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Investing in our securities involves a high degree of risk. You should consider carefully the risks described below, together with
all of the other information included or incorporated by reference in this Annual Report on Form 10- K. The risks described
below are material risks currently known, expected or reasonably foreseeable by us. However, the risks described below are not
the only ones that we face. Additional risks not presently known to us or that we currently deem immaterial may also affect our
business, operating results, prospects or financial condition. If any of these risks actually materialize, our business, prospects,
financial condition and results of operations could be seriously harmed. This could cause the trading price of our common stock
to decline, resulting in a loss of all or part of your investment. Summary of Risks Associated with our Business Our business and
an investment in our Company is subject to numerous risks and uncertainties, including those highlighted in the section titled
Risk Factors ” immediately following this summary. Some of these risks include: « We are a clinical- stage biopharmaceutical
company with no product (s) approved for commercial sale. * We rely on our license agreements to provide certain intellectual
property rights relating to autologous regulatory Treg technology If the l1cense is termmated we could lose the use of rlghts
materlal to the development of our product candldates - 0 :

GO¥A—1-9—1—tn’ce—a—P—hase—2—b—ehmea-l—t—1=1al— We have 1ncurred s1gn1ﬁcant losses since 1ncept10n We expect to contmue to incur
losses for the foreseeable future, and we may not generate sufficient revenue to achieve or maintain profitability. « We will need
to raise significant additional capital, which may not be available to us on acceptable terms, or at all. If we are unable to
successfully raise additional capital, our future clinical trials and product development could be limited and our long- term
viability may be threatened. * If we issue additional securities in the future, including issuances of shares of common stock upon
exercise of our outstanding options and warrants, our existing stockholders will be diluted and our stock price may be negatively
affected. » Our business may be materially adversely affected by public health outbreaks, epidemics, or pandemics (such as the
COVID- 19 pandemic). * We may encounter substantial delays in our planned clinical trials, or may not be able to conduct or
complete our clinical trials on the timelines we expect, if at all. « We do not currently own, lease or operate a principal
laboratory, research and development or manufacturing facility of our own. We currently collaborate with various research
institutions to perform these activities, including The Methodist Hospital in Houston, Texas. Establishing our own facilities
would result in significant additional expense and may result in potential delays in testing and production. * Any clinical trials
that are planned or are conducted on our product candidates may fail. Clinical trials are lengthy, complex and extremely
expensive processes with uncertain outcomes and results and frequent failures. « Our dependence on third parties to manufacture
our product candidates may increase the risk that preclinical development, clinical development and potential commercialization
of our product candidates could be delayed, prevented or impaired. « Our business is subject to, and may be affected by,
extensive and costly government regulation. * We may not obtain approval for our products and any product for which we
obtain required regulatory marketing authorization could be subject to post- approval regulation, and we may be subject to
penalties if we fail to comply with such post- approval requirements. * Even if we obtain regulatory approval to market our
product candidates, our product candidates may not be accepted by the market. « We face competition from companies that have
greater resources than we do, and we may not be able to effectively compete against these companies. * Global events, including
political instability, natural disasters, events of terrorism and wars, including the war between Ukraine and Russia, and the
corresponding tensions created from such conflict between Russia, the United States and countries in Europe as well as other
countries such as China; and the conflict between Hamas and Israel may negatively impact our business. ¢ If others claim we
are infringing on the intellectual property rights of third parties, we may be subject to costly and time- consuming litigation.
Risks Related to Our Business, Financial Condition and Capital Requirements We are a clinical- stage biotechnology company
with limited resources, have a limited operating history and have no products approved for commercial sale, which may make it
difficult to evaluate our current business and predict our future success and viability. We are a clinical- stage biotechnology
company that commenced operations in 2020. In addition, we have no products approved for commercial sale and therefore all
sources of capital have been obtained solely through financing. Pharmaceutical development is a highly uncertain undertaking
and involves a substantial degree of risk. To date, we have completed a Phase 2a clinical trial for just one of our product
candidates, and have not obtained marketing approval for any product candidates, manufactured a commercial scale product or
arranged for a third party to do so on our behalf, or conducted sales and marketing activities necessary for successful product
commercialization. Given the highly uncertain nature of drug development, we may never complete clinical trials beyond Phase
2 for any of our product candidates or initiate clinical trials for any of our product candidates, obtain marketing approval for any
product candidates, manufacture a commercial scale product or arrange for a third party to do so on our behalf, or conduct sales
and marketing activities necessary for successful product commercialization. Our limited operating history as a company makes
any assessment of our future success and viability subject to significant uncertainty. We will encounter risks and difficulties
frequently experienced by early- stage pharmaceutical companies in rapidly evolving fields, and we have not yet demonstrated
an ability to successfully overcome such risks and difficulties. If we do not address these risks and difficulties successfully, our
business, operating results and financial condition will suffer. We have incurred significant losses since our inception and we
expect to incur significant losses for the foreseeable future, and we will require sufficient additional funding to finance our
operations, which may not be available. Since our inception in 2020, we have incurred significant operating losses. Our net loss
was $ 8-14 . 8-9 million for the year ended December 31, 2623-2024 , and our accumulated deficit as of December 31, 2023



2024 was $ 25-40 . 9-7 million. We expect to continue to incur increasing operating losses for the foreseeable future as we
continue to develop our product candidates. In addition, we anticipate that our expenses will increase substantially if, and as, we:
« advance the development of COYA 301 and COY A 302;  advance additional product candidates to clinical trials, including
COYA 201 and COYA 206; « seek to discover and develop additional product candidates; ¢ establish and validate our own
clinical- and commercial- scale current good manufacturing practices, or cGMP, facilities; * submit a BLA or marketing
authorization application (“ MAA ) for COYA 301 or seek marketing approvals for any of our other product candidates that
successfully complete clinical trials; * maintain, expand and protect our intellectual property portfolio; ¢ acquire or in- license
other product candidates and technologies; ¢ incur additional costs associated with operating as a public company; and ¢ increase
our employee headcount and related expenses to support these activities. We may never succeed in any or all of these activities
and, even if we do, we may never generate revenues that are significant or large enough to achieve profitability. We have never
generated revenue from product sales and may never achieve or maintain profitability. We continue to incur significant research
and development and other expenses related to ongoing operations and the development of our product candidates, including
COYA 301, COYA 302, COYA 201, and COYA 206. All of our product candidates will require substantial additional
development time, capital and resources before we would be able to apply for or receive regulatory approvals and begin
generating revenue from product sales. We do not anticipate generating revenues from product sales unless and until such time
as our product candidates may be approved by FDA or other applicable regulatory authorities, and we are able to successfully
market and sell a product candidate. Our ability to generate revenues from product sales depends on our, or potential future
collaborators, success in: * completing clinical development of our product candidates;  seeking and obtaining regulatory
approvals for product candidates for which we successfully complete clinical trials, if any; * launching and commercializing
product candidates, by establishing a sales force, marketing and distribution infrastructure or, alternatively, collaborating with a
commercialization partner; ¢ qualifying for adequate coverage and reimbursement by government and third- party payors for
our product candidates; ¢ establishing, maintaining and enhancing a sustainable, scalable, reproducible and transferable
manufacturing process for our cell therapy product candidates; ¢ establishing and maintaining supply and manufacturing
relationships with third parties that can provide adequate products and services, in both amount and quality, to support clinical
development and the market demand for our product candidates, if approved; ¢ obtaining market acceptance of our product
candidates as a viable treatment option; * addressing any competing technological and market developments; * implementing
additional internal systems and infrastructure, as needed;  negotiating favorable terms in any collaboration, licensing or other
arrangements into which we may enter and performing our obligations in such collaborations; * maintaining, protecting and
expanding our portfolio of intellectual property rights, including patents, trade secrets, know- how, and trademarks; * avoiding
and defending against third- party interference or infringement claims; and ¢ attracting, hiring and retaining qualified personnel.
We anticipate incurring significant costs associated with commercializing any approved product candidate. Our expenses could
increase beyond our current expectations if we are required by the FDA or other global regulatory authorities to perform clinical
trials and other preclinical studies in addition to those that we currently anticipate. Even if we are able to generate revenues from
the sale of any approved products, we may not become profitable or be able to sustain or increase profitability on a quarterly or
annual basis. Our failure to become and remain profitable could decrease the value of our Company and impair our ability to
raise capital, thereby limiting our research and development programs and efforts to expand our business or continue our
operations. We will need to raise additional capital and if we are unable to successfully raise additional capital, our future
clinical trials and product development could be limited and our long- term viability may be threatened. We believe that our
existing cash, together with interest thereon, will be sufficient to fund our operations into 2026. We intend to use our existing
cash to, among other uses, advance our pipeline product candidates through preclinical and clinical development. Developing
pharmaceutical products and conducting preclinical studies and clinical trials is expensive. We will need to raise significant
additional capital to do so. Market volatility resulting from of the ongoing eenfliet-conflicts between Russia and Ukraine, and
Hamas and “attaek-against-Isracl and-, the effect of tariffs and / or any ensting-— resulting eenfliet-trade wars , generally
rising prices, increasing interest rates, effeets-ofthe-COVID-—9-pandemte-or other factors could adversely impact our ability to
access capital as and when needed. We have no commitments for any additional financing, and will likely be required to raise
such financing through the sale of additional equity securities or debt, which, in the case of equity securities, may occur at prices
lower than the price of our common stock and warrants. These financings could result in substantial dilution to the holders of
our common stock and warrants or require contractual or other restrictions on our operations or on alternatives that may be
available to us. If we issue debt, we may need to dedicate a substantial portion of our operating cash flow to paying principal and
interest on such debt and we may need to comply with operating restrictions, such as limitations on incurring additional debt,
which could impair our ability to acquire, sell or license intellectual property rights which could impede our ability to conduct
our business. Furthermore, the issuance of additional securities, whether equity or debt, by us, or the possibility of such
issuance, may cause the market price of our common stock to decline. If we raise additional funds through licensing or
collaboration arrangements with third parties, we may have to relinquish valuable rights to our product candidates, or grant
licenses on terms that are not favorable to us. Any such required financing may not be available in amounts or on terms
acceptable to us, and the failure to procure such required financing could have a material and adverse effect on our business,
financial condition and results of operations, or threaten our ability to continue as a going concern. Our present and future capital
requirements will be significant and will depend on many factors, including: * the progress and results of our development
efforts for our product candidates; ¢ the costs, timing and outcome of regulatory review of our product candidates; ¢ 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; ¢ the effect of competing technological and market developments; * the
degree and rate of market acceptance of our product candidates; ¢ costs associated with prosecuting or defending any litigation
that we are or may become involved in and any damages payable by us that result from such litigation; ¢ the extent to which we



