutical partners to continue to use our products due to the
potential risk exposure because of the current (and future) data protection obligations imposed on them by certain data
protection authorities in interpretation of current law, including the GDPR and UK GDPR . Such clients or pharmaceutical
partners may also view any alternative approaches to compliance as being too Loslly, too burdensome, too legally uncertain, or
otherwise objectionable and therefore decide not to do business with us. Any of the foregoing could materially harm our
business, prospects, financial condition, and results of operations. In addition, many jurisdictions outside of Europe-the EEA
and the UK are also considering and / or enacting comprehensive data protection legislation. For example, as of August 2020,
hu Blaallan (JLI]erl Dala Plolccllon Law nnposus sllnmull requirements Slllllldl to GDPR with respect to pcm)nal information




Proteetionaw—We also continue to see jurisdictions imposing data localization laws. These regulations may interfere with our
intended business activities, inhibit our ability to expand into those markets or prohibit us from continuing to offer services in
those markets without significant additional costs. Because the interpretation and application of many domestic and
international privacy and data protection laws tinelading-the-GBPR)-, commercial frameworks, and standards are uncertain, it
is possible that these laws, frameworks, and standards may be interpreted and applied in a manner that is inconsistent with our
existing data management practices and policies. H-se-It is also possible that by complying with one law ., in-we may be
violating another. In addition to the possibility of fines, lawsuits, breach of contract claims, and other claims and penalties, we
could be required to fundamentally change our business activities and practices or modify our solutions, which could have an
adverse effect on our business. Failure to comply with current and future privacy and data protection laws and
regulations could result in government enforcement actions (including the imposition of significant penalties), criminal
and civil liability for us and our officers and directors, private litigation and / or adverse publicity that negatively affects
our business. Any inability to adequately address-respond to privacy and security concerns, even if unfounded, or to comply
with applicable privacy and seeurity-or-data seeurity-protection laws, regulations, and policies, could result in additional cost
and liability to us, damage our reputation, inhibit our ability to conduct trials, and adversely affect our business. Qur-660ur
issuance of additional capital stock in connection with potential future financings, acquisitions, investments, our stock incentive
plans or otherwise will dilute all other stockholders. We expect to issue additional capital stock in the future that will result in
dilution to all other stockholders. We expect to grant equity awards to employees, directors and consultants under our stock
incentive plans. We may also raise capital through equity financings in the future. As part of our business strategy, we may
acquire or make investments in complementary companies, products or technologies and issue equity securities to pay for any
such acquisition or investment. Any such issuances of additional capital stock may cause stockholders to experience significant
dilution of their ownership interests and the per share value of our common stock to decline. Our employees, principal
investigators, consultants and commercial partners may engage in misconduct or other improper activities, including non-
compliance with regulatory standards and requirements and insider trading. We are exposed to the risk of fraud or other
misconduct by our employees, principal investigators, consultants and collaborators. Misconduct by these parties could include
intentional failures to comply with the regulations of the FDA and non- U. S. regulators, to provide accurate information to the
FDA and non- U. S. regulators, to comply with healthcare fraud and abuse laws and regulations in the U. S. and abroad, to
report financial information or data accurately or to disclose unauthorized activities to us. In particular, sales, marketing and
business arrangements in the healthcare industry are subject to extensive laws and regulations intended to prevent fraud,
misconduct, kickbacks, self- dealing and other abusive practices. These laws and regulations may restrict or prohibit a wide
range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other business
arrangements. Such misconduct could also involve the improper use of information obtained during clinical studies that could
result in regulatory sanctions and cause serious harm to our reputation. It is not always possible to identify and deter employee
misconduct, and the precautions we take to detect and prevent this activity may not be effective in controlling unknown or
unmanaged risks or losses or 65i-in protecting us from governmental investigations or other actions or lawsuits stemming from
a failure to comply with these laws or regulations. If any such actions are instituted against us and we are not successful in
defending ourselves or asserting our rights, those actions could have a significant impact on our business, including the
imposition of significant fines or other sanctions. There may be limitations on the effectiveness of our internal controls, and a
failure of our control systems to prevent error or fraud may materially harm us. Proper systems of internal control over financial
accounting and disclosure are critical to the operation of a public company. We may be unable to effectively establish such
systems, especially in light of the fact that we expect to operate as a publicly reporting company. This would leave us without
the ability to reliably assimilate and compile financial information about us and significantly impair our ability to prevent error
and detect fraud, all of which would have a negative impact on us from many perspectives. Moreover, we do not expect that
disclosure controls or internal control over financial reporting, even if established, will prevent all error and all fraud. A control
system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that the control system
s objectives will be met. Further, the design of a control system must reflect the fact that there are resource constraints and the
benefits of controls must be considered relative to their costs. Because of the inherent limitations in all control systems, no
evaluation of controls can provide absolute assurance that all control issues and instances of fraud, if any, have been detected.
