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[nvesting in our common stock involves a high degree of risk. You should carefully consider the risks and uncertainties
described below, as-wett-as-together with all of the other information contained in this Quarterl-Annual Report on Form 10-
K, including our audlted consolidated lmamml statements and the—uldlui notes t-herete— hereto, a-ﬂd-t-l‘le—seet—teﬁ-e-ﬁt-hts

; p 6 d-Ane 0 A 0 attons—-before you
ﬂ&ake—&n—rrwestrneﬁt—éeeiﬁeﬂ— dec1d1ng t0 mvest in our common stock . Thu rlsks and uncertamtles eeeurreﬁee-e%&ny—e%t-he
events-or-developments-described below eenld-harm-are not the only ones we face. Additional risks and uncertainties that
we are unaware of, or that we currently believe are not material, may also become important factors that affect us. We
cannot assure you that any of the events discussed below will not occur. If any of the followmg risks actually occurs, our

buxmus prospects, operatmg results and financial condition could suffer
h M tal--- materially a-lse—ma-y—rmpa—rﬁeur

busrﬂess-emrat-teﬂs— As-arestit-In such event 1lu fn&rket—tradlng price of our common stock could decline ;-and you may
might lose all or part of your investment . SUMMARY OF RISK FACTORS An investment in our common stock —Fhe
involves various risks deseribed-below-, and prospective investors are urged to carefully consider the matters discussed in
the section titled “ Risk Factors ” prior to making an investment in our common stock. These risks include, but are not
intended-limited to , the following: * We have incurred net losses every year since our inception and have no source of
product revenue. We expect to continue to incur significant operating losses and may never become profitable. « Our
business is highly dependent on the success of TOURO006 as well as any other potential future product candidates. If we
are unable to successfully complete clinical development of, obtain regulatory approval for, or commercialize, TOUR006
or any other potential future product candidates, or if we experience delays in doing so, our business will be exhaustive
materially harmed. « We will need significant additional capital to proceed with development and commercialization of
TOURO006 and any potential future product candidates and our other operations. We may not be able to access sufficient
capital on acceptable terms, if at all, and, as a result, we may be required to delay, scale back or discontinue development
of such product candidates or other operations. * We have a limited operating history and no history of commercializing
products, which may make it difficult for arnd-- an investor to evaluate the success of our business to date and to assess
our future viability. « We will incur additional costs and increased demands upon management as a result of complying
with the laws and regulations applicable to public companies. « We may not be able to obtain and maintain the
relationships with third parties that are necessary to develop, commercialize, and manufacture TOUR006 and any
potential future product candidates. * We rely completely on contract development and manufacturing organizations (“
CDMOs ”) for the manufacture and testing of TOUR006 and any potential future product candidates under current
good manufacturing practices (“ cGMP ), and we are subject to many manufacturing risks, any of which could
substantially increase our costs and limit supply of any potential product candidates and any future products.
Additionally, any difficulties in the transfer of drug substance or drug product to or from manufacturing facilities could
materially adversely affect our business, financial condition, and results of operations. * Our manufacturing and testing
of bulk drug substance for TOURO006 currently takes place in China through a global CDMO with facilities in China
and around the world. Our manufacturing and testing of drug product for TOURO006 occurs in facilities in Austria and
the U. S. Our drug product is packaged in Germany and the U. S. A significant disruption in the operation of these
manufacturing facilities, a trade war, or political unrest could materially adversely affect our business, financial
condition, and results of operations. * We may seek to establish business development arrangements (“ BD
Arrangements ”), and, if we arc not able to establish the-them onty-on commercially reasonable terms, or at all, we may
have to alter our development and commercialization plans. * TOUR006 and any other of our future product candidates
must undergo rigorous clinical trials before seeking regulatory approvals, and clinical trials may be delayed, suspended,
or terminated at any time for many reasons, any of which could delay or prevent regulatory approval and, if approval is
granted, commercialization of our product candidates.  If clinical trials of TOURO006 or any potential future product
candidates fail to timely initiate, enroll, complete, or produce positive results, or if such clinical trials fail to demonstrate
safety and efficacy to the satisfaction of the U. S. Food and Drug Administration (the “ FDA ) or comparable health
authorities or sufficiently to demonstrate differentiation from other approved therapies or therapies in development, we
may incur additional costs or experience delays in completing, or ultimately be unable to complete, the development and
commercialization of our product candidates. * If we experience delays or difficulties in the enrollment of patients in
clinical trials, development of TOURO006, or any potential future product candidates, may be delayed or prevented,
which would have a material adverse effect on our business. * Even if we obtain approval to market TOURO006 or other
potential future product candidates, these products may become subject to unfavorable pricing regulations,
reimbursement practices from third- party payors or healthcare reform initiatives in the United States (“ U. S. ) and
abroad, which could harm our business. * We expect to expand our clinical development, manufacturing, and regulatory
capabilities and potentially implement sales, marketing, and distribution capabilities, including significant growth in the
number of our employees, and as a result, we may encounter difficulties in managing our growth, which could disrupt
our operations. * Healthcare reform may negatively impact our ability to profitably sell TOUR006 and any potential
future product candidates, if approved. « Our international operations may expose us to business, regulatory, political,




operational, financial, pricing, and reimbursement faeing-associated with doing business outside of the U. S. ¢
Product liability lawsuits against us could cause us to incur substantial liabilities and to limit development and
commercialization of any products that we may develop. * Our relationships with healthcare providers, customers, and
third- party payors w1ll be subject to apphcable antl- klckback fraud and abuse, transparency, and the-other healthcare
laws ew e g iis-regulations, which, if violated, could expose us to
crlmmal sanctlons, civil penaltles, contractual damages, reputatlonal harm, administrative burdens, and diminished
profits and future earnings. * Our business could be materially and adversely affected in the future by the effects of
disease outbreaks, epidemics, and pandemics. * Our ability to use our U. S. net operating loss carryforwards and certain
other U. S. tax attributes may be limited. « We have identified material weaknesses in our internal control over financial
reporting. If we are unable to remediate these material weaknesses, or if we identify additional material weaknesses in
the future or 0therw1se fail to maintain effectlve mternal control over financlal reporting, we may not pessible-be able
accurately p 5 G 6 or timely report our business;
prospeets;: , whlch may adversely affect our business. * Our internal control over
financial reporting may not meet the standards required by Section 404 of the Sarbanes- Oxley Act, and failure to
achieve and maintain effective internal control over financial reporting in accordance with Section 404 of the Sarbanes-
Oxley Act could have a material adverse effect on our business and share price. * Failure or perceived failure to comply
with laws, regulations, contracts, self- regulatory schemes, standards, and other obligations related to data privacy and
security (including security incidents) could harm our business. Compliance or the actual or perceived failure to comply
with such obligations could increase our costs and otherwise negatively affect our operating results and business
our-Strategie ReviewProeess-Our Financial Condition and Capital Needs have a limited operating history
and no history of commercializing products which may make it difficult for an investor to evaluate the success of our
business to date and to assess our future viability. We are a biotechnology company with a limited operating history and
a single product candidate, TOURO006, in development to date. Legacy Tourmaline was formed in 2021 and commenced
operations in 2022. To date, we have not yet demonstrated our ability to successfully complete pivotal clinical trials,
obtain regulatory approvals, manufacture a product on a commercial scale or arrange for a third- party to do so on our
behalf, or conduct sales and marketing activities necessary for successful commercialization, and we
identifying-and-implementing-doing so in the future. Consequently, predictions about our future success
or viability may not be as accurate as they could be if we had a longer operating history or a history of successfully
developing and commercializing products. In addition, as a business with a limited operating history, we may encounter
unforeseen expenses, technical or regulatory challenges, or unanticipated delays in development timelines. We will
eventually need to transition from a company with a clinical development focus to a company, if TOURO006 or any
potential future product candidates are approved, capable of supporting commercial activities. We may not be successful
in such a transition. We have no products approved for commercial sale and have not generated any revenue from
product sales to date. Legacy Tourmaline has incurred losses in each year since it commenced operations. We expect to
continue to incur significant research and development (“ R & D ) costs and other expenses related to our ongoing
operations for the foreseeable future, particularly to fund R & D of, and seek regulatory approvals for, TOUR006 and
any potential future product candidates. We also expect to continue to incur significant operating losses over the next
several years as our research, development, manufacturing, preclinical study, clinical trial and related activities grow.
We expect our accumulated deficit will also increase in future periods. The size of our future net losses will depend, in
part, on the amount of our expenses and our ability to generate revenue. Our prior losses and expected future losses have
had, and will continue to have, an adverse effect on our stockholders’ deficit and working capital. In addition, we will
not be able to generate product revenue unless and until TOURO006, or any potential future product candidate,
successfully completes clinical trials, receives regulatory approval, and is successfully commercialized or generates
revenues through business development activities. We do not expect to receive product revenue from our product
candidates for a number of years, if ever. Our ability to generate any product revenue from TOURO006 and any potential
future product candidates also depends on a number of additional factors, including our ability, or the ability of any
potential future third- party partner, to successfully: * complete research and clinical development of current and future
product candidates and obtain regulatory approval for those product candidates; * establish and maintain supply and
manufacturing relationships, and ensure adequate, scaled- up, and legally- compliant manufacturing of bulk drug
substances and drug products to maintain sufficient supply; * launch and commercialize TOURO006 or any potential
future product candidates for which marketing approval is obtained, if any, and, if launched independently by us
without a partner, successfully establish a sales force and marketing and distribution infrastructure;  demonstrate the
necessary safety data (and, if accelerated approval is obtained, verify the clinical benefit) post- approval to ensure
continued regulatory approval;  obtain coverage and adequate product reimbursement from third- party payors,
including government payors, for any approved products; * achieve market acceptance for any approved products; *
enter into collaboration, partnering, licensing, or other similar arrangements on economically favorable terms; ¢
establish, maintain, protect and enforce our intellectual property rights; and / or * attract, hire and retain qualified
personnel. Because of the numerous risks and uncertainties associated with pharmaceutical product development,
including that TOURO006 and any potential future product candidates may not advance through development or be
approved for commercial sale, we are unable to predict if or when we will generate product revenue or achieve or
maintain profitability. Even if we successfully complete development and obtain health authority approval for
commercialization for any product candidates that we take forward, we anticipate incurring significant costs associated
with launching and commercializing any products. If we fail to become profitable or do not sustain profitability on a