acquire or in- license other products and technologies; ¢ the cost associated with being a public company, including obligations
to regulatory agencies, and increased investor relations and corporate communications expenses; and ¢ legal, accounting,
insurance and other professional and business- related costs. We may not be able to acquire additional funds on acceptable
terms, or at all. If we are unable to raise adequate funds, we may have to liquidate some or all of our assets or delay, reduce the
scope of or eliminate some or all of our development programs. If we do not have, or are not able to obtain, sufficient funds, we
may be required to delay development or commercialization of our product candidates. We also may have to reduce the
resources devoted to our product candidates or cease operations. Any of these factors could harm our operating results. As a
public company, we are obligated to develop and maintain proper and effective controls over financial reporting. If we fail to
maintain proper and effective internal controls over financial reporting in the future, our ability to produce accurate and timely
financial statements could be impaired, which could harm our operating results, investors’ views of us and, as a result, the value
of our securities. Section 404 of the Sarbanes- Oxley Act of 2002 requires us to evaluate the effectiveness of our internal control
over financial reporting as of the end of each fiscal year, and to include a management report assessing the effectiveness of our
internal control over financial reporting in our annual report on Form 10- K for that fiscal year. Our management, including our
principal executive officer and principal financial officer, does not expect that our internal control over financial reporting will
prevent all error and all fraud. We continue to operate with a small staff for financial reporting. Though the process and design
of our internal controls over financial reporting have not been altered, the small number of staft involved in financial reporting
may limit our ability to properly segregate internal control procedures which could result in deficiencies or material weaknesses
in our internal controls in the future. 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 involving a company have been, or will be, detected. The design of any system of controls is based in part on
certain assumptions about the likelihood of future events, and we cannot assure you that any design will succeed in achieving its
stated goals under all potential future conditions. Over time, controls may become ineffective because of changes in conditions
or deterioration in the degree of compliance with policies or procedures. Because of the inherent limitations in a cost- effective
control system, misstatements due to error or fraud may occur and not be detected. We cannot assure you that we or our
independent registered public accounting firm will not identify a material weakness in our internal control over financial
reporting in the future. A material weakness in our internal control over financial reporting would require management to
consider our internal control over financial reporting as ineffective. If our internal control over financial reporting is not
considered effective, we may experience a loss of public confidence, which could have an adverse effect on our business and on
the market price of our common stock. Any acquisitions or strategic collaborations may increase our capital requirements, dilute
our stockholders, cause us to incur debt or assume contingent liabilities or subject us to other risks. From time to time, we may
evaluate various acquisitions and strategic collaborations, including licensing or acquiring complementary drugs, intellectual
property rights, technologies or businesses. Any potential acquisition or strategic partnership may entail numerous risks,
including, but not limited to: * increased operating expenses and cash requirements; ¢ the assumption of indebtedness or
contingent or unknown liabilities; ¢ assimilation of operations, intellectual property and drugs of an acquired company,
including difficulties associated with integrating new personnel; * the diversion of our management’ s attention from our
existing drug programs and initiatives in pursuing such a strategic partnership, merger or acquisition; ¢ retention of key
employees, the loss of key personnel, and uncertainties about our ability to maintain key business relationships; ¢ risks and
uncertainties associated with the other party to such a transaction, including the prospects of that party and their existing drugs
or product candidates and regulatory approvals; and ¢ our inability to generate revenue from acquired drugs, intellectual property
rights, technologies, and / or businesses sufficient to meet our objectives in undertaking the acquisition or even to offset the
associated acquisition and maintenance costs. In addition, if we engage in acquisitions or strategic partnerships, we may issue
dilutive securities, assume or incur debt obligations, incur large one- time expenses or acquire intangible assets that could result
in significant future amortization expense. Moreover, we may not be able to locate suitable acquisition opportunities, and this
inability could impair our growth or limit access to technology or drugs that may be important to the development of our
business. Drug development is a highly uncertain undertaking and involves a substantial degree of risk. We have never
generated any revenue from product sales, we may never generate any revenue from product sales, and we may fail to generate
further revenue from grants or contracts or to be profitable. We have no products approved for commercial sale and have not
generated any revenue from product sales. Our ability to successfully commercialize our existing product candidates depends on
our ability to successfully obtain regulatory approvals, among other factors. Thus, we may not generate meaningful revenue
until after we have successfully begun and completed clinical development and received regulatory approval for the commercial
sale of a product candidate. We may never complete clinical development or receive regulatory approval for the commercial
sale of a product candidate and thus may never generate revenue from product sales. Because of the numerous risks and
uncertainties associated with drug development, we are unable to predict the timing or amount of our expenses, or when, if ever,
we will be able to generate any meaningful revenue or achieve or maintain profitability. In addition, our expenses could increase
beyond our current expectations if we are required by the FDA or foreign regulatory agencies to perform studies in addition to
those that we currently anticipate, or if there are any delays in any of our or our future collaborators’ clinical trials or the
development of any of our product candidates. Even if one or more of our product candidates is approved for commercial sale,
we anticipate incurring significant costs associated with commercializing any approved product candidate and ongoing
compliance efforts. Even if we are able to generate revenue from the sale of any approved products, we may not become
profitable and may need to obtain additional funding to continue operations. Revenue from the sale of any product candidate for
which regulatory approval is obtained will be dependent, in part, upon the size of the markets in the territories for which we



gain regulatory approval, the accepted price for the product, the ability to get reimbursement at any price and whether we own
the commercial rights for that territory. If the number of addressable patients is not as significant as we anticipate, the indication
approved by regulatory authorities is narrower than we expect, or the reasonably accepted population for treatment is narrowed
by competition, physician choice or treatment guidelines, we may not generate significant revenue from sales of such products,
even if approved. Even if we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or
annual basis. Our failure to become and remain profitable would decrease the value of our Company and could impair our
ability to raise capital, expand our business, maintain our research and development efforts, diversify our pipeline of product
candidates or continue our operations, and cause a decline in the value of our securities, all or any of which may adversely affect
our viability. Due to the significant resources required for the development of our programs, and depending on our ability to
access capital, we may prioritize development of certain product candidates over others. We may expend our limited resources
on programs that do not yield a successful product candidate and fail to capitalize on product candidates or indications that may
be more profitable or for which there is a greater likelihood of success. Due to the significant resources required for the
development of our programs, we may focus our programs on specific diseases and disease pathways and decide which product
candidates to prioritize and advance and the amount of resources to allocate to each. Our decisions concerning the allocation of
research, development, collaboration, management and financial resources toward particular product candidates or potential
therapeutic areas may not lead to the development of any viable commercial product and may divert resources away from better
opportunities. Similarly, our potential decisions to delay, terminate or collaborate with third parties in respect of certain
programs may subsequently also prove to be suboptimal and could cause us to miss valuable opportunities. We may fail to
capitalize on viable commercial products or profitable market opportunities, be required to forego or delay pursuit of
opportunities with other product candidates or other diseases and disease pathways that may later prove to have greater
commercial potential than those we choose to pursue, or relinquish valuable rights to such product candidates through
collaboration, licensing or other royalty arrangements in cases in which it would have been advantageous for us to invest
additional resources to retain sole development and commercialization rights. If we make incorrect determinations regarding the
viability or market potential of any or all of our programs or product candidates or misread trends in the pharmaceutical industry,
in particular, for neurodegenerative diseases, our business, prospects, financial condition and results of operations could be
materially adversely affected. We face risks related to public health epidemics and pandemics, ineluding-COVID-—9;-which
could significantly disrupt our preclinical studies and clinical trials. We are subject to risks associated with public health crises,
such as pandemics and epidemics, which may have a material adverse effect on our business. Global health outbreaks, such as
COVID- 19, have and may continue to adversely affect our employees, disrupt our business operations and practices, as well
those of our customers, partners, vendors and suppliers. Public health measures by government authorities such as travel bans,
social- distancing, lockdown measures, vaccination requirements may cause us to incur additional costs, limit our operations,
modify our business practices, diminish employee productivity or disrupt our supply chain, which may have a material adverse
effect on our business. To the extent a public health crisis will impact our business, financial condition and results of operations
depends on factors outside of our control, including severity, duration and the measures to contain the health outbreak. -
Disruptions in the global economy and supply chains may have a material adverse effect on our business, financial condition
and results of operations. Reeent-disruptions-Disruptions to the global economy siree2626-have impeded global supply chains,
resulting in longer lead times and also increased critical component costs and freight expenses. We have taken and may have to
take steps to minimize the impact of these disruptions in lead times and increased costs by working closely with our suppliers
and other third parties on whom we rely for the conduct of our business. Despite the actions we have undertaken or may have to
undertake to minimize the impacts from disruptions to the global economy, there can be no assurances that unforeseen future
events in the global supply chain will not have a material adverse effect on our business, financial condition and results of
operations. Furthermore, inflation can adversely affect us by increasing the costs of clinical trials, the research and development
of our product candidates, as well as administration and other costs of doing business. We may experience increases in the prices
of labor and other costs of doing business. In an inflationary environment, cost increases may outpace our expectations, causing
us to use our cash and other liquid assets faster than forecasted. If this happens, we may need to raise additional capital to fund
our operations, which may not be available in sufficient amounts or on reasonable terms, if at all, sooner than expected.
Unfavorable global economic conditions and adverse developments with respect to financial institutions and associated liquidity
risk could adversely affect our business, financial condition and stock price. The global credit and financial markets are
currently, and have from time to time experienced extreme volatility and disruptions, including severely diminished liquidity and
credit availability, rising interest and inflation rates, declines in consumer confidence, declines in economic growth, increases in
unemployment rates and uncertainty about economic stability. The financial markets and the global economy may also be
adversely affected by the current or anticipated impact of military conflict, including the ongoing conflict between Russia and
Ukraine and Hamas and “attaek-against-Isracl aﬂd—t-he—eﬂsaﬂag—een-ﬂ-ret— terrorism or other geopolitical events. Sanctions
imposed by the United States and other countries in response to such conflicts, may also adversely impact the financial markets
and the global economy, and any economic countermeasures by the affected countries or others could exacerbate market and
economic instability. There can be no assurance that future credit and financial market instability and a deterioration in
confidence in economic conditions will not occur. Our general business strategy may be adversely affected by any such
economic downturn, liquidity shortages, volatile business environment or continued unpredictable and unstable market
conditions. If the equity and credit markets deteriorate, or if adverse developments are experienced by financial institutions, it
may cause short- term liquidity risk and also make any necessary debt or equity financing more difficult, more costly, more
onerous with respect to financial and operating covenants and more dilutive. Failure to secure any necessary financing in a
timely manner and on favorable terms could have a material adverse effect on our growth strategy, financial performance and
stock price and could require us to delay or abandon clinical development plans. In addition, there is a risk that one or more of



our current service providers, financial institutions, manufacturers and other partners may be adversely affected by the foregoing
risks, which could directly affect our ability to attain our operating goals on schedule and on budget. Adverse global conditions,
including economic uncertainty, may negatively impact our financial results. Global conditions, dislocations in the financial
markets, any negative financial impacts affecting United States corporations operating on a global basis as a result of tax reform
or changes to existing trade agreements or tax conventions, or inflation, could adversely impact our business in a number of
ways, including longer sales cycles, lower prices for our products, reduced licensing renewals, customer disruption or foreign
currency fluctuations. In addition, the global macroeconomic environment could be negatively affected by public health
emergencies, pandemic or other epidemics, instability in global economic markets, increased U. S. trade tariffs and trade
disputes with other countries, instability in the global credit markets, supply chain weaknesses, instability in the geopolitical
environment as a result of the withdrawal of the United Kingdom from the European Union, the Russian invasion of Ukraine
and the resulting prolonged conflict and other political tensions, Hamas' attack against Israel and the ensuing conflict, and
foreign governmental debt concerns. Such challenges have caused, and may Contlnue to cause, uncertainty and 1nstab111ty in
local economles and in global financial markets. : ay-materialy-ady -6