Failure of our control systems to prevent error or fraud could materially adversely impact us. The estimates and judgments we
make, or the assumptions on which we rely, in preparing our financial statements could prove inaccurate. Our financial
statements have been prepared in accordance with 8=S—-GAAP. The preparation of these financial statements requires us to
make estimates and judgments that affect the reported amounts of our assets, liabilities, revenues and expenses, the amounts of
charges accrued by us and related disclosure of contingent assets and liabilities. We-67We base our estimates on historical
experience and on various other assumptions that we believe to be reasonable under the circumstances. We cannot assure,
however, that our estimates, or the assumptions underlying them, will not change over time or otherwise prove inaccurate. Any
potential litigation related to the estimates and judgments we make, or the assumptions on which we rely, in preparing our
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financial statements could have a material adverse effect on our financial results, harm our business, and cause our share price to
decline. Failure to comply with the United States Foreign Corrupt Practices Act could subject us to penalties and other adverse
consequences. As a Delaware corporation, we are subject to the United States Foreign Corrupt Practices Act, which generally
prohibits U. S. companies from engaging in bribery or other prohibited payments to foreign officials for the purpose of obtaining
or retaining business. Some foreign companies, including some that may compete with us, may not be subject to these
prohibitions. Corruption, extortion, bribery, pay- offs, theft and other fraudulent practices may occur from time- to- time in
countries in which we conduct our business. However, our employees or other agents may engage in conduct for which we
might be held responsible. If our employees or other agents are found to have engaged in such practices, we could suffer severe
penalties and other consequences that may have a material adverse effect on our business, financial condition and results of
operations. Litigation may adversely affect our business, financial condition and results of operations. From time to time in the
normal course of our business operations, we may become subject to litigation that may result in liability material to our
financial statements as a whole or may negatively affect our operating results if changes to our business operation are required.
The cost to defend such litigation may be significant and may require a diversion of our resources. There also may be adverse
publicity associated with litigation that could negatively affect customer perception of our business, regardless of whether the
allegations are valid or whether we are ultimately found liable. As a result, litigation may adversely affect our business,
financial condition and results of operations. 66H-If we fail to comply with environmental, health and safety laws and
regulations, we could become subject to fines or penalties or incur costs that could harm our business. We are subject to
numerous environmental, health and safety laws and regulations, including those governing laboratory procedures and the
handling, use, storage, treatment and disposal of hazardous materials and wastes. From time to time and in the future, our
operations may involve the use of hazardous and flammable materials, including chemicals and biological materials, and may
also produce hazardous waste products. Even if we contract with third parties for the disposal of these materials and waste
products, we cannot completely eliminate the risk of contamination or injury resulting from these materials. In the event of
contamination or injury resulting from the use or disposal of our hazardous materials, we could be held liable for any resulting
damages, and any liability could exceed our resources. We also could incur significant costs associated with civil or criminal
fines and penalties for failure to comply with such laws and regulations. We maintain workers’ compensation insurance to cover
us for costs and expenses we may incur due to injuries to our employees resulting from the use of hazardous materials, but this
insurance may not provide adequate coverage against potential liabilities. However, we do not maintain insurance for
environmental liability or toxic tort claims that may be asserted against us. In addition, we may incur substantial costs to comply
with current or future environmental, health and safety laws and regulations. Current or future environmental laws and
regulations may impair our research, development or production efforts that could adversely affect our business, financial
condition, results of operations or prospects. In addition, fallure to Comply Wlth these laws and regulatlonq may result in
qubitantlal ﬁneq penaltleq or other sanctions. 68 y