continuing basis, we may be unable to continue our operations at planned levels and be forced to reduce or cease
operations. Our future success and ability to generate revenue from TOURO006 or any potential future product
candidates, which we do not expect will occur for several years, if ever, is dependent on our ability to successfully
develop, obtain regulatory approval for and commercialize one or more product candidates. We have identified thyroid
eye disease (“ TED ”) as the lead indication for TOUR006. We submitted an investigational new drug application (“ IND
) in the U. S. to support initiation of a Phase 2b trial of TOURO06 in first- line TED. This IND was cleared by the FDA
in August 2023, and we initiated the aforementioned Phase 2b trial in September 2023, which we refer to as the spiriTED
trial. Further, we expect to commence a pivotal Phase 3 trial of TOURO006 in first- line TED in 2024. If TOURO006
encounters undesirable safety signals, insufficient efficacy results, development delays, regulatory issues or other
problems, our development plans and business would be significantly harmed. Our second indication for TOURO006 is
expected to be atherosclerotic cardiovascular disease (“ ASCVD ). As previously announced in January 2024, we have
reached alignment with the FDA on the ASCVD clinical development program, including a Phase 2 trial evaluating the
reduction of C- reactive protein (“ CRP ”), a validated biomarker for inflammation, with quarterly and monthly dosing
of TOURO006 in patients with elevated cardiovascular risk. This trial is targeted to commence in the first half of 2024.
TOURO006 for ASCVD is in an earlier stage of development and will require substantial additional investment for clinical
development, prior to potentially being submitted for regulatory review and approval in one or more jurisdictions. If our
Phase 2 CRP biomarker trial is unsuccessful, our development plans for a Phase 3 ASCVD trial would be significantly
harmed. We will need significant additional capital to proceed with the development and commercialization of TOUR006
and any potential future product candidates and our other operations. We may not be able to access sufficient capital on
acceptable terms, if at all, and, as a result, we may be required to delay, scale back or discontinue development of such
product candidates or other operations. Our operations have consumed substantial amounts of cash since inception, and
we will require substantial additional capital to finance our operations and pursue our product development strategy,
both in the short- and the long- term, and the amount of funding we will need depends on many factors, including: * the
rate of progress in the development of TOURO006 and our other potential future product candidates; ¢ the initiation,
progress, timing, delays, costs, and results of preclinical studies and clinical trials for TOUR006 and any potential future
product candidates; * the number and development requirements of product candidates that we may pursue; * the
outcome, timing, and cost of seeking and obtaining regulatory approvals from the FDA and comparable foreign health
authorities, including the potential for such authorities to require that we perform more studies than those that we
currently expect; * the cost to establish, maintain, expand, enforce, and defend the scope of our intellectual property
portfolio, including the amount and timing of any payments we may be required to make, or that we may receive, in
connection with licensing, preparing, filing, prosecuting, defending, and enforcing any patents or other intellectual
property rights; ¢ the cost and timing of selecting and auditing a manufacturing site for later- stage clinical and
commercial- scale manufacturing; ¢ the cost and timing of performing manufacturing process validation sufficient to
meet regulatory expectations and requirements; * the effect of products that may compete with TOUR006 and any
potential future product candidates or other market developments; * market acceptance of any approved product
candidates, including product pricing and product reimbursement by third- party payors; ° the cost of potentially
acquiring, licensing, or investing in additional businesses, products, product candidates and technologies; and * the cost
of establishing sales, marketing, and distribution capabilities for TOURO006 and any potential future product candidates
for which we may receive regulatory approval and that we decide to commercialize ourselves or in collaboration with
partners. We believe that our working capital will be sufficient to fund our operating expenses and capital expenditure
requirements for at least twelve months from the date of issuance of this Annual Report on Form 10- K. Moreover, based
on our current development plans and related assumptions, we believe our cash, cash equivalents and investments are
sufficient to fund our operations into 2027. We have based these estimates on plans and assumptions that may prove to
be insufficient or inaccurate (for example, with respect to anticipated costs, timing, or success of certain activities), and
we could utilize our available capital resources sooner than we currently expect. In addition, our forecast of the period of
time through which our financial resources will be adequate to support our operations is a forward- looking statement
that involves risks and uncertainties, and actual results could vary materially as a result of a number of factors. We plan
to finance our future cash needs through public or private equity or debt offerings, BD Arrangements, or a combination
of these potential financing sources. For example, we may seek BD Arrangements in the future to facilitate clinical
development that requires significantly more capital and resources that may otherwise not be available to us on
acceptable terms or at all, such as large cardiovascular outcome trials of TOURO006 in patients with ASCVD. Additional
capital may not be available in sufficient amounts, on reasonable terms, or when we need it, if at all. In addition, our
ability to obtain financing may be adversely impacted by potential worsening global economic conditions and the
disruptions to, and volatility in, the credit and financial markets in the U. S. and worldwide resulting from geopolitical
tensions, such as the ongoing war in Ukraine and hostilities in the Middle East, global pandemics, inflation, rising
interest rates, and liquidity concerns at, and failures of, banks and other financial institutions. The global economy,
including credit and financial markets, has experienced extreme volatility and disruptions, including severely diminished
liquidity and credit availability, declines in economic growth, increases in inflation rates, higher interest rates and
uncertainty about economic stability. If the financial market disruptions and economic slowdown deepen or persist, we
may not be able to access additional capital on favorable terms, or at all, which could in the future negatively affect our
financial condition and our ability to pursue our business strategy. If adequate funds are not available from public or
private equity or debt offerings, or BD Arrangements on acceptable terms when needed, in order to continue the
development of TOURO006 or any of our potential future product candidates we may need to: * seek transaction



alliances for R & D programs when we otherwise would not, at and-- an earlier stage than we would otherwise desire or
on terms less favorable than might otherwise be available; or ¢ enter into BD Arrangements that could require us to
relinquish, or license, on potentially unfavorable terms, our rights to intellectual property, product candidates, or
products that we otherwise would develop or seek to commercialize ourselves. We may not be able to raise adequate
additional capital on a timely basis, on acceptable terms or at all. If we are unable to do so, we may need to significantly
delay, scale back or discontinue development of or abandon TOURO006 or any potential strategie-transactions-that-we-may
eonsummate-itrthe-future product candidates, which could have negative-consequenees—InFebruary2623-a material adverse
effect on our business , financial condition, results of operations and prospects, or we announeed-may be required to cease
operations altogether. We will incur significant legal, accountlng and other expenses asa pubhc company 111‘11 we are
undertaking-did not incur as a private company e c-o g
shareholdervalae-, including costs associated with public company reportlng obhgatlons under the Exchange Act. Our
management team consists of the executive officers of Legacy T0urmahne pr10r to the Merger btrt—some 0f whom have
not previously managed timited-to;-anand operated ae A ;
divestitire-of the-Company-company —s—eel-l—fherwy—@h/i@e&p&bﬂ-r&es— We—expeet—These executlve ofﬁcers and other
personnel will need to devote substantial time to gaining expertise related to public company reporting requirements and
compliance with applicable laws and regulations to ensure that we comply with all of these requirements. Any changes
we make to comply with these obligations may not be sufficient to allow us to satisfy our obligations as a public company
on a timely basis, or at all. These reporting requirements, rules and regulations, coupled with the increase in potential
litigation exposure associated with being a public company, could also make it more difficult for us to attract and retain
qualified persons to serve on the board of directors or on board committees or to serve as executive officers, or to obtain
certain types of insurance, including directors’ and officers’ insurance, on acceptable terms. Once we are no longer and--
an emerging growth company, a smaller reporting company, or otherwise no longer qualify for applicable exemptions,
we will be subject to additional laws and regulations affecting public companies that will increase our costs and the
demands on management and could harm our operating results. We are subject to the reporting requirements of the
Exchange Act, which requires, among other things, that we file with the SEC, annual, quarterly, and current reports
with respect to our business and financial condition as well as other disclosure and corporate governance requirements.
However, as an emerging growth company, we may take advantage of exemptions from various requirements, such as an
exemption from the requirement to have our independent auditors attest to our internal control over financial reporting
under Section 404 of the Sarbanes- Oxley Act of 2002, as well as an exemption from the “ say on pay ” voting
requirements pursuant to the Dodd- Frank Act. After we no longer qualify as an emerging growth company, we may still
qualify as a “ smaller reporting company, ” which may allow us to take advantage of some of the same exemptions from
disclosure requirements, including not being required to comply with the auditor attestation requirements of Section 404
of the Sarbanes- Oxley Act and reduced disclosure obligations regarding executive compensation in our periodic reports
and proxy statements. Even after we no longer qualify as an emerging growth company, we expect to still qualify as a «
smaller reporting company, ” as such term is defined in Rule 12b- 2 under the Exchange Act, in at least the near term,
which will allow us to take advantage of many of the same exemptions from disclosure requirements, including not being
required to comply with the auditor attestation requirements of Section 404 of the Sarbanes- Oxley Act and reduced
disclosure obligations regarding executive compensation in periodic reports and proxy statements. Once we are no
longer an emerging growth company, a smaller reporting company, or otherwise qualify for these exemptions, we will be
required to comply with these additional legal and regulatory requirements applicable to public companies and will
incur significant legal, accounting and other expenses to do so. If we are not able to comply with the requirements in a
timely manner or at all, our financial condition or the market price of our common stock may be harmed. For example,
if we or our independent auditor identifies deficiencies in our internal control over financial reporting that are deemed
to be material weaknesses, we could face additional costs to remedy those deficiencies, the market price of our stock
could decline, or we could be subject to sanctions or investigations by the SEC or other regulatory authorities, which
would require additional financial and management resources . Risks Related to exploringstrategie-alternatives-Our
Dependence on Third Parties We may not be able to obtain and maintain the relationships with third parties that are
necessary to develop, commercialize and manufacture TOUR006 and any potential future product candidates. We
expect to depend on third parties, including contract research organizations (“ CROs ”), clinical data management
organizations, clinical investigators, and CDMOs and other third- party partners and service providers to support our
development efforts, to conduct our clinical trials and certain aspects of our research and preclinical studies, to
manufacture clinical and commercial- scale quantities of our drug substances and drug products under cGMP and to
market, sell and distribute any products we successfully develop and for which we obtain regulatory approval. Any
problems we experience with any of these third parties could delay the development, manufacturing et or beard
commercialization of direetors-believes TOURO006 or any potential future product candidates, which could harm our
results of operations. We cannot guarantee that we or, as applicable, any of our partners will maximize-stoekholdervatue
be able to successfully negotiate agreements for, and maintain relationships with, third- party partners and service
providers on favorable terms, if at all . Despite-deveting-If we or any of our partners are unable to obtain and maintain
these agreements, we may not be able to clinically develop, manufacture, obtain regulatory approvals for or
commercialize TOURO006 or any potential future product candidates, which will, in turn, adversely affect our business. If
we or any of our partners need to enter into alternative arrangements, it could delay our product development and, if
applicable, commercialization activities and such alternative arrangements may not be available on terms acceptable to
us. We expect to continue to expend substantial time and effort to enter into relationships with third parties and, if we




successfully enter into such relationships, to manage these relationships. In addition, our reliance on these third parties
for development activities reduces our control over these activities but does not relieve us of our responsibilities. For
example, we remain responsible for ensuring that our clinical trials are conducted in accordance with the general
investigational plan and protocols for the trial and we remain responsible for ensuring that manufacturing activities are
conducted under cGMP. However, we cannot control the amount or timing of resources our partners will devote to our
programs, TOURO0O06 or potential future product candidates, and we cannot guarantee that these parties will fulfill their
obligations to us under these arrangements in a timely fashion, if at all. If these third parties do not successfully carry
out their contractual duties, meet expected deadlines or conduct their clinical trials or other R & D activities in
accordance with regulatory requirements, we will not be able to obtain, or may be delayed in obtaining, marketing
approvals for TOURO006 or any potential future product candidates and will not be able to, or may be delayed in our
efforts to, successfully commercialize any approved products. In addition, we base our expense accruals related to
clinical trials on our estimates of the services received and efforts expended pursuant to contracts with multiple research
institutions and CROs that conduct and manage clinical trials on our behalf and, if their estimates are not accurate, it
could negatively affect the accuracy of our financial statements. Any agreements we have or may enter into with third-
party partners and service providers may give rise to disputes regarding the rights and obligations of the parties.
Disagreements could develop over contract interpretation, rights to ownership or use of intellectual property, the scope
and direction of our programs, the approach for regulatory approvals or commercialization strategy. Any disputes or
commercial conflicts could lead to the termination of our agreements, delay progress of our product development
programs, compromise our ability to renew agreements or obtain future agreements, lead to the loss of intellectual
property rights, result in increased financial obligations for us or result in costly and time- consuming arbitration or
litigation. We rely completely on CDMOs for the manufacture and testing of TOUR006 and any potential future product
candidates under cGMP, and we are subject to many manufacturing risks, any of which could substantially increase our
costs and limit supply of any potential product candidates and any future products. Additionally, any difficulties in the
transfer of drug substance or drug product to or from manufacturing facilities could materially adversely affect our
business, financial condition, and results of operation. We require the services of third- party CDMOs to provide process
development, analytical method development, formulation development, and manufacturing. We do not have, and do
not currently plan to acquire or develop, the facilities or capabilities to manufacture and test bulk drug substance or
filled drug product for use in clinical trials or commercialization. As a result, we rely completely on CDMOs, which
entails risks to which we would not be subject if we manufactured TOURO006 or any potential future product candidates
or products ourselves, including risks related to reliance on third parties for availability of drug product to use in our
clinical trials and for regulatory compliance and quality assurance with respect to such drug product, the possibility of
breach of the manufacturing agreement by third parties because of factors beyond our control (including a failure to
manufacture TOUR006 and any potential future product candidates or any products we may eventually commercialize
in accordance with our specifications) and the possibility of termination or nonrenewal of agreements by third parties,
based on their own business priorities, at a time that is costly or damaging to us. TOURO006 is a biologic, and the
manufacture and testing of biologic products is complex, highly regulated and requires efforts-expertise and
capital investment, including the development of advanced manufacturing techniques, process controls, and advanced
analytical testing capability. As a result, the manufacture and testing of our product candidate is subject to identify-many
risks, including the following, some of which we may experience: * product loss or other negative consequences due to
contamination, equipment failure, improper installation or operation of equipment, vendor or operator error, shortages
of qualified personnel or improper delivery or storage conditions; * difficulties with product yields, quality control
release testing, including challenges related to analytical method development and the qualification and implementation
of those methods for release testing, which can delay availability of clinical trial materials;  challenges with long- term
stability of our product candidate and products at reasonable and expected storage conditions; * challenges with
comparability of product made following changes in the manufacturing process such as a change in the manufacturing
facility, scale- up, changes in the storage container used for drug product, or other changes; * the negative consequences
of failure to comply with strictly enforced federal, state and foreign regulations;  major deviations from normal
manufacturing processes, which may result in reduced production yields, product defects and other supply disruptions; °
the presence of microbial, viral or other contaminants discovered in our product candidate or in the manufacturing
facilities in which it is made, which can necessitate closure of facilities for and-- an evaluatepotential-extended period of
time to investigate and eliminate the contamination;  the negative consequences of our CDMOs’ failure to be approved
for commercial production following an audit by regulatory authorities, by us or by our partners; * Our CDMOs’
changing strategie-strategies alternatives-and business priorities , which can affect the availability of facilities where we
intend to manufacture our product candidate; and * Our CDMOs’ manufacturing facilities being adversely affected by
labor, raw material and component shortages, turnover of qualified staff or financial difficulties of their owners or
operators, including as a result of natural disasters, power failures, local political unrest or other factors. We cannot
ensure that issues relating to the manufacture or testing of our product candidates, such as those described above, will
not occur or continue to occur in the future. If we or our CDMOs experience any such issues could be a shortage of
drug substance or drug product for use in our clinical trials, which could delay clinical and regulatory timelines
significantly and have an adverse effect on our business. In addition, to date, TOUR006 has been manufactured and
tested by our drug substance and drug product CDMOs solely for clinical trials. We intend to continue to use CDMOs
for these purposes, and also for the supply of larger quantities that may be required to conduct accelerated or expanded
early clinical trials or larger, later clinical trials and for commercialization if we advance any of our product candidates