—Our ablhty to use our net operating
loss carryovers and certain other tax attrlbutes may be hmlted We have 1ncurred significant losses since our inception and we
expect to continue to incur significant losses for the foreseeable future. Under the Internal Revenue Code of 1986, or the Code, a
corporation is generally allowed a deduction for net operating losses (“ NOLs ™), carried over from a prior taxable year. Any
NOLs generated after 2017 have no expiration. Net operating loss and tax credit carry- forwards are subject to review and
possible adjustment by the Internal Revenue Service (“ IRS ) and are subject to an annual limitation in the event of certain
cumulative changes in the ownership interest of significant stockholders over a three- year period in excess of 50 % as defined
under Sections 382 and 383 in the Internal Revenue Code. Based upon our analysis, we have determined that such an ownership
change has occurred and a Section 382 limitation has been applied in the current year to limit the amount of tax attributes
utilized. Risks Related to Development ;-and Regulatory Approval and-Ceommeretalizatton-Our business depends upon the
success of our potential therapeutic modalities and product candidates. Our success depends on our ability to utilize our three
Treg- modifying potential therapeutic modalities (the *“ Treg Modalities ”’) and to obtain regulatory approval for our product
candidates, to generate other product candidates derived from our Treg Modalities, and to then commercialize our other product
candidates for one or more indications. Our Treg Modalities and our product candidates have not been approved and may never
become commercialized. All of our product candidates developed from our Treg Platforms will require significant additional
clinical and non- clinical development, review and approval by the FDA or other applicable regulatory authorities in one or
more jurisdictions, substantial investment, access to sufficient commercial manufacturing capacity and significant marketing
efforts before they can be successfully commercialized. If any of our product candidates encounter safety or efficacy problems,
developmental delays or regulatory issues or other problems, such problems could impact or halt the development plans for our
other product candidates because all of our product candidates are based on the same core Treg engineering technology.
Utilizing Treg cells represents a novel approach to the treatment of neurodegenerative and auto immune diseases, and we must
overcome significant challenges in order to develop, commercialize and manufacture our product candidates. We have
concentrated our research and development efforts on utilizing Treg cells as an immunotherapy. To date, the FDA has approved
only a small number of cell- based therapies for commercialization. We are not aware of any Treg therapy approved by any
regulatory authority for commercial use. The processes and requirements imposed by the FDA or other applicable regulatory
authorities may cause delays and additional costs in obtaining approvals for marketing authorization for our product candidates.
Because our Treg Modalities are novel, and cell- based therapies are relatively new, regulatory agencies may lack experience in
evaluating product candidates like our Treg product candidates. This novelty may lengthen the regulatory review process,
including the time it takes for the FDA to review our IND applications if and when submitted, increase our development costs
and delay or prevent commercialization of our products. Additionally, advancing novel therapies for neurodegenerative and auto
immune diseases creates significant challenges for us, including: ¢ educating medical personnel regarding the potential side-
effect profile of our cells and, as the clinical program progresses, on observed side effects with the therapy; © training a
sufficient number of medical personnel on how to properly administer the clinical trials; ¢ enrolling sufficient numbers of
patients in clinical trials; * developing a reliable, safe and effective means of genetically modifying our cells; * manufacturing
our cells on a large scale and in a cost- effective manner; ¢ sourcing starting material suitable for clinical and commercial
manufacturing; and ¢ establishing sales and marketing capabilities, as well as developing a manufacturing process and




distribution network to support the commercialization of any approved products. We must be able to overcome these challenges
in order for us to develop, commercialize and manufacture COYA 301, COYA 302, COYA 303, COYA 201, COYA 206 and
€O0¥A+6+-and any of our other product candidates. Clinical development involves a lengthy and expensive process with an
uncertain outcome, and we may encounter substantial delays due to a variety of reasons outside our control. Clinical trials are
expensive, time consuming and subject to substantial uncertainty. Failure can occur at any time during the clinical trial process,
due to scientific feasibility, safety, efficacy, changing standards of medical care and other variables. The results from preclinical
testing or early clinical trials of a product candidate may not predict the results that will be obtained in later phase clinical trials
of the product candidate. We, the FDA, or other applicable regulatory authorities may suspend or terminate clinical trials of a
product candidate at any time for various reasons, including, but not limited to, a belief that subjects participating in such trials
are being exposed to unacceptable health risks or adverse side effects, or other adverse initial experiences or findings. The FDA,
or other applicable regulatory authorities may also require us to conduct additional testing, preclinical studies or clinical trials
due to negative or inconclusive results or other reasons, fail to approve the raw materials, manufacturing processes or facilities
of third- party manufacturers upon which we rely, find deficiencies in the manufacturing processes or facilities upon which we
rely, and change their approval policies or regulations or their prior guidance to us during clinical development in a manner
rendering our clinical data insufficient for approval. In addition, data collected from clinical trials may not be sufficient to
support the submission of a Biologics License Application (“ BLA ™) or other applicable regulatory filing. We cannot guarantee
that any clinical trials that we may plan or initiate will be conducted as planned or completed on schedule, if at all. A failure of
one or more of our clinical trials could occur at any stage. Events that may prevent successful initiation, timely completion, or
positive outcomes of our clinical development include, but are not limited to: ¢ delays in obtaining regulatory approval to
commence a clinical trial; ¢ delays in reaching agreement on acceptable terms with prospective clinical trial sites, the terms of
which can be subject to extensive negotiation and may vary significantly among different trial sites; * our ability to recruit
sufficient patients for our clinical trials in a timely manner or at all; ¢ delays in achieving a sufficient number of clinical trial
sites or obtaining the required institutional review board, or IRB, approval at each clinical trial site;  imposition of a temporary
or permanent clinical hold by us or by the FDA or other regulatory agencies based on emerging data; ¢ clinical sites deviating
from trial protocol or dropping out of a trial; * suspension or termination of a clinical trial by the IRBs of the institutions in
which such trials are being conducted or by the Data Safety Monitoring Board, or DSMB (where applicable);  delays in
sufficiently developing, characterizing or controlling a manufacturing process suitable for advanced clinical trials; ¢ delays in
reaching a consensus with regulatory agencies on the design or implementation of our clinical trials; * changes in regulatory
requirements or guidance that may require us to amend or submit new clinical protocols, or such requirements may not be as we
anticipate; * changes in the standard of care on which a clinical development plan was based, which may require new or
additional trials; ¢ insufficient or inadequate quality of our product candidates or other materials necessary to conduct preclinical
studies or clinical trials of our product candidates; ¢ clinical trials of our product candidates producing negative or inconclusive
results, which may result in our deciding, or regulators requiring us, to conduct additional clinical trials or abandon product
development programs; ¢ failure of enrolled patients in foreign countries to adhere to clinical protocol as a result of differences
in healthcare services or cultural customs, or additional administrative burdens associated with foreign regulatory schemes; or ¢
failure of ourselves or any third- party manufacturers, contractors or suppliers to comply with regulatory requirements, maintain
adequate quality controls, or be able to provide sufficient product supply to conduct and complete preclinical studies or clinical
trials of our product candidates. If global health concerns continue to prevent the FDA or other regulatory authorities from
conducting their regular inspections, reviews or other regulatory activities, it could significantly impact the ability of the FDA to
timely review and process our regulatory submissions. If we experience delays in the initiation, enrollment or completion of any
preclinical study or clinical trial of our product candidates, or if any preclinical studies or clinical trials of our product candidates
are canceled, the commercial prospects of our product candidates may be materially adversely affected, and our ability to
generate product revenues from any of these product candidates will be delayed or not realized at all. In addition, any delays in
completing our clinical trials may increase our costs and slow down our product candidate development and approval process.
Changes in the U. S. political and regulatory environment could affect availability of government funding that we or our
third party collaborators may rely on, which could negatively impact the development of our product candidates. We
and our current and future third party collaborators may rely on government programs or agencies, such as the
National Institutes for Health (“ NIH), as a source of grant funding for scientific research relevant to our product
candidates. Funding from government agencies such as the NIH can fluctuate and is subject to the political process,
which is often unpredictable. For example, on February 7, 2025, the NIH issued Notice Number NOT- OD- 25- 068, a
guidance document pronouncing that funding in NIH grants to cover certain indirect costs applied to all current grants
for go forward expenses from February 10, 2025 forward as well as for all new grants issued. Reductions in NIH grants
to us and our third party collaborators may adversely impact our ability to develop our existing product candidates and
our ability to identify new product candidates. There is no assurance that we will develop our product candidates successfully
or be able to obtain regulatory approval for them . In order to succeed, we will need to obtain regulatory approval for our
drug candidates. The FDA has not approved any of our drug candidates for sale to date. Our drug candidates are in
various stages of preclinical and clinical testing. Preclinical tests are performed at an early stage of a product’ s
development and provide information about a drug candidate’ s safety and effectiveness before initiating human clinical
trials. Preclinical tests can last years. If a product passes its preclinical tests satisfactorily and we determine that further
development is warranted, we would file an IND application for the product with the FDA, and, if the FDA gives its
approval, we would begin Phase 1 clinical tests. Phase 1 testing generally lasts between 6 and 24 months. If Phase 1 test
results are satisfactory and the FDA gives its approval, we can begin Phase 2 clinical tests. Phase 2 testing generally lasts
between 6 and 36 months. If Phase 2 test results are satisfactory and the FDA gives its approval, we can begin Phase 3