through regulatory approval and to commercialization. These manufacturers may not have sufficient manufacturing
capacity and may not be able to scale up the production of drug substance or drug product in the quantities we need and
at the level of quality required in a timely or effective manner, or at all. In particular, there is increased competition in
the biotechnology industry for CDMO manufacturing slots and other capabilities generally, which has had, and may
continue to have, a negative impact on the availability of manufacturing capacity and therefore our ability to supply
clinical trial materials for planned, ongoing or expanded clinical trials or commercialization. The scale up and validation
of the manufacturing processes in the CDMOs’ facilities to manufacture larger quantities or different formats such as a
pre- filled syringe involve complex activities and coordination. Scale up and process validation activities entail risks such
as process reproducibility and robustness, stability of in- process intermediates, product quality consistency and other
technical challenges. We may be unable to scale up or validate our manufacturing processes, which expensive and
time- consuming and could delay the initiation or completion of our clinical trials. Similarly, we or our CDMOs may
make changes to our manufacturing processes at various points in product development for many reasons, including
changing manufacturing facilities, scaling up, facility fit, raw material or component availability, improving process
robustness and reproducibility, decreasing processing times, changing the storage container, or others. In some
circumstances, we may fail to demonstrate that the product from the new process is comparable to product from the
prior process and we may be required to perform additional bridging studies, animal or human studies to demonstrate
that the product used in earlier clinical trials are comparable to the product we intend to use in later trials or later stages
of an ongoing trial. These efforts are expensive and there is this-they will be successful, which could
impact our ability to continue or initiate clinical trials in a timely manner, or at all, and could require the conduct of
additional clinical trials. Any future adverse developments affecting manufacturing operations or the scale up or
validation of manufacturing processes for TOURO006 or any of our future product candidates may result in shipment
delays, lot failures, clinical trial delays or discontinuations, or, if we are commercializing products, inventory shortages,
product withdrawals or recalls or other interruptions in supply. We may also have to record inventory write- offs and
incur other charges and expenses for drug substance or drug product that fail to meet specifications or cannot be used
before its expiration date. In addition, for out of specification materials, we may need to undertake costly remediation
efforts or manufacture new batches at considerable cost and time delays or, in the longer run, seek more expensive
manufacturing alternatives. We currently have a single source of supply for our drug substance and for our drug
product. Single sourcing minimizes our leverage with our CDMOs, who may take advantage of our reliance on them to
increase the pricing of their manufacturing services or require us to change our intended manufacturing plans based on
their strategie-strategies review-and priorities. Single sourcing also imposes a risk of interruption or delays in supply in
the event of manufacturing, quality or compliance difficulties and / or other difficulties in timely supplying us with
materials. We do not currently have arrangements in place for redundant supply for drug substance or drug product. If
one of our suppliers fails or refuses to supply us for any reason or we otherwise choose to engage a new supplier for
TOURO006 or any of our future product candidates, including a second- source supplier to mitigate the risks of single-
source supply, it may take a significant amount of time and cost to implement and execute the necessary technology
transfer to, and qualification of, a new supplier. The FDA or comparable foreign health authority must approve
manufacturers of commercial drug substance and drug product. If there are any delays in qualifying new suppliers or
facilities or a new supplier is unable to meet the requirements of the FDA or comparable foreign health authority for
approval of production of our commercial supply, there could be a shortage of drug substance or drug product with
respect to the affected product candidates. If our CDMOs are unable to source certain raw materials and components
from their supplier and if they must obtain such materials from a different supplier, additional testing, and regulatory
approvals, may be required, which may negatively impact manufacturing timelines. Any significant delay in the
acquisition or decrease in the availability of these materials, components or other items, or failure to successfully qualify
alternative materials or components, could considerably delay the manufacture of our product candidates, which could
adversely impact the timing or completion of any ongoing and planned trials or the timing of regulatory approvals, if
any, of our product candidates. In addition, our CDMOSs’ facilities and operations may be adversely affected by labor,
raw material and component shortages, high turnover of staff and difficulties in hiring trained and qualified
replacement staff and the operations of our CDMOs may be requisitioned, diverted or allocated by U. S. or foreign
government orders such as under emergency, disaster and civil defense declarations. Changes in economic conditions,
supply chain constraints, labor, raw material and component shortages and steps taken by governments and central
banks could also lead to higher inflation than previously experienced or expected, which could, in turn, lead to an
increase in costs. If any CDMO with whom we contract fails to perform its obligations, we may be forced to manufacture
the materials ourselves, for which we may not have the capabilities or resources, or enter into an agreement with a
different CDMO, which we may not be able to do on reasonable terms, if at all. In either scenario, our clinical trials
supply could be delayed significantly as we establish alternative supply sources. In some cases, the technical skills
required to manufacture our products or product candidates may be unique or proprietary to the original CDMO and
we may have difficulty, or there may be contractual restrictions prohibiting us from, transferring such skills to a back-
up or alternate supplier, or we may be unable to transfer such skills at all. In addition, if we are required to change
CDMOs for any reason, we will be required to verify that the new CDMO maintains facilities and procedures that
comply with quality standards and with all applicable regulations. We would also need to verify, such as through a
manufacturing comparability study, that any new manufacturing produce our product candidate according
to the specifications previously submitted to the FDA or another regulatory authority. The delays associated with the
verification of a new CDMO could negatively affect our ability to develop product candidates or commercialize our



products in a timely manner or within budget. Furthermore, a CDMO may possess technology related to the
manufacture of our product candidate that such CDMO owns independently. This would increase our reliance on such
CDMO or require us to obtain a license from such CDMO in order to have another CDMO manufacture our product
candidates. Our manufacturing and testing of bulk drug substance for TOUR006 currently takes place in China through
a global CDMO with facilities in China and around the world. Our manufacturing and testing of drug product for
TOURO006 occurs in facilities in Austria and the U. S. Our drug product is packaged in Germany and the U. S. A
significant disruption in the operation of these manufacturing facilities, a trade war or political unrest could materially
adversely affect our business, financial condition and results of operations. We currently contract manufacturing
operations to third parties. TOURO006 bulk drug substance for clinical studies is manufactured by a third- party facility
in China. TOURO006 drug product is manufactured in Austria and the U. S. and packaged in Germany and the U. S. Any
disruption in production or inability of our manufacturers in those countries to produce adequate quantities to meet our
needs, whether as a result of a natural disaster or other causes, could impair our ability to operate our business on a day-
to- day basis and to continue development of our product candidates. Furthermore, since bulk drug substance is
produced in us-pursting-China, we are exposed to the possibility of product supply disruption and increased costs in the
event of changes in the policies of the U. S. or Chinese governments, political unrest or unstable economic conditions in
China. Any of these matters could materially and adversely affect our business and results of operations. In addition,
manufacturing interruptions or failure to comply with regulatory requirements by any transaetiorrof these manufacturers
could significantly delay clinical development of potential products and reduce third- party or clinical researcher interest
and support of proposed trials. Furthermore, any recall of the manufacturing lots or similar action regarding or-our
product candidates used in clinical trials could delay the trials or detract from the integrity of the trial data and its
potential use in future regulatory filings. These interruptions or failures could also impede commercialization of our
product candidates and impair our competitive position. Further, we may be exposed to fluctuations in the value of the
local currencies. Future appreciation of the local currencies could increase our costs. In addition, our labor costs could
continue to rise as wage rates increase due to increased demand for skilled laborers and the availability of skilled labor
declines in such countries. Additionally, we plan to transfer manufacturing and testing of TOURO006 bulk drug substance
to a facility in the U. S. that any-transaetion-is licensed for commercial production. We intend to use this U. S. facility to
produce TOURO006 bulk drug substance for late- stage clinical studies and commercial supply. We may encounter
difficulties transferring the manufacture and testing process. Furthermore, our process at the new facility may result in
the production of TOURO006 that is not comparable to the current TOURO006 clinical trial material produced at the
facility in China. Also, we plan to conduct manufacturing and testing of TOURO006 drug product at a facility in Europe
that is licensed for commercial production, through a global CDMO. TOURO006 drug product produced at the
commercial facility may not be comparable to the current TOUR006 drug product that is being used in our clinical
studies. We may seek to establish BD Arrangements, and , if pursted;-wi-be-eompleted-we are not able to establish them

on attraet-rve—commerclally reasonable terms , or at all —We— we may have to alter ﬂet—set—a—t-ﬂﬁetab-le-fe%eefnp-leﬁeﬂ—oﬂ-hts

te-isti e he-dev elmmem e-fetneand commerclahzatlon plans. Our product
e&nd-rdates—t-he—du LlO]llllLlll programs and any—the polunml commercialization of TOUR006 ot or any of our future
pmdud um(h(ldlu W ill 1equue stlb\ldnlldl additional cash to fund expenses th 3 S h

Geﬂseqﬂeﬁt-l-y—F or TOUR006 or any poteﬁ&al-eeuﬂ-terparw

future plO(luLl umdlddlu &nd— we may attrrbﬂte—l-rtt-le-declde to collaborate with pharmaceutlcal and blotechnology
companies or-for the development and potential commerclahzatlon of ﬁoﬂval-ue—m—sueh—a—traﬁsaeﬁeﬁ—to—l hose plO(lLlLl

candidates. We face significant competition inad
econstmmate-in seeking appropriate collaborators. Whether h
reach may—ﬂﬁp-lemeﬁt—a deﬁmtlve agreement HESE6 OISt 16 i A
emaining-eash-avatlable 101 aBDArrangementwﬂlttse—rn—eﬂPbusrﬂess-eH-he
e A ategie-plan—Any potentia ton-wottd -- depend oranumber-of-factors-that-may-be
beyeﬂd-etneeeﬁtrel—iﬂelu&mg—. among other lhlnﬂ\ upon our assessment of the collaborator’ s resources and expertise, the
terms and conditions of the proposed collaboration and the proposed collaborator’ s own evaluation of a potential
collaboration. Such factors a potential collaborator will use to evaluate a BD Arrangement may include the design or
results of clinical trials, the likelihood of approval by the FDA or comparable foreign regulatory authorities, 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 yindustry-trends;-the-interestof third-parties-in-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 petential-transaetion- BD Arrangement could be more attractive than one with us 5
eobtaining-stoekholderapproval-and-for our product candidate. The terms of any additional BD Arrangements or t-he—other
availability-of finaneing-arrangements that we may establish may not be favorable to third-parties-us. We may in a-the
future be restricted under our current BD Arrangements from entering into potential transaetion-future BD
Arrangements on certain terms with potential collaborators. BD Arrangements are complex and time- consuming to
negotiate and document. In addition, there have been a significant number of recent business combinations among large
pharmaceutical companies that have resulted in a reduced number of potential future collaborators. We may not be able
to negotiate BD Arrangements on a timely basis, on acceptable terms, or at all. If we are unable to do so, we may have to
curtail the development of the product candidate for which we are seeking to collaborate, reduce or delay our
development program or one or more of our other development programs, delay our potential commercialization or
reduce the scope of any sales or marketing activities, or increase our expenditures and undertake development or
commercialization activities at our own expense. If we elect to increase our expenditures to fund development or
commercialization activities on our own, we may need to obtain additional capital, which may not be available to us on
reasonable-acceptable terms or at all . Any-fathure-of sueh-potentialtransaetionIf we do not have sufficient funds, we may
not be able to achieve-further develop our product candidates or bring the-them antteipated-results-eonld-signifieantly
-rmpa-rrettr&brl—rty—lo market and generate product revenue. In addltlon, any future BD Arrangements that we enter into

gitdatio 6 b 0 he =W 111 (lepend hea\ 11\/ on lhe timing
efforts and act1v1t1es of wqutudﬁm%eH—as—our collaborators Collaborators generally have significant discretion in
determining the ameunt-ofeash-efforts and resources that they will need-apply to bereserved-these collaborations.
Disagreements between parties to a BD Arrangement regarding clinical development and commercialization matters can
lead to delays in the development process for- or eommitments-commercializing the applicable product candidate and
eontingenttiabilittes-, in some cases, termination of the BD Arrangement . There-These disagreements can be difficult to
resolve if neither of the parties has final decision- making authority. BD Arrangements with pharmaceutical or
biotechnology companies and other third parties often are terminated or allowed to expire by the other party. Any such
termlnatlon or explratlon would adversely affect us ﬁnanc1ally and could harm our bus1ness reputatlon We have no

marketing our-boa e - o icg ;
ava-rl&b-le—fer—dl\mbullon oot ekhrold i Aor-the—tHine—6

tssetutt iqtiidation;-we-wottld-could prevent us from successfully
eorporatetaw-to-pay-our— or outstanding-obligations;-as-wet-aste
bligations; pri maldng-any potentlaldtstﬂbﬁﬁeﬂs—m—hqmdat-teﬂ—te



. We currently ha\ e no sales, marketmg or distribution capablhtles T0 commercialize
TOURO006 or any potential future product candidates we must either develop our own sales, marketing and distribution
capabilities or make arrangements with third parties to perform these services for us. If we decide to market or
distribute any of our products appreved-on our own, we will have to commit significant resources to developing a
marketing and sales force and supporting distribution capabilities. If we decide to enter into arrangements with third
parties for sate-and-performance of these services, we may find that they arc investing-substantially not available on terms
acceptable to us, or at all of. If we are not able to establish and maintain successful arrangements with third parties et
or efferts-build our own sales and marketing infrastructure, we may not be able to commercialize our product
candidates, which would adversely affect our business, financial reseurees-n-condition, results of operations and
prospects. Risks Related to the Discovery, development-Development and Regulatory Approval of Our Product

Candidates TOURO006 and any other of our future Faetlitated-AHo—HSCTTherapy,speetfteallytnrourtead-product eandidate
candidates must undergo rigorous clinical trials before seeking regulatory approvals , FER06+—Steeessful-eontinued



development-and ultimate-clinical trials may be delayed, suspended or terminated at any time for many reasons, any of
which could delay or prevent regulatory approval and, if approval is granted, commercialization of FER66+-our product
candidates. TOURO006 and any other product candidates we might develop are subject to rigorous and extensive clinical
trials before we can seek regulatory approval from the FDA and comparable foreign health authorities such as the
European Medicines Authority. Clinical trials may be delayed, altered, suspended or terminated at any time for reasons
including but not limited to:  ongoing discussions with the FDA or comparable foreign health authorities regarding the
scope or design of our clinical trials; * delays in obtaining, or the inability to obtain, required approvals from
institutional review boards (“ IRBs ) and ethics committees or other governing entities at clinical trial sites selected for
participation in our clinical trials; ¢ delays in reaching agreement on acceptable terms with clinical trial sites on clinical
budgets and / or clinical trial agreements; * lack and / or loss of personnel at clinical trial sites to conduct our trials,
including patient screening, patient visits and / or assessments, data entry of patient data into the clinical database and /
or processing of patient samples; ° institutional policies related to in- person patient visits resulting in delays to
treatments or assessments being conducted, CRO and / or sponsor visits to conduct monitoring visits to verify data and /
or site adherence to regulatory requirements;  delays in patient enrollment and other key trial activities; ¢ delays in
reaching agreement on acceptable terms with prospective CROs; e the failure of CROs, testing laboratories and other
third parties to satisfy their contractual duties to us or meet expected deadlines; * deviations from the trial protocol by
clinical trial sites and investigators, or failures to conduct the trial in accordance with regulatory requirements; ¢
alterations in the size and scope of the trial; < lower than anticipated retention rates of participants in clinical trials,
including patients dropping out due to protocol non- compliance, side effects or disease progression; * missing or
incomplete data; « failure of enrolled patients to complete treatment or to return for post- treatment follow- up; * for
clinical trials in selected patient populations, delays in identification and auditing of central or other laboratories and the
transfer and validation of assays or tests to be used to identify selected patients and test any patient samples; ©
implementation of new, or changes to, guidance or interpretations from the FDA or comparable foreign health
authorities with respect to approval pathways for TOUR006 and any potential future product candidates we are
pursuing; ¢ the need to repeat or conduct additional clinical trials as a result of inconclusive or negative results, poorly
executed testing or changes in required endpoints or other changes to the trial or analysis; ¢ insufficient supply or
deficient quality of drug substance, drug product or other clinical trial material necessary to conduct our clinical trials,
as well as delays in the testing, validation, manufacturing and delivery to clinical trial sites of such material; « withdrawal
of clinical trial sites or investigators from our clinical trials for any reason, including as a result of changing standards of
care or the ineligibility of a site to participate in our clinical trials;  unfavorable FDA or comparable foreign health
authority inspection or review of a clinical trial site or records of any clinical or preclinical investigation; * drug- related
adverse effects or tolerability issues experienced by participants in our clinical trials; « changes in government
regulations or administrative actions; * lack of adequate funding to continue the clinical trials; ¢ ability to hire and retain
key R & D and other personnel; or ¢ the placement of a clinical hold on a trial by the FDA or comparable foreign health
authorities. We cannot guarantee that we will be able to successfully obtain FDA or other global health authority
clearance to proceed with any planned clinical investigations of TOURO006 or any potential indieations-is-eritieat-to-the
future sueeess-of product candidates our-- or business-to accomplish required regulatory and / or manufacturing activities
or all of the other activities necessary to initiate and complete clinical trials in a timely fashion, if at all . We-As a result,
our preclinical studies and clinical trials may be extended, delayed or terminated, and we may be unable to obtain
regulatory approvals or successfully commercialize our products. In addition, we have only limited experience in
conducting late- stage clinical trials required to obtain regulatory approval. In any event, we do not know whether any of
our clinical trials will begin as planned, will nced to be restructured raise-sufftetentfunds—for-—- or will be completed on
schedule , and-or at all. Our product development costs will increase if we experience delays in clinical testing. Significant
clinical trial delays could also shorten any periods during which we may have the exclusive right to commercialize our
product candidates or allow our competitors to bring products to market before we do, which would impair our ability
to successfully enrett-commercialize our product candidates and may harm our business, financial condition, results of
operations and prospects. We or our partners’ inability to timely complete s-eur—clinical development programs-efFERO6+
could result in additional costs to us for-- or severe-antoimmune-diseases-impair our ability to generate product revenue or
development, regulatory, commercialization and sales mllestone payments and royaltles on product sales. If clinical
trials of TOURO006 or any potential future addittona & etr-product candidates s

proeeed-fail to timely initiate, enroll, complete, or produce pos1t1ve results or to demonstrate safety and efficacy to the
satisfaction of the FDA or comparable health authorities or sufficient to demonstrate differentiation from other
approved therapies or therapies in elinteal-development , we may incur additional costs erachieveregulatery-approval—The
proeess-for— or experience delays in completing, or ultimately be unable to complete, the development and
commerclallzatlon of our product candldates Before obtaining m.ul\umu appm\ al from health authorltles or the sale of




pfeéuet—e&nd'}da-tes—fer— or speeiﬁe-rnd-teaﬁeﬂs—our partners must conduct extensnve prechmcal studles and chmcal trials to

demonstrate its safety and efficacy in humans. Prechnlcal studies and chnlcal tr1als are expens1ve, take several years to

Llll]lcdl dc\ L]ODH’ILI]I ot or product approvals propti

we-are-unable-to-develop-and-reeetve-regutatory-The des1gn of a chnlcal tr1al can determme whether 1ts results w1ll support

approval of a product, and flaws in the design of a clinical trial may not become apparent until the clinical trial is well

advanced There isa hlgh fallure rate for drugs and blologlc PGRG@i—fe%thehrrﬁietmeftsﬂwe—&fe—deve}epmg—rt—fer—eﬁ%we

éurmg—the—stage of testlng Because we have hmlted experience designing chmcal trlals, we may be unable to des1gn and
execute a clinical trial proeess-to support regulatory approval . We may also not be successful in generating clinical data
sufficient to differentiate TOURO006 from other products in the same therapeutic area. If our competitors’ products are,
or are perceived to be, more effective, more convenient, less costly or safer than TOURO006, or we are unable to
demonstrate differentiation in any of those factors, we may not be able to achieve a competitive position in the market. In
addition, data obtained from preclinical and clinical activities are subject to varying interpretations, which may delay,
limit or prevent regulatory approval. In any event, it is impossible to predict when or if any of our Preduet-product
candidates will prove safe and effective in laterstages-efhumans or will receive regulatory approval. If we are unable to
successfully discover, develop or enable our partners to develop drugs that regulatory authorities deem effective and safe
in humans, we will not have a viable business. We may not be able to file INDs, IND amendments, or clinical trial
applications (“ CTAs ”) to commence clinical trials on may—f&rl—te—shew—lhc desrred—sa—fet—y—tlmelmes we expect, and even 1f

the—eype—aﬂd—&meuﬂt—e-ﬁehmea{—data—neeess&ryhm proceed gatap

- We have—may not ebt&med—regu-l-&tery—apprev&l—be able to file INDs or

candidates on the timelines we expect, if at all For example, we may experlence, or our partners may experlence,
manufacturing delays or other delays with IND- enabling studies. Moreover, we cannot be sure that submission of an
IND or CTA will result in the FDA or comparable health authority allowing initial or later- stage clinical trials to begin,
or that, once begun, issues will not arise that suspend or terminate clinical trials. Additionally, ever-even if such
regulatory authorities agree with the design and implementation of the clinical trials set forth in an IND or CTA, we
cannot guarantee that such regulatory authorities will not change their requirements in the future. These considerations
also apply to new clinical trials we may submit as amendments to existing INDs or to a new IND or CTAs. Any failure to