pivotal studies. Phase 3 studies generally last between 12 and 48 months. Once clinical testing is completed and a BLA or
NDA is filed with the FDA, it may take more than a year to receive FDA approval . We cannot guarantee that any of our
product candidates will be safe and effective, or will be approved for commercialization, on a timely basis or at all. Although
certain of our employees have prior experience with clinical trials, regulatory approvals and cGMP manufacturing, we have not
previously completed any clinical trials or submitted a BLA to the FDA, or similar regulatory approval filings to comparable
foreign authorities, for any product candidate, and we cannot be certain that any of our product candidates will be successful in
clinical trials or receive regulatory approval. The FDA, and other comparable global regulatory authorities can delay, limit or
deny approval of a product candidate for many reasons. For further details about such reasons, see “- Clinical development
involves a lengthy and expensive process with an uncertain outcome, and we may encounter substantial delays due to a variety
of reasons outside our control. ” Any delay in obtaining, or inability to obtain, applicable regulatory approval will delay or harm
our ability to successfully commercialize any of our products and materially adversely affect our business, financial condition,
results of operations and growth prospects. Furthermore, because our product candidates are based on similar technology as
COYA 301, if our clinical trials of COY A 301 encounter safety, efficacy or manufacturing problems, development delays,
regulatory issues or other problems, our development plans for our other product candidates in our pipeline could be
significantly impaired, which could materially adversely affect our business, financial condition, results of operations and
growth prospects. We currently collaborate with various research institutions to perform the research and development activities
needed to develop our product candidates, and if we ever choose to or need to find alternative research institutions, we may not
be able to do so at all or, if we are able to do so, it may be costly and may cause significant delays in the development and
commercialization of our product candidates. We do not currently own, lease or operate a principal laboratory, research and
development or manufacturing facility of our own. Currently, we collaborate with various research institutions to perform
research and development for our products, including The Methodist Hospital located in Houston, Texas. Establishing our own
facilities would result in significant additional expense and may result in potential delays in testing and production. Building and
operating our own production facilities would require substantial additional funds and other resources, of which there can be no
assurance that we will be able to obtain. In addition, there can be no assurances that we would be able to enter into any
arrangement with third parties to manufacture our product, if any, on acceptable terms or at all. The commercial success of
products outside the United States will also be dependent on the successful completion of arrangements with future partners,
licensees or distributors in each territory. There can be no assurance that we will be successful in continuing to contract with
research institutions to perform research and development for our products, that we would be able to establish our own facilities
should we choose to or find it necessary to do so, that we would be successful in establishing additional collaborative
arrangements or that, if established, such future partners will be successful in commercializing our products. Positive results
from early studies of our product candidates are not necessarily predictive of the results of later studies and any future clinical
trials of our product candidates. If we cannot show positive results or replicate any positive results from our earlier studies of
our product candidates in our later studies and future clinical trials, we may be unable to successfully develop, obtain regulatory
approval for and commercialize our product candidates. The results of preclinical studies may not be predictive of the results of
clinical trials, and the results of any early- stage clinical trials we commence may not be predictive of the results of the later-
stage clinical trials. For example, preclinical models do not adequately represent the clinical setting, and thus cannot predict
clinical activity nor all potential risks, and may not provide adequate guidance as to appropriate dose or administration regimen
of a given therapy. In addition, initial success in clinical trials may not be indicative of results obtained when such trials are
completed. Interim data from clinical trials that we may conduct are subject to the risk that one or more of the clinical outcomes
may materially change as patient enrollment continues and more patient data become available. Preliminary data also remain
subject to audit and verification procedures that may result in the final data being materially different from the preliminary data
we previously announced. Negative differences between preliminary or interim data and final data could materially adversely
affect the prospects of any product candidate that is impacted by such data updates. Any positive results from studies of our
product candidates may not necessarily be predictive of the results from later studies and clinical trials. Similarly, even if we are
able to complete our planned studies or any future clinical trials of our product candidates according to our current development
timeline, the positive results from such studies and clinical trials of our product candidates may not be replicated in subsequent
studies or clinical trial results. Many companies in the pharmaceutical industry have suffered significant setbacks in mid and
late- stage clinical trials after achieving positive results in early- stage development and we cannot be certain that we will not
face similar setbacks. These setbacks have been caused by, among other things, findings made while clinical trials were
underway, or safety or efficacy observations made in studies and clinical trials, including previously unreported adverse events.
Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses and many companies that
believed their product candidates performed satisfactorily in studies and clinical trials nonetheless failed to obtain regulatory
approval. Our planned clinical trials are expensive, time consuming, and subject to uncertainty. We cannot guarantee that any
clinical trials will be conducted as planned or completed on schedule, if at all. We cannot be sure that submission of an IND or,
in the case of the European Medicines Agency (the “ EMA ”), a clinical trial application (a “ CTA ”), will result in the FDA or
EMA allowing clinical trials to begin in a timely manner, if at all. Moreover, even if these trials begin, issues may arise that
could suspend or terminate such clinical trials. A failure of one or more clinical trials can occur at any stage of testing, and our
future clinical trials may not be successful. Events that may prevent successful or timely initiation or completion of clinical
trials include: * inability to generate sufficient preclinical, toxicology, or other in vivo or in vitro data to support the initiation or
continuation of clinical trials; ¢ delays in confirming target engagement, patient selection or other relevant biomarkers to be
utilized in preclinical and clinical product candidate development; ¢ delays in reaching a consensus with regulatory agencies on
study design; ¢ delays in reaching agreement on acceptable terms with prospective contract research organizations (“ CROs ”)
and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary significantly among different



CROs and clinical trial sites; * delays in identifying, recruiting and training suitable clinical investigators; ¢ delays in obtaining
required IRB approval at each clinical trial site; « imposition of a temporary or permanent clinical hold by regulatory agencies
for a number of reasons, including, but not limited to, after review of an IND or amendment, CTA or amendment, or equivalent
application or amendment; as a result of a new safety finding that presents unreasonable risk to clinical trial participants; a
negative finding from an inspection of our clinical trial operations or study sites; developments in trials conducted by
competitors that raise FDA or EMA concerns about risk to patients broadly; or if the FDA or EMA finds that the investigational
protocol or plan is clearly deficient to meet its stated objectives; * delays or difficulties resulting from the COVID- 19 pandemic;
« delays in identifying, recruiting and enrolling suitable patients to participate in our clinical trials, and delays caused by patients
withdrawing from clinical trials or failing to return for post- treatment follow- up; ¢ difficulty collaborating with patient groups
and investigators; ¢ failure by our CROs, other third parties, or us to adhere to clinical trial requirements; * failure to perform in
accordance with the FDA’ s or any other regulatory authority’ s current good clinical practices, requirements, or applicable
EMA or other regulatory guidelines in other countries; ¢ occurrence of adverse events associated with a product candidate that
are viewed to outweigh its potential benefits; * changes in regulatory requirements and guidance that require amending or
submitting new clinical protocols; ¢ the cost of clinical trials of our product candidates being greater than we anticipate;
clinical trials of our product candidates producing negative or inconclusive results, which may result in our deciding, or
regulators requiring us, to conduct additional clinical trials or abandon product development programs; and ¢ delays in
manufacturing, testing, releasing, validating, or importing / exporting sufficient stable quantities of our product candidates for
use in clinical trials or the inability to do any of the foregoing. Any inability to successfully initiate or complete future clinical
trials could result in additional costs to us or impair our ability to generate revenue. In addition, if we make manufacturing or
formulation changes to our product candidates, we may be required to or we may elect to conduct additional studies to bridge
our modified product candidates to earlier versions. Clinical trial delays could also shorten any periods during which our
products have patent protection and may allow our competitors to bring products to market before we do, which could impair
our ability to successfully commercialize our product candidates and may harm our business and results of operations. We could
also encounter delays if a clinical trial is suspended or terminated by us, by the data safety monitoring board for such trial or by
the FDA, EMA or any other regulatory authority, or if the IRBs of the institutions in which such trials are being conducted
suspend or terminate the participation of their clinical investigators and sites subject to their review. Such authorities may
suspend or terminate a clinical trial due to a number of factors, including failure to conduct the clinical trial in accordance with
regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site by the FDA, EMA or
other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side effects, failure
to demonstrate a benefit from using a product candidate, changes in governmental regulations or administrative actions or lack
of adequate funding to continue the clinical trial. We may be unable to obtain regulatory approval for our product candidates
under applicable regulatory requirements. If we are unable to design, conduct and complete our planned clinical trials
successfully, our product candidates will not be able to receive regulatory approval. In order to obtain FDA approval for any of
our product candidates, we must submit to the FDA a new drug application with substantial evidence that demonstrates that the
product candidate is both safe and effective in humans for its intended use. This demonstration will require significant research,
preclinical studies and clinical trials. Clinical trials are time- consuming, expensive and difficult to design and implement, in
part because they are subject to rigorous requirements and the outcomes are inherently uncertain. Clinical testing may take
many years to complete, and failure can occur at any time during the clinical trial process, even with active ingredients that have
previously been approved by the FDA as safe and effective. If we receive authorization to conduct our planned clinical trials,
we could encounter problems that could halt our planned clinical trials or require us to repeat such clinical trials. If patients
participating in our planned clinical trials suffer drug- related adverse reactions during the course of such clinical trials, or if we
or the FDA believe that patients are being exposed to unacceptable health risks, such clinical trials may have to be suspended or
terminated. Suspension, termination or the need to repeat a clinical trial can occur at any stage. The clinical trial success of each
of our product candidates depends in part on reaching statistically significant changes in patients’ symptoms based on clinician-
rated scales. There is a lack of consensus regarding standardized processes for assessing clinical outcomes based on clinician-
rated scales. Accordingly, the scores from our clinical trials may not be reliable, useful or acceptable to the FDA or other
regulatory agencies. Changes in standards related to clinical trial design could have a material adverse effect on our ability to
design and conduct clinical trials as planned. For example, we expect to conduct clinical trials comparing our product candidates
to both placebo and other approved drugs, but regulatory authorities may not allow us to compare our product candidates to a
placebo in a particular clinical indication where approved products are available. In that case, both the cost and the amount of
time required to conduct such a planned clinical trial could increase. The FDA may disagree with our trial design and our
interpretation of data from our planned clinical trials, or may change the requirements for approval even after it has reviewed
and commented on the design for our planned clinical trials. The FDA may also approve a product candidate for fewer or more
limited indications than we request, or may grant approval contingent on the performance of costly post- approval clinical trials.
In addition, the FDA may not approve the labeling claims or removal of certain warnings that we believe are necessary or
desirable for the successful commercialization of our product candidates. Approval may be contingent on a Risk Evaluation and
Mitigation Strategy, which could have a material adverse effect on the labeling, distribution or promotion of a drug product.
Any of these delays or additional requirements could cause our product candidates to not be approved, or if approved,
significantly impact the timing and commercialization of our product candidates and significantly increase our overall costs of
drug development. Enrollment and retention of patients in clinical trials is an expensive and time- consuming process and could
be delayed, made more difficult or rendered impossible by multiple factors outside our control. Identifying and qualifying
patients to participate in our clinical trials is critical to our success. Clinical trials of a new product candidate require the
enrollment of a sufficient number of patients, including patients who are suffering from the disease that the product candidate is



intended to treat and who meet other eligibility criteria. The rates of patient enrollment, a significant component in the timing of
clinical trials, are affected by many factors, including: * our ability to open clinical trial sites; * the size and nature of the patient
population;  the design and eligibility criteria of the clinical trial;  the proximity of subjects to clinical sites; * the patient
referral practices of physicians; « changing medical practice patterns or guidelines related to the indications we are
investigating;  competing clinical trials or approved therapies which present an attractive alternative to patients and their
physrclans » perceived risks and benefits of the product candldate under study, 1nclud1ng asa result of adverse effects observed