file INDs and CTAs on the tlmellnes we expect or to obtain Ie(’llldtOIy apptovat-approvals for our trials may prevent us -
pte anetid ot 0 v atory from completing the- FDA-eracomparable-foreignregulatory
dest d our clinical trials +—fathire-to-demeonstrate-to
: y or J:eael—commercnahzlng our pfe&uet—products candldate is safe and
1ndlcat10ns) may glant apploval contmgent on p 0 y

sevefe—selefedefma—we—mdy not be dble to initiate or continue clinical trials for our product candidate if we , or a potential future
sponsor , are unable to locate and enroll a sufficient number of eligible patients to participate in these continuing trials as
quuned by the FDA or Comparable forels,n Ie(’llldtOIy duthmmes Patient emollment is s1gn1hcant factor in the tlmmu of

y v . Patient
enrollment may be atfected if our Compentors have ongoing clinical nmls for ploduct candidates that are undel development for
the same indications as our product candidates, at clinical trial sites participating in our clinical trials, or at clinical trial
s1tes n0t part1c1pat1ng in our cllnlcal trlals and pdtlents who would otherwise be elu:lble f01 our clinical trials instead enroll in

enrollment may also be affected by other fdctors including: - size and nature of the patient population; - sev enty of the disease
under investigation; -» availability of approved therapies, other medicines, surgical procedures, or other therapies or
interventions that would lead a patient to opt for that treatment or care approach instead of enrolling in our trial; ¢
patient eligibility criteria for the trial in question; -® nature of the trial protocol; - our ability to recruit clinical trial investigators
with the appropriate competencies and experience; -® perceived risks and benefits of the product candidate under study; -e the
occurrence of adverse events attributable to our lead product candidate; - efforts to facilitate timely enrollment in clinical trials;
e the number and nature of competing products or product candidates and ongoing clinical trials of competing product
candidates for the same indication at clinical trial sites participating in our clinical trials, or at clinical trial sites not
participating in our clinical trials ; -e patient referral practices of physicians; -e risk that enrolled subjects will drop out or die
before completion; -» competition for patients from other clinical trials at clinical trial sites participating in our clinical trials,
or at clinical trial sites not part1c1pat1ng in our chnlcal trials ; -» the ab111ty to monitor panents adequdtely dunng and after
neatment °® —tra 6 €6 s SOV W

pandemte:—proximity and availability of clinical trlal snes for prospective patients; and -® contmued enrollment 01‘ prospective
patients by clinical trial sites. Even if we are able to enroll a sufficient number of patients in our clinical trials, if the pace of
enrollment is slower than we-expeet-expected , the development costs for our product candidates may increase and the
completion of our trials may be delayed or our trials could become too expensive to complete. Any delays in completing our
clinical trials will increase eur-costs, delay or prevent esr-product candidate development and approval process and jeopardize
our ability to commence product sales and generate revenue. Any delays in completing our clinical studies for our product
candidates may also decrease the period of commercial exclusivity. Any of these occurrences may smmhcdntly hdlln our
busmess financial condition , results of operations, and prospects. Success

0t-hefs—d-tsee’v‘eﬂng—develep-rng—precllnlcal studies or earlier- stage clinical trials or-for TOURO006, eeﬂamefera-l-rz-mg
produets-before-or evidence more-sueeessfully-than-we-do—We-faceeompetition-from numerous-pharmaeetntieal-published

observations, clinical studies, or other literature for other anti- IL- 6 or anti- IL- 6 receptor agents, may not be indicative
of such results in future or ongoing clinical trials for TOUR006. To date, the data supporting our drug discovery and
bioteehnology-enterprises-development programs are derived in part from laboratory and preclinical studies and earlier-
stage chnlcal tr1als conducted by Pﬁzer. Owing i in part to the complexnty of blologlcal pathways, when used to treat

otchnlcal trlals, TOUR006 mlght not demonstrate the blochemlcal diseases—m—etu*eﬂﬁeﬂt-er—fuﬁtre—t&rget-pept&&&en—
Gempetmen—eeu-ld—fesm-t—m—fedueed—sales—and pﬂetng-pfessttfe-pharmacologlcal propertles we antlclpate based on




approved-or-eommentyused-dragsand it may interact theraptes get-diseases saifte
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i 3 app i st dies-and-earlie cllmcal llmls docs not
ensure 1hal later cllmcal tuals will %ncldlc 'ﬁﬁd‘tﬂgs-eeﬂsﬁeﬂ't—wﬁh-the same resultseme or eartier-otherwise provide
adequate or positive data to demonstrate the effectiveness and safety of our current and potential future product
candidates. In this regard, the data supporting our drug discovery and development programs are derived from
laboratory and preclinical studies, and future clinical trials in humans may show that one or more ;inehiding-adeguate

data-to-demonstrate-the-effieaey-and-safety-of FEROO+-or-our any-ofether-product candidates are not safe and effective, in
which event we may need to abandon development of such product candidates. In fact, may-many develop—Likewise;a

mamber-of-companies in the pharmaceutical and biotechnology industries ;-inelading-those-withgreater resoutrees-and-expetietiee
thanus;-have suffered significant setbacks in late- stage clinical trials ;even after seetng-achieving promising results in earher
preclinical studies er-and earlier- stage clinical trials. Pespite-the-Similarly, preliminary data and interim results reported
from clinical trials may not be predictive of final results. As a general matter, there is also a substantial risk that Phase 3
trials with larger numbers of patients and / or longer durations of therapy will fail to replicate efficacy and safety results
observed in carlier clinical trials. The impact of such differences may lead to a clinical trial (s) of TOURO006 failing to
reproduce any positive efficacy, safety, or other findings from laboratory and preclinical studies er-and earlier- stage
clinical trials for eurproduet-eandidates TOURO006. In addition , to-date;-the rationale supporting our drug discovery and
development programs is also based upon published articles describing positive results from clinical maynotbereplieated
in-stubsequent-trials— trial -(s) and we-de-netknow-whether-/ or the clinical experience of physicians using tocilizumab (and
the-other inhibitors of IL- 6 or IL- 6 receptor) in various diseases. For example, part of the rationale supporting the
development and investigation for TOURO006 in TED is from published articles describing the off- label use of
tocilizumab in TED, which report observatlons of pos1t1ve efﬁcacy and safety results Results from our future or ongoing
clinical trials wwe-m et-w deg y y-t6 g y :

differ slgmﬁcantly from those from publlshed articles A1ty p et-eandida p
the literature of other molecules in the anti- IL- 6 our—- or earlier-anti- IL- 6R class. For example, dlfferences in clinical
data-and-deviationsresults may arise from differences between drug targets eur— or between molecules that inhibit the
same drug target. In addition, there may be substantial differences, even if the same disease or indication, between

cllmcal trial (s) pretoee-ls—e&n—ﬂﬁpaet—&te—mtegﬂty—o[ TOUR006 these-dataineladingsafety-data;-and published literature (e
5 va Add-r&eﬂa-l-ly—g eert&m—e-ﬁcase serleseu% or reports

molecules in the anti- IL- 6 or antl- IL- 6R class based upon factors such as the clinical use settmg, patlent population
being treated or investigated, assessments (e. g., efficacy, safety, pharmacodynamics, etc.), date-data collection and
handling, analysis, study conduct, or other factors. Bias may have also been introduced in the published clinical reports
that led to an incorrect determination or overestimate of the efficacy and safety results er-for wil-be-TOUR006 because
of the open- label trials-nature and lack of controls or other robustness measures in these case series and uncontrolled
clinical studies . This-means-There also can be publication bias, if only examples of successful cases of the clinical use of
an anti- IL- 6 or anti- IL- 6R molecule (e. g., tocilizumab, satralizumab, sarilumab, siltuximab, ziltivekimab, etc.) may
have been published, while treatment experiences for such molecules that beth-were unsuccessful and / or associated with
adverse safety outcomes were not published. The impact of such differences may lead to a clinical trial (s) of TOUR006
failing to reproduce any positive efficacy, safety, or the-other patient-findings in relation to inhibition of IL- 6 or the IL- 6
receptor that were reported in publlcatlons of other molecules. If such and-- an investigatorknow-whether-event was to
occur, the-there patient-is reeetvinig-a risk that the TOUR006 development program in a particular indication (s) eur— or

FERO0+therapy-all indications is terminated, longer or standard-ofeare-therapy—Open—tabel-more expensive development
programs (mcludmg larger, longer, and / or costller clinical luals ean—) may be subjeet—requlred to Vaﬂeus—l-uﬁﬁaﬁeﬁs—t-ha-t




beeﬂ—&ppfeved—te-da-te—aﬂd—l he FDA or olhc1 ILLLlldl()ly authormesﬁaa-y— TOUR00 nol&g-fee—wrt-h-relmbursed by payors

y upport-the-other regulatory-approvat-of
similar bodles, ot or pfe&uet—e&nd-td&tes-there is llmlted or no success achleved in the commerclahzatlon of TOUR006
-I-f—we—fa-rl—te—ebta-m—Prehmlnary, 1n1t1al or interim results 1 P e d

e may-announce ,
present or pubhsh shafe—wrth—fegu}ateﬁ—&uthefmes—hom time to time may change as more data and 1nformat10n become

available (or are updated based upon audit, validation and verification procedures of the data / information commonly
performed for clinical trials) that could result in material changes in the final trial results. From time to time, we may
announce, present or publish preliminary, initial, or interim data or other information from our clinical trials. Any such
data and other results from our clinical trials may materially change as more patient data and information become
available . Such data and are-subjeetto-information may also undergo 51gn1ﬁcant change followmg subsequent aud-rt
auditing , validation and / or verification procedures that ee :
we-expeetto-announee-elinteal-updates-orshare—- are commonly conducted in Wtfh—regbﬂ-&tei‘y—attt-heﬂ&es—rﬂfeﬂfﬁ—tep—hﬂe—
er—pfel-rmmaﬁ*—da-ta—ffeﬂa—eﬂr—ehmedl trials . Thus , any Wh-teh—ts—based-eﬁ—a—plellmmaly &ﬂa-}ys-ts—e%t-heﬂ-—a-va-r}ab-}e—, initial, or

viewed with caution until the final dam are av dlldb e. Advefse-We may also arrlve at dlfferent conclusions, or other
determinations that may qualify such results, once we have received and fully evaluated the additional data. differenees
Differences between preliminary, initial “tep—tine;-or interim data-results and final data-results could lead to impaet-the
regulatory-approvalofi-and-significantly different interpretations harm-the-prospeets-for— or conclusions of any-produet
eandidate-thatisimpaeted-by-the appheable-data-trial outcomes . Further, others, including regulatory agenetes-authorities and
collaboration or regional partners , may not accept or agree with our assumptions, estimates, calculations, conclusions or
analyses or may interpret or weigh the importance of data differently, which could impact the value of TOURO006 the-partictdar
programr, the approvability or commercialization of the-partiettlar- TOURO006 or any future product eandidate-candidates , or
produet-and us ewr-business-in general. In addition, the information we choose to publicly disclose regarding a particular stady
or-clinical trial is based on what is typically extensive information, and you or others may not agree with what we determine is

t-he—nmluml or otherwise d])])lOplldlL 111[0111](111011 to include in our disclosure —&nd—&ny—rn—fefmatteﬁ—we—detefrmne—neHe-dﬂe{ese




partienlarprodueteandidate-or-our-business-. [ the preliminary elinteatupdates-, initial or the-interim tre; 2
preliminary-data that ve-our repertreports differ from actual results, or if others, including regulatory authorities, disagree with
the conclusions reached, our ability to obtain approval for , and commercialize eurprodueteandidates, TOUR006 may be

harmed whlch could 51gmﬁcantly harm our business, epef&tmg—resu-l-ts—prespeets—eﬂ mancml condition may-be-harmed:

results of operatlons and prospects TOUR006 Of-4 €Ot Atg-regimens p €

undesirable side effects or adverse events or have other properties or safety rlsks, which could terminate further
development of this product candidate, result in a lack of product approval by the FDA or other regulatory authorities,
delay the timing (and / or increase the cost) of a product approval by the FDA or other regulatory authorities, lead to a

restrictive product label that significantly ¢ limits prescribing the
eommeretal-profite-of an approved label-product, delay or fesu-}t—rn-preclude relmbursement by payors, or significantly limit
or preclude the commercialization of TOUR006. A concerning safety signal (such as that involving serious adverse
events, life- threatening adverse events, or deaths, or a nonserlous adverse event that may occur ata hlgh or concermng
frequency and / or severity or if rare, leads to a significant nega g g Prov

concern), tolerability concern (e . g., Undesirable-undesirable sldc ef [ccls that cannot be tolerated by patlents, require
suboptimal dosmg alterations require additional monitoring and / or lead to patients missing or delaying doses) or other
safety issue caused errisksexaeerbated-by TOURO06 may be observed in any future eur— or ongoing clinical trial of
TOURO006. For example, dosing in the 200 mg arm of the prior Pfizer Phase 2 trial of TOURO006 in systemic lupus
erythematosus was stopped for safety concerns based on an unblinded data review and recommendation from the
internal review committee for that study. Prior safety (clinical and nonclinical) data for TOURO006, safety data and
observations for other molecules in the anti- IL- 6 and anti- IL- 6R classes, and published safety data and observations
for other molecules in the anti- IL- 6 and anti- IL- 6R classes used in the same disease or indication as that being
investigated in TOURO006 clinical trial (s) may not be indicative of similar safety and tolerability results or profile for
TOURO006 in future or ongoing clinical trials. For example, some potential therapeutics developed in the
biopharmaceutical industry that initially showed therapeutic promise in early- stage trials have later been found to have
a problematic safety or tolerability profile that prevented their further development. In addition, TOURO006 is a
recombinant protein. Recombinant proteins can sometimes induce host immune responses that can cause the production
of anti- drug antibodies (“ ADAs ). ADAs may neutralize the effectiveness of the product candidate, can require that
higher doses be used to obtain a therapeutic effect or can cross react with substances naturally occurring in a subject’ s
body, which can cause unintended effects, including potential impacts on efficacy and adverse events. For example, the
ADAs may prevent the drug from offering a therapeutic benefit or lead to a less efficacious effect. ADAs may also cause
hypersensitivity reactions (including anaphylaxis) that may require patients to stop taking that drug or can, in some
cases, be serious, life- threatening, or fatal. If we determine that ADAs are causing safety or efficacy concerns for
TOURO006, we may need to delay, halt or termmate our clinical trlals and the affected ploducl candidates . TOUR006

the FDA or olhu eemp&ra-b-le—feretgn—lwulalon aut-heﬂt-y—authorltles As—We cannot prov1de assurance that the detectlon of
ADAs will not occur at a higher rate than what we have observed historically or that ADA will not lead to meaningful
impacts upon efficacy or safety, or that the detection of ADAs will not otherwise result ofin TOUR006 not being
approved by the FDA or other regulatory authorities. If a safcty signal, tolerability concern, ADA concern, or toxteity
other safety issues— issue that-we-may-experienee-emerges from any future or ongoing clinical trial for TOURO006, or any
other IL- 6 inhibitor product candidate, this could result in: * slowing of patient enrollment in our clinical trials or

mablhty —W(?—may—ﬁet—reeeﬁ‘e—&pprev&l-m m&rket—&n—y—produet—e&ﬂd-rd&tes—enroll the trlals, °a meamngful rate of patlents




by probablllty of success in observmg a positive efﬁcacy

result), °a meanlngful rate of patlents m1ss1ng otr—- or postponlng produet-eandidates;-we-would-folow-the-their trial
pfeteeel’—s—reqtrrremeﬂts-procedures (1nclud1ng but not llmlted to dosmg study visits and efﬁcacy assessments) W hich in

delay in completing the Llll]l(,dl trial or adversely 1mpact data-tnn irg-the trial’ s probability

of success in observing eentintattor—However-there-may-be-a -fa-rl-ure—by—tﬂal—srtes-posmve efﬁcacy result * an inability to
effeetively-exeeute-use a dose that offers efﬁcacy otr—- or necessitating the use of a lower dose that may offer only low or

partial efficacy; * suspension of the clinical trial preteeols-by us , ineluding-during-any-ltong—termfollow—up-period-the FDA
or other regulatory authority, or local IRB or ethics committee; * termination of the clinical trial; * need for additional
and / eur—- or larger clinical trials— trial during-(s) to further evaluate the eenduet-safety profile of future- TOURO006; *
abandonment of the development of TOURO006 for that particular indication being evaluated by the clinical trtals— trial or
or-for foltowing-any-other indications or as a program altogether, ] refusal by the F DA or other regulatory authority to
grant )mduu applo\al J restrlctlons we-may - a a -

exaeerbated-by-such as -a ﬁumber—black boxed warnlng, warnlngs and precautlons, limitations of poteﬁt-ral-l-y—use,
and / or narrowed and limited indication) that may signifieantsignificantly limit negative-eonsequenees—eouldresutt—For
example;-the FBA-eeuld-prescribing and usage of TOURO006; ° reqttire-requirement us-to adept-develop a Risk Evaluation
and Mitigation Strategy (“ REMS ) te-enstre-for TOURO006 in the U. S. or a similar strategy as required by a comparable
foreign regulatory authority; * a view by healthcare professionals that the-TOURO006 presents an unfavorable benefits—
benefit- risk profile which in turn may significantly limit the prescribing and usage of TOURO006; * a meaningful rate of
patients either choosing to not start TOURO006 treatment with-suehproduet-eandidate-ottweigh-or to prematurely
discontinue usage of TOURO006; * use of additional monitoring by healthcare professionals, either on the-their own or due
to the recommendations of expert panels or treatment guidelines, in the use of TOUR006 that in turn may significantly
limit the prescribing and usage of TOURO006; a view by payors that TOUR006 presents an unfavorable beneﬁt risks—-

rlsk profile -fer—eaeh—poteﬁt—la-l—pa-t—teﬂ-t—\\ hlk,h ey

potent—ral—l—y—srg&rﬁeaﬂ-t—s1gmﬁcantly llmlt negatt
pfeéuet—er—eleetde—te—remeve—l he relmbursement of TOUR006 pfeéuet—ferm—the—marketplaee— °a —regulatoﬁ'—atrthermes—may

subjeefs—trlal partlclpants or other patients; and -/ or  reputational i 1nJury to us. Any of t-he—these occurrences could
materlally and adversely affect our busmess, ﬁnanclal condltlon, results of operatlons and prospects TOURO006 is a

inhibitor and IL- 6R inhibitor class and may be adversely impacted by results for other members in the class, which
could diminish-delay, terminate or increase the cost of development of TOURO006, delay or prevent approval by the FDA
or the-other usageregulatory authorities, lead to a restrictive product label that significantly limits prescribing, delay or
otherwise-preclude reimbursement by payors, or significantly limit the-eommeretal-sueeess-efour- or preclude the



commercialization of TOUR006. TOURO006 is a member of the IL- 6 inhibitor and IL- 6R inhibitor class. There are other
products and product candidates within this class that are being developed or commercialized by third parties over which
we have no control and preventtsfor which we do not have any information beyond what is publicly available. It is
possible that negative data or information may emerge from achieving-one or maintaining-more of these other products or
product candidates related to a limitation or failure of efficacy, safety concern, negative publicity or other issue. Such an
occurrence may adversely impact TOURO006 or its perceived product profile and could terminate further development of
TOURO006, result in a lack of product approval by the FDA or other regulatory authorities, delay the timing (and / or
increase the cost) of a product approval, lead to a restrictive product label that significantly limits prescribing, delay or
preclude reimbursement by payors, or significantly limit or preclude the commercialization of TOUR006. We face
significant competition from other biotechnology and pharmaceutical companies targeting autoimmune and
cardiovascular disease indications. Our operating results will suffer if we fail to compete effectively. The market markets
aceeptanee-for autoimmune disease therapies are competitive and are characterized by significant technological
development and new product introduction. For example, there are several large and small pharmaceutical companies
focused on delivering therapeutics for TED or ASCVD. We anticipate that, if we obtain regulatory approval of
TOURO006, we will face significant competition from other approved therapies or drugs that become available in the
future for the treatment of our target indications. If approved, TOUR006 may also compete with unregulated,
unapproved and of-off the-affeeted-- label treatments. TOUR006 may also face biosimilar competition following loss of
regulatory exclusivity and / or patent expiry. Even if an approved biosimilar product is less effective than TOUR006, a
less effective biosimilar may be more quickly adopted by physicians and patients than our competing product candidate
based upon cost. TOURO006 will have to compete with existing therapies, some of which are widely known and accepted
by physicians and patients. To compete successfully in this market, we will have to demonstrate that the relative cost,
safety and efficacy of our product , if approved by-applieable-, provides an attractive alternative to existing and other new
therapies to gain a share of some patients’ discretionary budgets and to gain physicians’ attention within their clinical
practices. Some of the companies that may offer competing products also have a broad range of other product offerings,
large direct sales forces and long- term customer relationships with our target physicians, which could inhibit our
market penetration efforts. Such competition could lead to reduced market share for our product candidate and
contribute to downward pressure on the pricing of our product candidate, which could harm our business, financial
condition, results of operations and prospects. We expect to face competition from agents with different mechanisms of
action in both TED and ASCVD. For example, in January 2020, the FDA approved Amgen Inc.’ s (formerly Horizon
Therapeutics Public Limited Company) TEPEZZA (teprotumumab), an anti- IGF- 1R antibody, for the treatment of
TED. In addition, there are multiple other agents in various stages of development for the treatment of TED, including
Roche’ s satralizumab, an anti- IL- 6R monoclonal antibody. The first line of treatment for patients with TED is
generally immunosuppressive therapy, including high doses of corticosteroids. For ASCVD, several classes of therapies
are routinely used, including statins, beta- blockers, ACE inhibitors, ARBs, aspirin, and other anti- platelet agents.
Additionally, we are aware of two IL- 6 blockers currently being developed for the treatment of ASCVD. Many of our
existing or potential competitors have substantially greater financial, technical and human resources than we do and
significantly greater experience in the discovery and development of product candidates, as well as in obtaining
regulatory attherities-approvals of those product candidates in the U . 1S. and in foreign countries. Many of our current
and potential future competitors also have significantly more experience commercializing drugs that have been
approved for marketing. Mergers and acquisitions in the pharmaceutical and biotechnology industries could result in
even more resources being concentrated among a smaller number of our competitors. Competition may reduce the
number and types of patients available to us to participate in clinical trials 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. Due to varying
regulatory requirements in certain foreign countries, there are many more products and procedures available for use to
treat autoimmune diseases in some international markets than are approved for use in the U. S. In certain international
markets, there are also fewer limitations on the claims that our competitors can make about the effectiveness of their
products and the manner in which they can market their products. Our ability to compete successfully will depend
largely on our ability to:  develop and commercialize therapies in our target indications that are competitive with other
products in the market;  demonstrate through our clinical trials that TOUR006 ot or any potential future product
candidates fa—i—l—te—e}erﬂeﬁstfa-te—sa-fety—ls dlfferentlated from ex1st1ng and future theraples, * attract and retain quallﬁed

eomplete;the-deve opmun manufacturmg and eemmereta—l-&&ﬁeﬂ—e-f—sueh—commerclal personnel ] obtam patent or other
proprietary protection for TOUR006 and any potential future product candidates —Befere-; * obtaining—-- obtain required
regulatory apprevat-approvals , including approvals to market TOURO006 for-- or any potential future the-sale-efour
product candidates ;we musteonduetextensive-elinteal-trials-to-demonstrate-develop; * have commercial quantities of any
approved product manufactured at acceptable cost and quality levels and in compliance with FDA and the-other safety
and-effieacy-ofsaehregulatory requirements; * successfully commercialize TOURO006 or any potentlal future product
candidates #rhamans—Clintealtesting-is-expensive-, diffienlt-to-design-if approved; ¢ obtain coverage and implement
adequate reimbursement from , earnrtake-and negotiate competitive pricing with, third- party payors; and ¢ avoid
regulatory exclusivities or patents held by competitors that many— may years-inhibit our products’ entry to eomplete-and
the market outeome-is-uneertain-. Despite-preelinieal- The availability of our competitors’ products could limit the demand
and eatly-elinteal-triat-data-the price we are able to charge for any product candidate we develop. The inability to compete