1n srmrlar or competlng theraples . abHity-to

v partieipate he-ongoing patdentie the risk that enrolled subjects Wlll
drop out or die before completlon of the trlal * patients fallmg to cornplete a chmcal trial or returning for post- treatment
follow- up; and ¢ our ability to manufacture the requisite materials for a patient and clinical trial. In addition, we need to
compete with many ongoing clinical trials to recruit patients into our expected clinical trials. Our clinical trials may also
compete with other clinical trials for product candidates that are in a similar cellular immunotherapy area as our product
candidates, and this competition could reduce the number and types of patients available to us, because some patients who
might have opted to enroll in our trials may instead opt to enroll in a trial being conducted by one of our competitors. Since the
number of qualified clinical investigators is limited, we may conduct some of our clinical trials at the same clinical trial sites
that some of our competitors use, which will reduce the number of patients who are available for our clinical trials at such
clinical trial site. If we are unable to enroll a sufficient number of patients in our clinical trials in a timely manner, our
completion clinical trials may be delayed or may not be achieved, which would prevent us from commercializing our product
candidates. Our preclinical programs may experience delays or may never advance to clinical trials, which would adversely
affect our ability to obtain regulatory approvals or commercialize these programs on a timely basis or at all. In order to obtain
FDA or other regulatory authority approval to market a new biological product we must demonstrate proof of safety, purity and
potency, and efficacy in humans. To meet these requirements we will have to conduct adequate and well- controlled clinical
trials. Before we can commence clinical trials for a product candidate, we must complete extensive preclinical testing and
studies that support our planned INDs in the United States. We cannot be certain of the timely completion or outcome of our
preclinical testing and studies and cannot predict if the FDA will accept our proposed clinical programs or if the outcome of our
preclinical testing and studies will ultimately support the further development of our programs. As a result, we cannot be sure
that we will be able to submit INDs or similar applications for our preclinical programs on the timelines we expect, if at all, and
we cannot be sure that submission of INDs or similar applications will result in the FDA or other regulatory authorities allowing
clinical trials to begin. Conducting preclinical testing is a lengthy, time- consuming and expensive process. The length of time
may vary substantially according to the type, complexity and novelty of the program, and often can be several years or more per
program. Any delays in preclinical testing and studies conducted by us or potential future partners may cause us to incur
additional operating expenses. The commencement and rate of completion of preclinical studies and clinical trials for a product
candidate may be delayed by many factors, including, for example: ¢ inability to generate sufficient preclinical or other in vivo
or in vitro data to support the initiation of clinical trials; « delays in reaching a consensus with regulatory agencies on study
design; and « the FDA not allowing us to rely on previous findings of safety and efficacy for other similar but approved products
and published scientific literature. Moreover, because standards for pre- clinical assessment are evolving and may change
rapidly, even if we reach an agreement with the FDA on a pre- IND proposal, the FDA may not accept the IND submission as
presented, in which case patient enrollment would be placed on partial or complete hold and treatment of enrolled patients could
be discontinued while the product candidate is re- evaluated. Even if clinical trials do begin for our preclinical programs, our
clinical trials or development efforts may not be successful. If any of our product candidates, or any competing product
candidates, demonstrate serious adverse events, including the development of severe or fatal cytokine release syndrome,
neurotoxicity or graft- versus- host disease, we may be required to halt or delay further clinical development. Undesirable side
effects that may be caused by any of our product candidates could cause us or regulatory authorities to interrupt, delay or halt
clinical trials and could result in a more restrictive label than anticipated or the delay or denial of regulatory approval by the
FDA or comparable foreign regulatory authorities. Results of our clinical trials could reveal a high and unacceptable severity
and prevalence of side effects or unexpected characteristics. In a pilot initial study of COYA 201, our Treg exosome product
candidate, in a preclinical lupus nephritis model in mice, COYA 201 was administered at different dose levels and appeared to
be well tolerated at the administered dose of 1x1010 exosomes (the low dosage level). However, we observed fatalities as a
result of toxicity when COYA 201 was administered in extremely high doses (1x1011exosomes, or ten times the low dosage
level), administered twice weekly. We do not know if these findings will translate into humans, for whom we expect to require
significantly lower dosage levels. Though there were fatalities at the highest dosage administered (6 deaths out of a total of 12
animals), COYA 201 appeared to be well tolerated at the administered dose of 1x1010 exosomes. Dose escalation studies are
standard in the early development of new treatments and the identification of the “ maximum tolerated dose ”” and the “ LD50 ”,
the dose that produces lethality in 50 % of animals, are common studies in early preclinical development. As such, there can be
no guarantee that any toxicity, or other adverse events observed in this model, will not occur in human subjects during clinical
trials. Results of our clinical trials could reveal a high and unacceptable severity and prevalence of side effects and / or
unexpected characteristics. We continue to evaluate different potential indications to advance the development of COYA 201
into clinical studies. Following the completion of the preclinical studies in different animal models of disease, we will evaluate
the data to potentially conduct further preclinical studies and to select a potential clinical indication for human studies. There can
be no assurance that patients will not experience cytokine release syndrome, or CRS, neurotoxicity, graft- versus- host disease,
or GVHD or other serious adverse events. Severe adverse events associated with COYA 301 may also develop. Such adverse
events may cause delays in completion of our clinical programs. If unacceptable side effects arise in the development of our
product candidates such that there is no longer a positive benefit risk, we, the FDA, the IRBs at the institutions in which our



trials are conducted or the DSMB could suspend or terminate our clinical trials or the FDA or comparable foreign regulatory
authorities could order us to cease clinical trials or deny approval of our product candidates for any or all targeted indications.
Treatment- related side effects could also affect patient recruitment or the ability of enrolled patients to complete the trial or
result in potential product liability claims. In addition, these side effects may not be appropriately recognized or managed by the
treating medical staff, and inadequate training in recognizing or managing the potential side effects of our product candidates
could result in patient injury or death. Approval may be delayed or denied because we cannot satisfy FDA’ s Chemistry,
Manufacturing and Control Requirements. Formulation and manufacturing of biologic products such as ours is complex and
expensive. Our BLAs must include information about the chemistry and physical characteristics of our products, and we must
demonstrate that we have a reliable process for manufacturing the products in commercial quantities in accordance with FDA” s
current Good Manufacturing Practices (“ cGMP ”) requirements. The manufacturing process must consistently produce quality
batches of the biologic, and, among other things, the manufacturer must develop methods for testing the identity, strength,
quality and purity of the final product. In addition, appropriate packaging must be selected and tested, and stability studies must
be conducted to demonstrate the effectiveness of the packaging and that the compound does not undergo unacceptable
deterioration over its shelf life. If we are unable to successfully complete any of these complex steps, approval of our biologic
may be delayed or denied. We may seek special designations by the regulatory authorities to expedite regulatory approvals, but
may not be successful in receiving such designations, and even if received, they may not benefit the development and regulatory
approval process. We may seek various designations by the regulatory authorities such as Regenerative Medicine Advanced
Therapy Designation, or RMAT, Breakthrough Therapy Designation, Fast Track Designation, or PRIority MEdicine, or PRIME,
from regulatory authorities, for any product candidate that we develop. A product candidate may receive RMAT designation
from the FDA if it is a regenerative medicine therapy that is intended to treat, modify, reverse or cure a serious or life-
threatening condition, and preliminary clinical evidence indicates that the product candidate has the potential to address an
unmet medical need for such condition. A breakthrough therapy is defined by the FDA as a drug that is intended, alone or in
combination with one or more other drugs, to treat a serious or life- threatening disease or condition, and preliminary clinical
evidence indicates that the drug may demonstrate substantial improvement over currently approved therapies on one or more
clinically significant endpoints, such as substantial treatment effects observed early in clinical development. If a product is
intended for the treatment of a serious or life- threatening condition and preclinical or clinical data demonstrate the potential to
address an unmet medical need for this condition, the product sponsor may apply for Fast Track Designation by the FDA.
PRIME is a voluntary scheme launched by the EMA to strengthen support for the development of medicines that target an
unmet medical need through enhanced interaction and early dialogue with developers of promising medicines in order to
optimize development plans and speed up evaluation to help such medicines reach patients earlier. Seeking and obtaining these
designations is dependent upon results of our clinical program, and we cannot guarantee whether and when we may have the
data from our clinical programs to support an application to obtain any such designation. The FDA and the EMA, as applicable,
have broad discretion whether or not to grant any of these designations, so even if we believe a particular product candidate is
eligible for one or more of these designations, we cannot assure you that the applicable regulatory authority would decide to
grant it. Even if we do receive the designations we may apply for, we may not experience a faster development process, review
or approval compared to conventional FDA or EMA procedures, as applicable. The FDA or EMA, as applicable, may rescind
any granted designations if it believes that the designation is no longer supported by data from any source. We may seek Orphan
Drug Designation for our product candidates, and we may be unsuccessful or may be unable to maintain the benefits associated
with Orphan Drug Designation, including the potential for market exclusivity. We have received Orphan Drug Designation for
our COYA 101 product candidate for the active moiety or the principal molecular structural features , and we may seek
Orphan Drug Designation for our present or future product candidates . Regulatory authorities in some jurisdictions,
including the United States and Europe, may designate drugs for relatively small patient populations as orphan drugs. Under the
Orphan Drug Act, the FDA may designate a drug as an orphan drug if it is a drug intended to treat a rare disease or condition,
which is generally defined as a patient population of fewer than 200, 000 individuals annually in the United States, or a patient
population greater than 200, 000 in the United States where there is no reasonable expectation that the cost of developing the
drug will be recovered from sales in the United States. In the United States, Orphan Drug Designation may entitle a party to
financial incentives such as grant funding towards clinical trial costs, tax advantages and user- fee waivers. Similarly, in Europe,
the European Commission grants Orphan Drug Designation after receiving the opinion of the EMA Committee for Orphan
Medicinal Products on an Orphan Drug Designation application. Orphan Drug Designation is intended to promote the
development of drugs that are intended for the diagnosis, prevention or treatment of life- threatening or chronically debilitating
conditions affecting not more than 5 in 10, 000 persons in Europe and for which no satisfactory method of diagnosis, prevention,
or treatment has been authorized (or the product would be a significant benefit to those affected). Additionally, designation is
granted for drugs intended for the diagnosis, prevention, or treatment of a life- threatening, seriously debilitating or serious and
chronic condition and when, without incentives, it is unlikely that sales of the drug in Europe would be sufficient to justify the
necessary investment in developing the drug. In Europe, Orphan Drug Designation may entitle a party to a number of incentives,
such as protocol assistance and scientific advice specifically for designated orphan medicines, and potential fee reductions
depending on the status of the sponsor. Generally, if a drug with an Orphan Drug Designation subsequently receives the first
marketing approval for the indication for which it has such designation, the drug is entitled to a period of marketing exclusivity,
which precludes the EMA or the FDA from approving another marketing application for the same drug and indication for that
time period, except in limited circumstances. The applicable period is seven years in the United States and ten years in Europe.
The European exclusivity period can be reduced to six years if a drug no longer meets the criteria for Orphan Drug Designation
or if the drug is sufficiently profitable such that market exclusivity is no longer justified. Even if we obtain orphan drug
exclusivity for our product candidates, that exclusivity may not effectively protect those product candidates from competition