with existing or subsequently introduced treatments would have ean— an unexpeetedty-fait-at-adverse impact on our







eﬁ-ﬁeﬂaer—pfedﬁet—e&nd-idates—ts—\nmllu 111‘111 we estimate or if any approval that we oblam is based on a narrower definition of
lk pdllull populdlmn then our revenue potentlal and dbllll\ to achieve plollldbl ity -n‘rrg-h-t—wﬂl be materia-l—ly—&nd-ad\ uwl\

ex&m-p-}e—t-he—loml dddlt\%dblt mar l\u opportunity 101 -FGRGG—I—rn—TOUR()% and any gweﬁ—mdieaﬁeﬂ—other potentlal future
product candidates we may develop will ultimately depend esupon , among other things, the proportion of patients
identified as sensitive to our treatments, acceptance of FERB6+-Dby the medical community and-, patient access, drug and any
related companion diagnostic pricing and their reimbursement . We intend to initially seek regulatory approval of
TOURO006 as therapies for patients with TED and ASCVD . The number of patients in the-addressable-our targeted
commercial markets and elsewhere may turn out to be lower than expected, patients may not be otherwise amenable to
treatment with FERG0+-our drugs or new patients may become increasingly difficult to identify or gain access to, all of which
would adversely affect our results of operations and our business. In addition, we may signifieantlyharmrnot be successful
in our efforts to identify additional product candidates. Due to our limited resources and access to capital, we must
prioritize development of certain product candidates, which may prove to be the wrong choice and may adversely affect
our business, financial condition, results of operations and prospects. We may not successfully identify new never-ebtain FBDA
approva-forany-ofeurproduct candidates i-to expand our development pipeline. The success of our business over the
longer term depends upon our ability to identify and validate new potential therapeutics. Efforts to identify new product
candidates require substantial technical, financial and human resources, and our methodology may not successfully
identify medically relevant potential therapeutics to be developed as product candidates. Moreover, our research and
business development efforts may identify molecules that initially show promise yet fail to yield product candidates for
clinical development for multiple reasons. For example, potential product candidates may, on further study, be shown to
have inadequate efficacy, harmful side effects, suboptimal drug profiles, suboptimal manufacturability or stability, or
other characteristics suggesting that the-they United-States-are unlikely to be commercially viable products. Our inability
to successfully identify additional new product candidates to advance into clinical trials could have a material adverse
effect on our business , financial condition, results of operations and prospects. Risks Related to the Marketing and
Commercialization of Our Product Candidates everrEven if swe-any of our current or future product candidates receive
marketing approval, they may fail to achieve the degree of market acceptance by physicians, patients, third- party
payors and others in the medical community necessary for commercial success. If TOURO006 or any of our potential
future product candidates receive marketing approval, they may nonetheless fail to gain sufficient market acceptance by
physicians, patients, third- party payors and others in the medical community. If our product candidates do not achieve
an adequate level of acceptance ., we may never-not generate significant product revenues and we may not become
profitable. The degree of market acceptance of our current or potential future candidates, if approved for commercial
sale, will depend on a number of factors, including: ¢ the efficacy, safety and potential advantages compared to
alternative treatments, including pharmaceutical and nonpharmaceutical interventions; ¢ the acceptance of our product
candidates as front- line treatments for various indications; * the prevalence and severity of any side effects, in particular
compared to alternative treatments; * limitations or warnings contained in the labeling approved by the FDA or other
regulatory authorities; * the size of the target patient population; * the willingness and ability of the target patient
population to try new therapies and adhere or comply with taking such therapy as prescribed and of physicians to
prescribe these therapies; ¢ our ability to offer our products for sale at competitive prices; * our ability to protect our
approved products from generic or biosimilar competition through the use of regulatory exclusivity or patents; ¢ the
convenience and ease of administration compared to alternative treatments; ¢ the amount of clinical burden upon
healthcare professionals or patients related to any additional monitoring or other measures needed in order for patients
to initiate and / or continue receiving such products; * the strength of marketing, sales and distribution support; °
publicity for our product candidates and competing products and treatments;  the availability of third- party payor
coverage and adequate reimbursement; ¢ the timing of any marketing approval in relation to other product approvals; ¢
support from patient advocacy groups; and * any restrictions on the use of our products together with other medications.
Even if we obtain approval to market TOURO006 for—- or other potential future ereommeretatize-any-ofour-product
candidates , these products may become subject to unfavorable pricing regulations, reimbursement practices from third-
party payors or healthcare reform initiatives in any-other—- the jurisdiettorrU. S. and abroad , which woeuld-could Hmit
harm our abilityto-realize-their-f-business. The regulations that govern marketmarketing potential-approvals, pricing
and reimbursement for new drug products vary widely from country to country. Current and future legislation may
significantly change the approval requirements in ways that could involve additional costs and cause delays in obtaining
approvals . [n many addition-toregulations—--- regions in-the-United-States-, including te-market-and-seltourproduet
eandidatesin-the European Union (*“ EU ) , m&ny—As*&n—Japan and Canada, the prlcmg of prescrlptlon drugs is controlled
by the government and some countr ies requlre £ .

approval



dittor,matty-eo d d e-that-a drugpfeéuet—bf&ppfeved—fer—fetm-bufsemeﬁt—be ore it can be
marketed In many countrles, the prlclng review perlod begins after regulatory approved-approval for sale-the product is
granted. Regulatory agencies in those countries could determine that eountry-the pricing for our products should be based
on prices of other commercially available drugs for the same disease, rather than allowing us to market our products at a
premium as new drugs . A-As a result, we might obtain marketing approval for a product eandidate-thathas-been-approved
fer-sale-in a particular country , but then be subject to price regulations that delay or limit its commercial launch of the
product, possibly for lengthy time periods, which could negatively impact the revenue we generate from the sale of the
product in that particular country. In some foreign markets, prescription pharmaceutical pricing remains subject to
continuing governmental control even after initial approval is granted. Adverse pricing limitations may nottreeeive
hinder our ability to recoup our investment in one or more product candidates, even if our product candidates obtain
marketmg approval Our commerclal success also depends on coverage and adequate 1umbu1sumnl appfeval—na—fhat




althea g : s-third- pdll\ payors, ph-ys-ieiaﬂs—&ﬂd—mcludmg
government payors, prlvate hea-l-t-heafe— health pfeﬁe}efs-msurers, health maintenance organizations and other
organizations, which may be difficult or time- consuming to obtain, may be limited in scope and may not be obtained in
all jurisdictions in which we may seek to market our products. In the U. S. and markets in other countries, governments
and prlvate insurers closely examine medlcal products to determme whether they should be covered by relmbursement

eeﬂﬁp&fa-b-}e—fefetgﬂ—fegtr}a%eﬁ—&tﬁheﬂﬁes- ln the Hm-ted—Sfa-tes—U S., the mnupal decisions about llebul\Llell for new

medicines are typically made by the Centers for Medicare & Medicaid Services (“ CMS ”), an agency within the U. S.
Department of Health and Human Services (“ HHS *’). CMS decides whether and to what extent a new medicine will be covered
and reimbursed under Medicare and private payors tend to follow CMS to a substantial degree. Faetors-Government
authorities and other third- party payors eensiderinrdetermining-have attempted to control costs by limiting coverage and
the amount of reimbursement for particular drugs. Increasingly, third- party payors are requiring that drug companies
provide them with predetermined discounts from list prices and are challenging the prices charged for drug products.
We cannot be sure that coverage and reimbursement will be available for any product that we or our partners
commercialize and, if reimbursement is available, what the level of reimbursement will be. Coverage and
reimbursement may impact the demand for, or the price of, any product candidate for which we or our partners obtain
regulatory approval. If coverage and reimbursement are not available or reimbursement is available only to limited
levels, we and our partners may not be able to successfully commercialize any product candidate for which marketing
approval is obtained. There may be significant delays in obtaining coverage and reimbursement for newly approved
drugs, and coverage may be more limited than the purposes for which the drug is approved by the FDA or comparable
foreign health authorities. Moreover, eligibility for coverage and reimbursement does not imply that a drug will be paid
for in all cases or at a rate that covers our costs, including costs of research, development, manufacture, sale and
distribution. Interim reimbursement levels for new drugs, if applicable, may also not be sufficient to cover our costs and
may only be temporary. Reimbursement rates may vary according to the use of the drug and the clinical setting in which
it is used, may be based on reimbursement levels already set for lower cost drugs and may be incorporated into existing
payments for other services. Net prices for drugs may be reduced by mandatory discounts or rebates required by
government healthcare programs or private payors and by any future relaxation of laws that presently restrict imports
of drugs from countries where they may be sold at lower prices than in the U. S. In addition, many pharmaceutical
manufacturers must calculate and report certain price reporting metrics to the government, such as average sales price
and best price. Penalties may apply in some cases when such metrics are not submitted accurately and timely. Further,
these prices for drugs may be reduced by mandatory discounts or rebates required by government healthcare programs.
Our inability to promptly obtain coverage and profitable reimbursement rates from both government- funded and
private payors for any approved products that we develop could have a material adverse effect on our operating results,
ability to raise capital needed to commercialize products and overall financial condition. Even if we are able to obtain
regulatory approval for TOURO006 or any of our future product candidates, we may receive an undesirable label,
including, but not limited to, a black boxed warning, which could impede our ability to successfully commercialize
TOURO006 or any of our future product candidates or compete successfully. Even if we receive regulatory approval for
any of our product candidates, the FDA may determine that labels for our product candidates may require safety
restrictions such as a black boxed warning, warnings and precautions, limitations of use, and / or narrowed and limited
indication that may significantly limit the prescribing and usage of TOURO006. Safety restrictions such as a black boxed
warning may impede our ability to successfully market and commercialize our product candidates and our ability to
compete successfully against our competitors. Two approved therapies in the IL- 6 class, tocilizumab (Actemra ®) and



sarilumab (Kevzara ®) have received black boxed warning for risks of serious infections. Two approved therapies in the
IL- 6 class, satralizumab (Enspryng ®) and siltuximab (Sylvant ®) have not. We cannot guarantee or ensure that
TOURO006 will not get a black boxed warning or significant safety restrictions on its product labels, if approved. Our
estimates of market opportunity and forecasts of market growth may prove to be inaccurate, and even if the markets in
which we compete achieve the forecasted growth, our business may not grow at similar rates, or at all. Our market
opportunity estimates and growth forecasts are subject to significant uncertainty and arc based on assumptions and
estimates which may not prove to be accurate. Our estimates and forecasts relating to size and expected growth of our
target market may prove to be inaccurate. Even if the markets in which we compete meet our size estimates and growth
forecasts, our business may not grow at similar rates, or at all. Our growth is subject to many factors, including our
success in implementing our business strategy, which is subject to many risks and uncertainties. Our revenue 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 obtain coverage and reimbursement, the ability to gain market share and whether we
own the commercial rights for that territory. If the number of our addressable patients is not as significant as our
estimates, the indication approved by regulatory authorities is narrower than we expect or the treatment population is
narrowed by competition, physician choice or treatment guidelines, we may not generate significant revenue from sales

of such products, even 1f approved We face an 1nherent l‘lSk of pmduu F—BA—e%a—eemp&rab*e—fefetgfrhea-}ﬂa—at&hef&y—fef

pfeéueﬁan(hdau N \dlL and effective ,or has a p0s1tlve beneﬁt / l‘lSk proﬁle or its pmposui tnd-te&ﬁeﬁ—mdlcatlons ;-
failure e%festl-l-tﬁ) lelml trials to meet the level of \ldll\ll&,dl \1”1]111L¢11]LL required for approval; «fatlure-to-demenstrate-thata