because different therapies can be approved for the same condition and the same therapies can be approved for different
conditions but used off- label. Even after an orphan drug is approved, the FDA can subsequently approve another drug for the
same condition if the FDA concludes that the later drug is clinically superior in that it is shown to be safer, more effective or
makes a major contribution to patient care. In addition, a designated orphan drug may not receive orphan drug exclusivity if it is
approved for a use that is broader than the indication for which it received orphan designation. Moreover, orphan drug exclusive
marketing rights in the United States may be lost if the FDA later determines that the request for designation was materially
defective or if the manufacturer is unable to assure sufficient quantity of the drug to meet the needs of patients with the rare
disease or condition. Orphan Drug Designation neither shortens the development time or regulatory review time of a drug nor
gives the drug any advantage in the regulatory review or approval process. While we may seek Orphan Drug Designation for
applicable indications for our product candidates, we may never receive such designations. Even if we do receive such
designations, there is no guarantee that we will enjoy the benefits of those designations. We may not identify or discover other
product candidates and may fail to capitalize on programs or product candidates that may present a greater commercial
opportunity or for which there is a greater likelihood of success. Our business depends upon our ability to identify, develop and
commercialize product candidates. A key element of our strategy is to discover and develop additional product candidates based
upon our Treg Modalities. We are seeking to do so through our internal research programs, and may also explore strategic
collaborations for the discovery of new product candidates. Research programs to identify product candidates require substantial
technical, financial and human resources, whether or not any product candidates are ultimately identified. In addition, targets for
different neurodegenerative and auto immune diseases may require changes to our cell manufacturing platform, which may slow
down development or make it impossible to manufacture our product candidates. Our research programs may initially show
promise in identifying potential product candidates, yet fail to yield product candidates for clinical development for many
reasons, including the following: « the research methodology or technology modality used may not be successful in identifying
potential product candidates; * competitors may develop alternatives that render our product candidates obsolete or less
attractive; * we may choose to cease development if we determine that clinical results do not show promise; * product
candidates we develop may nevertheless be covered by third- party patents or other exclusive rights; * a product candidate may
be shown to have harmful side effects or other characteristics that indicate it is unlikely to be effective or otherwise does not
meet applicable regulatory criteria; and ¢ a product candidate may not be accepted as safe and effective by patients, the medical
community or third- party payors. Because we have limited resources, we must choose to pursue and fund the development of
specific types of treatment, or treatment for a specific type of neurodegenerative or auto immune disease, and we may forego or
delay pursuit of opportunities with certain programs or product candidates or for indications that later prove to have greater
commercial potential. Our estimates regarding the potential market for our product candidates could be inaccurate, and if we do
not accurately evaluate the commercial potential for a particular product candidate, we may relinquish valuable rights to that
product candidate through strategic collaboration, licensing or other arrangements in cases in which it would have been more
advantageous for us to retain sole development and commercialization rights to such product candidate. Alternatively, we may
allocate internal resources to a product candidate in a potential therapeutic area in which it would have been more advantageous
to enter into a partnering arrangement. If any of these events occur, we may be forced to abandon or delay our development
efforts with respect to a particular product candidate or fail to develop a potentially successful product candidate. If third parties
that we rely on to conduct clinical trials do not successfully carry out their contractual duties, comply with regulatory
requirements or meet expected deadlines, we may not be able to obtain marketing approval for or commercialize our product
candidates. We do not have the ability to independently conduct clinical trials. We rely on medical institutions, clinical
investigators, contract laboratories, and other third parties, such as contract research organization, or CROs, to conduct or
otherwise support clinical trials for our product candidates. We rely heavily on these parties for execution of clinical trials for
our product candidates and control only certain aspects of their activities. Nevertheless, we are responsible for ensuring that each
of our clinical trials is conducted in accordance with the applicable protocol, legal and regulatory requirements and scientific
standards, and our reliance on CROs and other third parties will not relieve us of our regulatory responsibilities. For any
violations of laws and regulations during the conduct of our clinical trials, we could be subject to untitled letters, warning letters
or enforcement action that may include civil penalties up to and including criminal prosecution. We and the third parties on
which we rely for clinical trials are required to comply with regulations and requirements, including Good Clinical Practice, or
GCP, for conducting, monitoring, recording and reporting the results of clinical trials to ensure that the data and results are
scientifically credible and accurate, and that the trial patients are adequately informed of the potential risks of participating in
clinical trials and their rights are protected. These regulations are enforced by the FDA, the competent authorities of the
European Union member states, and comparable foreign regulatory authorities for any drugs in clinical development. The FDA
enforces GCP requirements through periodic inspections of clinical trial sponsors, principal investigators and trial sites. If we or
these third parties fail to comply with applicable GCP, the clinical data generated in our clinical trials may be deemed unreliable
and the FDA or comparable foreign regulatory authorities may require us to perform additional clinical trials before approving
our marketing applications. We cannot assure you that, upon inspection, the FDA will determine that any of our future clinical
trials will comply with GCP. In addition, our clinical trials must be conducted with product candidates produced under cGMP
regulations. Our failure or the failure of these third parties to comply with these regulations may require us to repeat clinical
trials, which would delay the marketing approval process and could also subject us to enforcement action. We also are required
to register certain ongoing clinical trials and provide certain information, including information relating to the trial’ s protocol,
on a government- sponsored database, ClinicalTrials. gov, within specific timeframes. Failure to do so can result in fines,
adverse publicity and civil and criminal sanctions. Although we intend to design the clinical trials for our product candidates, we
plan to rely on third parties to conduct our clinical trials. As a result, many important aspects of our clinical development,
including their conduct and timing, will be outside of our direct control. Our reliance on third parties to conduct future clinical



trials will also result in less direct control over the management of data developed through clinical trials than would be the case
if we were relying entirely upon our own staff. Communicating with outside parties can also be challenging, potentially leading
to mistakes as well as difficulties in coordinating activities. Outside parties may: * have staffing difficulties; * fail to comply
with contractual obligations; * experience regulatory compliance issues; * undergo changes in priorities or become financially
distressed; or « form relationships with other entities, some of which may be our competitors. If third parties do not perform our
clinical trials in a satisfactory manner, breach their obligations to us or fail to comply with regulatory requirements, we would be
unable to rely on clinical data collected by these third parties and may be required to repeat, extend the duration of, or increase
the size of any clinical trials we conduct, which could significantly delay commercialization and require significantly greater
expenditures. If any of our relationships with these third parties terminate, we may not be able to enter into arrangements with
alternative third parties on commercially reasonable terms, or at all. If third parties do not successfully carry out their contractual
duties or obligations or meet expected deadlines, if they need to be replaced or if the quality or accuracy of the clinical data they
obtain are compromised due to the failure to adhere to our clinical protocols, regulatory requirements or for other reasons, any
clinical trials such third parties are associated with may be extended, delayed or terminated, and we may not be able to obtain
marketing approval for or successfully commercialize our product candidates. As a result, we believe that our financial results
and the commercial prospects for our product candidates in the subject indication would be harmed, our costs could increase and
our ability to generate revenue could be delayed. . We have never obtained marketing approval for a product candidate and we
may be unable to obtain,or may be delayed in obtaining,marketing approval for any of our product candidates.We have never
obtained marketing approval for a product candidate.It is possible that the FDA may refuse to accept for substantive review any
BLAs that we submit for our product candidates or may conclude after review of our data that our application is insufficient to
obtain marketing approval of our product candidates.If the FDA does not accept or approve our BLAs for our product
candidates,it may require that we conduct additional clinical,preclinical,or manufacturing validation studies and submit that data
before it will reconsider our applications.Depending on the extent of these or any other FDA- required studies,approval of any
BLA that we submit may be delayed or may require us to expend more resources than we have available.It is also possible that
additional studies,if performed and completed,may not be considered sufficient by the FDA to approve our BLAs.Any delay in
obtaining,or an inability to obtain,marketing approvals would prevent us from commercializing our product
candidates,generating revenues,and achieving and sustaining profitability.If any of these outcomes occur,we may be forced to
abandon our development efforts for our product candidates,which could significantly harm our business —If we fail to compete
effectively with academic institutions and other biotechnology companies that are developing similar or alternatives to cellular
immunotherapy product candidates, our business will be materially adversely affected. The development and commercialization
of new cellular immunotherapy products is highly competitive. We face competition from existing and future competitors with
respect to each of our product candidates currently in development, and will face competition with respect to other product
candidates that we may seek to develop or commercialize in the future. In addition, numerous academic institutions are
conducting preclinical and clinical research in these areas, as well as with other white blood cell types including NK- T cells and
gamma- delta T cells. It is also possible that new competitors, including those developing similar or alternatives to cellular
immunotherapy product candidates, may emerge and acquire significant market share. Such competitors may have an advantage
over us due to their greater size, resources or institutional experience, or may develop product candidates that are safer, more
effective, more widely accepted, more cost- effective or enable higher patient quality of life than ours. More established
biopharmaceutical companies may also develop and commercialize their product candidates at a faster rate, which could render
our product candidates obsolete or non- competitive before they are fully developed or commercialized. If we are not able to
compete effectively against our existing and potential competitors, our business, financial condition, results of operations and
growth prospects may be materially adversely affected. If any of our product candidates are approved...... could be materially
adversely affected. If we are not able to establish pharmaceutical or biotechnology collaborations on commercially reasonable
terms, or at all, we may have to alter our development and commercialization plans. The advancement of our product candidates
and development programs and the potential commercialization of our current and future product candidates will require
substantial additional cash to fund expenses. For some of our programs, we may seek to collaborate with pharmaceutical and
biotechnology companies to develop and commercialize such product candidates. Any of these relationships may require us to
incur non- recurring and other charges, increase our near and long- term expenditures, issue securities that dilute our existing
stockholders, or disrupt our management and business. We face significant competition in seeking appropriate strategic partners
and the negotiation process is time- consuming and complex. Whether we reach a definitive agreement for other collaborations
will depend, among other things, upon our assessment of the collaborator’ s resources and expertise, the terms and conditions of
the proposed collaboration and the proposed collaborator’ s evaluation of a number of factors. Those factors may include the
design or results of clinical trials, the progress of our clinical trials, the likelihood of approval by the FDA or similar regulatory
authorities outside the United States, the potential market for the subject product candidate, the costs and complexities of
manufacturing and delivering such product candidate to patients, the potential of competing products, the existence of
uncertainty with respect to our ownership of technology, which can exist if there is a challenge to such ownership without regard
to the merits of the challenge and industry and market conditions generally. The collaborator may also consider alternative
product candidates or technologies for similar indications that may be available to collaborate on and whether such a
collaboration could be more attractive than the one with us for our product candidate. Further, we may not be successful in our
efforts to establish a strategic partnership or other alternative arrangements for future product candidates because they may be
deemed to be at too early of a stage of development for collaborative effort and third parties may not view them as having the
requisite potential to demonstrate safety and efficacy. Any delays in entering into new collaborations or strategic partnership
agreements related to any product candidate we develop could delay the development and commercialization of our product
candidates, which would harm our business prospects, financial condition, and results of operations. If we enter into



collaborations with third parties to develop or commercialize our product candidates, our prospects with respect to those product
candidates will depend in significant part on the success of those collaborations. If we enter into future collaboration with third
parties, we could face the following risks: ¢ collaborators have significant discretion in determining the efforts and resources
that they will apply to these collaborations; ¢ collaborators could independently develop, or develop with third parties, products
that compete directly or indirectly with our products or product candidates;  collaborators may not properly enforce, maintain or
defend our intellectual property rights or may use our proprietary information in a way that gives rise to actual or threatened
litigation that could jeopardize or invalidate our intellectual property or proprietary information or expose us to potential
litigation, or other intellectual property proceedings; * disputes may arise between a collaborator and us that cause the delay or
termination of the research, development or commercialization of the product candidate, or that result in costly litigation or
arbitration that diverts management attention and resources; ¢ if a present or future collaborator of ours were to be involved in a
business combination, the continued pursuit and emphasis on our product development or commercialization program under
such collaboration could be delayed, diminished or terminated; and ¢ collaboration agreements may restrict our right to
independently pursue new product candidates. If conflicts arise between our collaborators and us, our collaborators may act in a
manner adverse to us and could limit our ability to implement our strategies. Future collaborators may develop, either alone or
with others, products in related fields that are competitive with the products or potential products that are the subject of these
collaborations. Competing products, either developed by the collaborators or to which the collaborators have rights, may result
in the withdrawal of support for our product candidates. Our collaborators may preclude us from entering into collaborations
with their competitors, fail to obtain timely regulatory approvals, terminate their agreements with us prematurely or fail to devote
sufficient resources to the development and commercialization of products. Any of these developments could harm our product
development efforts. As a result, if we enter into additional collaboration agreements and strategic partnerships or license our
intellectual property, products or businesses, we may not be able to realize the benefit of such transactions if we are unable to
successfully integrate them with our existing operations, which could delay our timelines or otherwise adversely affect our
business. We also cannot be certain that, following a strategic transaction or license, we will achieve the revenue or specific net
income that justifies such transaction. Our product candidates could be subject to regulatory limitations following approval, if
and when such approval is granted. Following approval of a product candidate, if any, we must comply with comprehensive
government regulations regarding the manufacture, labeling, marketing, distribution and promotion of biologic products. We
must comply with the FDA” s regulations, which prohibit promoting off- label uses. We may not be able to obtain the labeling
claims necessary or desirable to successfully commercialize our product candidates in development. The FDA and foreign
regulatory authorities could impose significant restrictions on the use of an approved product including potentially restricting its
use to limited clinical centers as well as through the product label, and on advertising, promotional and distribution activities
associated with such approved product. The FDA or a foreign regulatory authority could also condition their approval on the
performance of post- approval clinical trials, patient monitoring or testing, which could be time- consuming and expensive. If
the results of such post- marketing trials are not satisfactory, the FDA or such foreign regulatory authority could withdraw
marketing authorization or may condition continued marketing on commitments from us or our partners that may be expensive
and / or time- consuming to fulfill. In addition, if we or others identify side- effects after any of our products are on the market,
if manufacturing problems occur subsequent to regulatory approval, or if we, our manufacturers or our partners fail to comply
with regulatory requirements, including those mentioned above, we or our partners could be subject to the following:
restrictions on our ability to conduct clinical trials, including full or partial clinical holds on ongoing or planned clinical trials; ¢
restrictions on such products manufacturing processes; * changes to the product label; ¢ restrictions on the marketing of a
product; e restrictions on product distribution; * requirements to conduct post- marketing clinical trials; « Untitled or Warning
Letters from the FDA; « withdrawal of the product from the market; * refusal to approve pending applications or supplements to
approved applications that we submit; « recall of products; « fines, restitution or disgorgement of profits or revenue; * suspension
or withdrawal of regulatory approvals; * refusal to permit the import or export of our products; * product seizure; * injunctions;
or » imposition of civil or criminal penalties. Any one or a combination of these penalties could prevent us from achieving or
maintaining market acceptance of the affected product, or could substantially increase the costs and expenses of
commercializing such product, which in turn could delay or prevent us from generating any revenue or profit from the sale of
such product and could materially adversely affect our business, financial condition, results of operations and growth prospects.
In addition, third- party payors may impose limitations on centers and personnel that may administer our products, including but
not limited to requiring third- party accreditation to be obtained before the use of our products is reimbursed in such a center,
which could materially adversely affect our potential commercial success and lead to slower market acceptance. The commercial
success of any of our product candidates will depend upon such product candidate’ s degree of market acceptance by physicians,
patients, third- party payors and others in the medical community. Our product candidates may not be commercially successful.
Even if requisite approvals are obtained from the FDA in the United States and other regulatory authorities internationally, the
commercial success of our product candidates will depend, in part, on the acceptance by physicians, patients and healthcare
payors of cell therapy products in general, and our product candidates in particular, as medically necessary, cost- effective and
safe. Physicians, patients, healthcare payors and others in the medical community may not accept any product that we
commercialize. If these products do not achieve an adequate level of acceptance, we may not generate significant product
revenue and may not become profitable. The degree of market acceptance of cell therapy products and, in particular, our product
candidates, if approved for commercial sale, will depend on several factors, including: « the efficacy and safety of such product
candidates as demonstrated in clinical trials;  the potential and perceived advantages of product candidates over alternative
treatments; ¢ the cost of treatment relative to alternative treatments;  the clinical indications for which the product candidate is
approved by the FDA; « the willingness of physicians to prescribe new therapies; ¢ the willingness of the target patient
population to try new therapies;  the prevalence and severity of any side effects; ¢ product labeling or product insert



requirements imposed by the FDA or other regulatory authorities, including any limitations or warnings contained in a product
approved labeling; ¢ relative convenience and ease of administration; * the timing of market introduction of competitive
products; ¢ adverse publicity concerning our product candidates or favorable publicity about competing products and treatments;
« sufficient third- party payor coverage, any limitations in terms of center or personnel training requirement imposed by third
parties and adequate reimbursement; * limitations or warnings contained in the FDA- approved labeling for our product
candidates; * any FDA requirement to undertake a Risk Evaluation and Mitigation Strategy, or REMS; ¢ the effectiveness of our
sales, marketing and distribution efforts; and ¢ potential product liability claims. Even if a product candidate displays a favorable
efficacy and safety profile in preclinical studies and clinical trials, market acceptance of the product will not be fully known until
after such product is launched. Our product candidates may not achieve broad market acceptance. Furthermore, the FDA’ s and
other regulatory authorities’ policies may change and additional government regulations may be enacted that could prevent,
limit or delay marketing approval of a product. We cannot predict the likelihood, nature or extent of government regulation that
may arise from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt
to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory
compliance, we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability.
The insurance coverage and reimbursement status of newly approved products is uncertain. Failure to obtain or maintain
adequate coverage and reimbursement for our product candidates, if approved, could limit our ability to market such products
and to generate product revenue. We expect the cost of administration of our product candidates to be substantial, when and if
they achieve regulatory approval. We expect that coverage and reimbursement by government and private payors will be
essential for most patients to be able to afford these treatments. Accordingly, sales of our products, if approved, will depend
substantially, both domestically and internationally, on the extent to which the costs of our product candidates will be
reimbursed by government authorities, private health coverage insurers and other third- party payors. Coverage and
reimbursement by a third- party payor could depend upon several factors, including the third- party payor’ s determination that
use of a product is (i) a covered benefit under its health plan, (ii) safe, effective and medically necessary, (iii) appropriate for the
specific patient, (iv) cost- effective and (v) neither experimental nor investigational. Obtaining coverage and reimbursement for
a product from third- party payors is a time- consuming and costly process that could require us to provide to the payor
supporting scientific, clinical and cost- effectiveness data. We may not be able to provide data sufficient to gain acceptance with
respect to coverage and reimbursement. If coverage and reimbursement are not available, or are available only at 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 adequate to realize a sufficient return on our investment. There is significant uncertainty
related to third- party coverage and reimbursement of newly approved drug products. In the United States, third- party payors,
including government payors such as Medicare and Medicaid, play an important role in determining the extent to which new
drugs and biologics will be covered and reimbursed. Medicare and Medicaid are increasingly used as models for the
development of private payors’ and government payors’ coverage and reimbursement policies. Currently, few cell therapy
products have been approved for coverage and reimbursement by the Centers for Medicare & Medicaid Services (the “ CMS ),
the agency responsible for administering Medicare. It is difficult to predict what CMS will decide with respect to coverage and
reimbursement for fundamentally novel products such as ours, since there is a limited body of established protocols and
precedents for these types of drug products. Moreover, reimbursement agencies in the European Union may be more
conservative than CMS. For example, several immunotherapy drugs have been approved for reimbursement in the United
States, whereas they have not been approved for reimbursement in certain European Union member states. It is difficult to
predict what third- party payors will decide with respect to the coverage and reimbursement for our product candidates. Outside
the United States, international operations vary significantly by country and are subject to extensive government price controls
and other market regulations, and increasing emphasis on cost- containment initiatives in the European Union, Canada and other
countries could place pricing pressure on us. In many countries, the prices of medical products are subject to varying price
control mechanisms as part of national health systems. It can also take a significant amount of time after approval of a product to
secure pricing and reimbursement for such product in many counties outside the United States. In general, the prices of
medicines under such systems are substantially lower than in the United States. Other countries allow companies to fix their
own prices for medical products, but monitor and control Company profits. Additional foreign price controls or other changes in
pricing regulation could restrict the amount that we are able to charge for our product candidates. Accordingly, in markets
outside the United States, the reimbursement for our products may be reduced compared with the United States and may be
insufficient to generate commercially reasonable product revenues. Moreover, increasing efforts by government and third- party
payors in the United States and abroad to cap or reduce healthcare costs could limit coverage and the level of reimbursement for
our product candidates. Payors are increasingly considering new metrics as the basis for reimbursement rates, such as average
sales price, or ASP, average manufacturer price, or AMP, and Actual Acquisition Cost. The existing data for reimbursement
based on some of these metrics is relatively limited, although certain states have begun to survey acquisition cost data for the
purpose of setting Medicaid reimbursement rates, and CMS has begun making pharmacy National Average Drug Acquisition
Cost and National Average Retail Price data publicly available on at least a monthly basis. Therefore, it may be difficult to
project the impact of these evolving reimbursement metrics on the willingness of payors to cover candidate products that we or
our partners are able to commercialize. Furthermore, most third- party payors currently require additional accreditation for
approved cell therapy drugs, which limits the centers that can administer the drugs, and similar limitations may also be imposed
on the product candidates that we are developing. We expect to experience pricing pressures in connection with the sale of our
product candidates, if any, 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, and on prescription
drugs and surgical procedures in particular, has become intense. As a result, increasingly high barriers to entry are developing



for new drug products such as ours. Healthcare reform initiatives and other administrative and legislative proposals may harm
our business. In the United States, the European Union and other jurisdictions, there have been, and we expect there will
continue to be, a number of legislative and regulatory changes and proposed changes to the healthcare system that could affect
our results of operations. In particular, there have been and continue to be a number of initiatives at the U. S. federal and state
levels that seek to reduce healthcare costs and improve the quality of healthcare. Specifically, there have been proposals in the
United States to control the cost of drug treatments, patient reimbursement constraints, discounts, restrictions on certain product
access and marketing cost disclosure and transparency measures. We believe that coverage and reimbursement for new
therapies will be increasingly restricted. Recent U. S. Congressional inquiries and proposed and enacted federal and state
legislation designed to, among other things, bring more transparency to drug pricing, review the relationship between pricing
and manufacturer patient programs and reform government program reimbursement methodologies for drugs. We cannot predict
the likelihood, nature or extent of government regulation that may arise from future legislation or administrative action in the
United States, the European Union or any other jurisdiction. If we or any third parties we may engage are slow or unable to
adapt to changes in existing requirements or the adoption of new requirements or policies, or if we or such third parties are not
able to maintain regulatory compliance, our product candidates may lose any regulatory approval that may have been obtained
and we may not achieve or sustain profitability. Furthermore, future price controls or other changes in pricing regulation or
negative publicity related to the pricing of pharmaceutical drugs could restrict the amount that we are able to charge for our drug
products, which could render our product candidates, if approved, commercially unviable and materially adversely affect our
ability to raise additional capital on acceptable terms . We have never obtained marketing approval......, which could
significantly harm our business . Obtaining and maintaining marketing approval or commercialization of our product candidates
in one jurisdiction does not mean that we will be successful in obtaining marketing approval of our product candidates in other
jurisdictions. Approval procedures vary among jurisdictions and can involve requirements and administrative review periods
different from, and greater than, those in the United States, including additional preclinical studies or clinical trials as clinical
trials conducted in one jurisdiction may not be accepted by regulatory authorities in other jurisdictions. In many jurisdictions
outside the United States, a product candidate must be approved for reimbursement before it can be approved for sale in that
jurisdiction. In some cases, the price that we intend to charge for our products is also subject to approval. If we market approved
products outside the United States, we expect that we will be subject to additional risks in commercialization, including: *
different regulatory requirements for approval of therapies in foreign countries; ¢ reduced protection for intellectual property
rights; « 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 currency fluctuations, which could result in increased operating
expenses and reduced revenues, and other obligations incident to doing business in another country; * foreign reimbursement,
pricing and insurance regimes; * workforce uncertainty in countries where labor unrest is more common than in the United
States;  production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; and
* business interruptions resulting from geopolitical actions, including war and terrorism, natural disasters including earthquakes,
typhoons, floods and fires, and other public health crises, illnesses, epidemics or pandemics, such as the potential impact of the
COVID- 19 outbreak We have no prior experience in these areas. In addition, there are complex regulatory, tax, labor and other
legal requirements imposed by many of the individual countries in which we may operate, with which we will need to comply.
Any of the foregoing difficulties, if encountered, could materially adversely affect our business, financial condition, results of
operations and growth prospects. Our business operations and relationships with investigators, healthcare professionals,
consultants, third- party payors, patient organizations and customers will be subject to applicable fraud and abuse and other
healthcare laws and regulations, which could expose us to penalties. These laws may constrain the business or financial
arrangements and relationships through which we conduct our operations, including how we research, market, sell and distribute
our product candidates, if approved. Such laws include, the U. S. federal Anti- Kickback Statute, the U. S. federal civil and
criminal false claims and civil monetary penalties laws, including the civil False Claims Act, the Health Insurance Portability
and Accountability Act, or HIPAA, the Health Information Technology for Economic and Clinical Health Act, or HITECH, the
U. S. Physician Payments Sunshine Act and its implementing regulations, U. S. state laws and regulations, including, state anti-
kickback and false claims laws, laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the U. S. federal government, or
otherwise restrict payments that may be made to healthcare providers and other potential referral sources, laws and regulations
that require drug manufacturers to file reports relating to pricing and marketing information, laws requiring the registration of
pharmaceutical sales representatives, laws governing the privacy and security of health information in certain circumstances,
and similar healthcare laws and regulations in other jurisdictions, including reporting requirements detailing interactions with
and payments to healthcare providers. It is not always possible to identify and deter misconduct, and the precautions we take to
detect and prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us
from government investigations or other actions or lawsuits stemming from a failure to comply with these laws or regulations.
Ensuring that our internal operations and future business arrangements with third parties comply with applicable healthcare laws
and regulations will also involve substantial costs. If our operations are found to be in violation of any of the laws described
above or any other governmental laws and regulations that may apply to us, we may be subject to significant penalties, including
civil, criminal and administrative penalties, damages, fines, exclusion from government- funded healthcare programs, such as
Medicare and Medicaid or similar programs in other countries or jurisdictions, integrity oversight and reporting obligations to
resolve allegations of non- compliance, disgorgement, individual imprisonment, contractual damages, reputational harm,
diminished profits and the curtailment or restructuring of our operations. If any of the physicians or other 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 and imprisonment, which
could affect our ability to operate our business. Further, defending against any such actions can be costly, time- consuming and
may require significant personnel resources. Any of the foregoing could significantly harm our business, financial condition,
results of operations and growth prospects. Enacted and future healthcare legislation may increase the difficulty and cost for us
to obtain marketing approval of and commercialize our product candidates, if approved, and may affect the prices we may set.
In the United States and other jurisdictions, there have been, and we expect there will continue to be, a number of legislative and
regulatory changes and proposed changes to the healthcare system that could affect our future results of operations. In
particular, there have been and continue to be a number of initiatives at the U. S. federal and state levels that seek to reduce
healthcare costs and improve the quality of healthcare. For example, in March 2010, the Patient Protection and Affordable Care
Act, as amended by the Health Care and Education Reconciliation Act (collectively, the “ ACA ) was enacted, which
substantially changed the way healthcare is financed by both governmental and private insurers. Among the provisions of the
ACA, those of greatest importance to the pharmaceutical and biotechnology industries include the following: « an annual, non-
deductible fee payable by any entity that manufactures or imports certain branded prescription drugs and biologic agents (other
than those designated as orphan drugs), which is apportioned among these entities according to their market share in certain
government healthcare programs; « a new Medicare Part D coverage gap discount program, in which manufacturers must agree
to offer point- of- sale discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage
gap period, as a condition for the manufacturer’ s outpatient drugs to be covered under Medicare Part D; ¢ new requirements to
report certain financial arrangements with physicians and teaching hospitals, including reporting “ transfers of value ”” made or
distributed to prescribers and other healthcare providers and reporting investment interests held by physicians and their
immediate family members; ¢ an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug
Rebate Program;  a new methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are
calculated for drugs and biologics that are inhaled, infused, instilled, implanted, or injected; * extension of a manufacturer’ s
Medicaid rebate liability to covered drugs dispensed to individuals who are enrolled in Medicaid managed care organizations; ¢
expansion of eligibility criteria for Medicaid programs thereby potentially increasing a manufacturer’ s Medicaid rebate liability;
« a new Patient- Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical
effectiveness research, along with funding for such research; ¢ establishment of a Center for Medicare Innovation at the Centers
for Medicare & Medicaid Services, or CMS, to test innovative payment and service delivery models to lower Medicare and
Medicaid spending, potentially including prescription drug spending; and * expansion of the entities eligible for discounts under
the Public Health Service program; and a licensure framework for follow on biologic products. Since its enactment, there have
been judicial and Congressional challenges to certain aspects of the ACA. The Supreme Court upheld the ACA in the main
challenge to the constitutionality of the law in 2012. Specifically, the Supreme Court held that the individual mandate and
corresponding penalty was constitutional because it would be considered a tax by the federal government. The Supreme Court
also upheld federal subsidies for purchasers of insurance through federally facilitated exchanges in a decision released in June
2015. This includes enactment of the TCJA (as defined below), which, among other things, removes penalties for not complying
with the ACA’ s individual mandate to carry health insurance. It is uncertain the extent to which any such changes may impact
our business or financial condition. Other legislative changes have been proposed and adopted in the United States since the
ACA was enacted. These new laws or any other similar laws introduced in the future may result in additional reductions in
Medicare and other health care funding, which could negatively affect our customers and accordingly, our financial operations.
In addition, there has been increasing legislative and enforcement interest in the United States with respect to specialty drug
pricing practices. On September 9, 2021, the Biden Administration published a wide- ranging list of policy proposals, most of
which would need to be carried out by Congress, to reduce drug prices and drug payment. The United States Department of
Health and Human Services (“ HHS ) plan includes, among other reform measures, proposals to lower prescription drug prices,
including by allowing Medicare to negotiate prices and disincentivizing price increases, and to support market changes that
strengthen supply chains, promote biosimilars and generic drugs, and increase price transparency. These initiatives recently
culminated in the enactment of the Inflation Reduction Act (the “ IRA ”) in August 2022, which will, among other things, allow
the HHS to negotiate the selling price of certain drugs and biologics that the Centers for Medicare & Medicaid Services (“ CMS
”) reimburses under Medicare Part B and Part D, although only high- expenditure single- source drugs that have been approved
for at least 7 years (11 years for biologics) can be selected by CMS for negotiation, with the negotiated price taking effect two
years after the selection year. The negotiated prices, which will first become effective in 2026,