-disagreement with our interpretation of data from
preclinical studies or clinical trials; = th m\ulllumu of dala wlluud from clinical trials of our product candidates to
support the submission and filing of a Biologics License Application (' BLA 2" ) or other submission or to obtain regulatory
approval; = failure to obtain approval of the-our manufacturing processes ,our own manufacturing facility, or facilities of
third- party manufacturers with whom we may in the future contract for clinical and commercial supplies; -unfaveorable-guatity
review-or audit-nspeetion-findings:ore—changes in the approval policies or regulations that render our preclinical and clinical
data insufficient for approval. This lengthy approval process,as well as the unpredictability of future clinical trial
results,may result in our failing to obtain regulatory approval to market our product candidates,which would
significantly harm our business,results of operations and prospects. The FDA or a comparable foreign healthrregulatory
authority may require more information,including additional preclinical or clinical data +-to support approval,which may delay
or prevent approval and eur commercialization plans ,or we may decide to abandon the development program fer-etherreasons
If we were to obtain approval,regulatory authorities may approve FOURO06-er-any petential-fatare-of our product candidates
for fewer or more limited indications than we 1&quu1 (1nclud1ng fallmg to approve the most commerclally promlsmg
indications) ,may grant aeeelerated-approval e

contingent en-the-saeeessful-is (1) for a rare disease or condltlon and eevefed—beﬁeﬁt—&ndef&xe—payer—s—hea-}th—p%an—(u is
approved for indication safe;effective-and-medieallyneeessary;( iits ) appropriate-for such rare disease or condition. By

limiting price negotiation exemption to products with only one orphan drug designation, the IRA may decrease our
interest in pursuing orphan drug designation for our product candidates in multiple indications. The IRA also, among
the-other speeifie-things, extends enhanced subsidies for individuals purchasing health insurance coverage in ACA
marketplaces through plan year 2025 and eliminates the “ donut hole ” under the Medicare Part D program beginning in
2025 by significantly lowering the beneficiary maximum out- of- pocket cost through a newly established manufacturer
discount program. These provisions take effect progressively starting in fiscal year 2023. On August 29, 2023, HHS
announced the list of the first ten drugs that will be subject to price negotiations, although the Medicare drug pricing
negotiation program is currently subject to legal challenges. The IRA permits HHS to implement many of these
provisions through guidance, as opposed to regulation, for the initial years. HHS has and will continue to issue and
update guidance as these programs are implemented. It is currently unclear how the IRA will be implemented but is
likely to have a significant impact on the pharmaceutical industry. Further, in March 2010, the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, collectively referred to as the
ACA, was enacted, which includes measures that have significantly changed the way health care is financed by both
governmental and private insurers. There have been executive, judicial and congressional challenges to certain aspects of
the ACA. While Congress has not passed comprehensive legislation repealing the ACA, such legislation may be
reintroduced. Members of Congress have introduced legislation to modify or replace certain provisions of the ACA. It is
unclear how these efforts to repeal and / or replace the ACA will impact the ACA and our business. For example, the
Tax Cuts and Jobs Act (the “ 2017 Tax Act ”), repealed the tax- based shared responsibility payment imposed by the
ACA on certain individuals who fail to maintain qualifying health coverage that is commonly referred to as the «
individual mandate. ” On June 17, 2021, the U. S. Supreme Court dismissed a challenge on procedural grounds that
argued the ACA is unconstitutional in its entirety because the “ individual mandate ” was repealed by Congress. Prior to
the U. S. Supreme Court ruling, on January 28, 2021, President Biden issued an executive order that initiated a special
enrollment period for purposes of obtaining health insurance coverage through the ACA marketplace. The executive
order also instructed certain governmental agencies to review and reconsider their existing policies and rules that limit
access to healthcare, including among others, reexamining Medicaid demonstration projects and waiver programs that
include work requirements, and policies that create unnecessary barriers to obtaining access to health insurance
coverage through Medicaid or the ACA. It is possible that the ACA and IRA may be subject to judicial or Congressional
challenges in the future. It is unclear how any additional healthcare reform measures may impact the ACA or IRA,




increase the pressure on drug pricing or limit the availability of coverage and adequate reimbursement for TOUR006
and any potential future product candidates, which would adversely affect our business. There has also been increasing
executive, legislative and enforcement interest in the U. S. with respect to drug pricing practices. There have been U. S.
congressional inquiries, presidential executive orders and proposed and enacted legislation designed to, among other
things, bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the
relationship between pricing and manufacturer +programs and reform government program reimbursement
methodologies for drugs. For example, in an executive order, the administration of President Biden expressed its intent
to pursue certain policy initiatives to reduce drug prices and, in response, HHS released a Comprehensive Plan for
Addressing High Drug Prices that outlines principles for drug pricing reform and sets out a variety of potential
legislative policies that Congress could pursue to lower drug prices. Further, in response to the Biden administration’ s
October 2022 executive order, on February 14, 2023, HHS released a report outlining three new models for testing by
the CMS, Innovation Center which will be evaluated on their ability to lower the cost of drugs, promote accessibility,
and improve the quality of care. It is unclear whether the models will be utilized in any health reform measures in the
future. Further, on December 7, 2023, the Biden administration announced an initiative to control the price of
prescription drugs through the use of march- in rights under the Bayh- Dole Act. On December 8, 2023, the National
Institute of Standards and Technology published for comment a Draft Interagency Guidance Framework for
Considering the Exercise of March- In Rights which for the first time includes the price of a product as one factor an
agency can use when deciding to exercise march- in rights. While march- in rights have not previously been exercised, it
is uncertain if that will continue under the new framework. We expect that the healthcare reform measures that have
been adopted and may be adopted in the future may result in more rigorous coverage criteria and additional downward
pressure on the price that we receive for any approved product and could seriously harm its future revenues. Any
reduction in reimbursement from Medicare or other government programs may result in a similar reduction in
payments from private payors. The implementation of cost containment measures or other healthcare reforms may
prevent us from being able to generate revenue, attain profitability or commercialize our products. There have been, and
likely will continue to be, legislative and regulatory proposals at the foreign, federal and state levels directed at
broadening the availability of healthcare and containing or lowering the cost of healthcare. Such reforms could have an
adverse effect on anticipated revenue from TOURO006 and any potential future product candidates that we may
successfully develop and for which we may obtain regulatory approval and may affect our overall financial condition
and ability to develop product candidates. In many countries outside the U. S., government- sponsored healthcare
systems are the primary payors for drugs. With increasing budgetary constraints and / or difficulty in understanding the
value of medicines, governments and payors in many countries are applying a variety of measures to exert downward
price pressure and we expect that legislators, policy makers and healthcare insurance funds in the EU Member States
will continue to propose and implement cost cutting measures. These measures include mandatory price controls, price
referencing, therapeutic- reference pricing, increases in mandates, incentives for generic substitution and biosimilar
usage, government- mandated price cuts, limitations on coverage of target population and introduction of volume caps.
Many countries implement health technology assessment ( ++“ HTA ” ), procedures that use formal economic metrics
such as effectiveness to determine prices, coverage and reimbursement of new therapies. These assessments are
increasingly implemented in established and emerging markets. In the EU, Regulation (EU) 2021 /2282 on Health
Technology Assessment, which will become +on January 12, 2025, will allow EU member states to use common
HTA tools, methodologies Hrneitherexperimental-procedures to conduct joint clinical assessments and joint scientific
consultations whereby HTA authorities may provide advice to health technology developers. Each EU member state
will, however, remain exclusively competent for assessing the relative effectiveness of health technologies and making
pricing and reimbursement decisions. Given that the extent to which pricing and reimbursement decisions are
influenced by the HTA process currently varies between EU member states, it is possible that our products may be
subject to favorable pricing and reimbursement status only in certain EU countries. If we are unable to maintain
favorable pricing and reimbursement status in EU member states that represent significant markets, including following
periodic review, our anticipated revenue from and growth prospects for our products in the EU could be negatively
affected. Moreover, in order to obtain reimbursement for our products in some EU member states, we may be required
to compile additional data comparing the cost- effectiveness of our products to other available therapies. Efforts to
generate additional data for the HTA process will involve additional expenses which may substantially increase the cost
of commercializing and marketing our products in certain EU member states. We cannot predict the likelihood, nature
not-- or ivestigational-extent of healthcare reform initiatives that may arise from future legislation or administrative
action . Beeause-However, it is possible that countries will continue taking aggressive actions to seek to reduce
expenditures on drugs. Similarly, fiscal constraints may also affect the extent to which countries are willing to approve
new and innovative therapies and / or allow access to new technologies. 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 malntam regulatory compllance, may lose any regulatory
approval that may been obtained ahig 10 t we reqtire-tong-not
achieve or sustain profitability. Our relatlonshlps w1th healthcare provnders, customers and third - term-foHow-party
payors will be subject to applicable anti - kickback up-evaluations-, fraud and abuse, transparency, and the-other
healthcare laws risk-thateeverage-and reimbursementrates-may-be-inadequate-regulations, which, if violated, could expose
us to criminal sanctions, civil penalties, contractual damages, reputational harm, administrative burdens, and
diminished profits and future earnings. Healthcare providers, including physicians, and third- party payors, will play a




prlmary role in the recommendatlon and prescrlptlon of any product candldates for whlch we or ﬂs—te—aeh-teve—preﬁ-tabi-l-rw

t-herapy—&e—net—er—our partner obtains marketing approval wrl-l—net—eufwetgh—rts—eests— Our eurreﬁt—existing and future

arrangements with healthcare providers, and any arrangements we enter into with third- party payors and customers , may
expose us to broadly applicable federatl-and-varied-state-fraud and abuse and other healthcare laws and regulations that may
COHStIle the busmess or fmdncml armlmelnents and I‘eldthHShlpS throu,ﬂch Wthh we eeﬂéuet—currently research as—wel-l—as—

partner obtain marketing approval. Restrictions under federal and state healthcare laws and regulations that pertaining-to
-fraud—and—abﬁse—and—paﬁerﬁs’—rrghts-me or may —&nd—wrl-l—be —appllcdble to us, our-business—Restrietions-tnder-applieable
deral-a G g perate-include ;-butare-netlimited-to;-the
following: -® the fedeml hea-l-t-heare—Antl— Kledek Stdtute —Whteh—prohlblts persons from , among other things, persens-and
entittesfrom-knowingly and willfully soliciting, offering, receiving spaytng-or providing remuneration, directly or indirectly,
evertly-oreovertly-in cash or in kind, to induce or reward, or in return for, etther-the referral of an individual for the furnishing
or arranging for the furnishing , or the purchase, lease ;-or order, arrangement-or arranging erfor or reeommendation—--
recommending efpurchase , lease or order, of any s_ood Ffaethtyitemror service s-for which payment may be made rin-whele
erirpars-under a federal healthcare program , such as the-Medicare and Medicaid pregrams-. A person or entity does not need
to have actual knowledge of the federal Anti- Kickback Statute or specific intent to violate it to have committed a violation.
Violations are subject to civil and criminal fines and penalties for each violation, plus up to three times the remuneration
involved, imprisonment, and exclusion from government healthcare programs. In addition, the government may assert that a
claim including items or services resulting from a violation of the federal Anti- Kickback Statute constitutes a false or fraudulent

claim for purposes of the federal FCA -Fa-}se—G}a-rms—A:et—or federal civil monetcuy penaltles —’Phts—s’fa-tu—te—has—beeﬂ—mterpreted-te

maﬁagers—&meﬂg—et-hers—en—ﬂ&e—e&ree —feder-a-l— the FCA 1mposes crlmlnal and civ 11 penaltles and—eﬂrﬂrna-l—fa-}se-e}aﬂrms—}aws—
including through the-False-Claims-Aet-and-the-civil monetarypenaltiestaw-whistleblower or qui tam actions , against

whiehprohibit-amengeother-things;-individuals or entities frem-for knowingly presenting, or causing to be presented, false-or
fraudutent-to the federal government, claims for payment to-that are false or fraudulent approval-by; Medieare; Medieatd;-or

eﬂ&e&federa-l—hea%&tewaregr&msrknewmgy—mdkmg —usrng—e%eaﬂsmg—te—be—made—eﬁtsed-a false feeerd—eﬁtdtement matertat

to avoid 4 S opet ernment-, decrease or
kneﬁ&ng-l-y—eeﬁeea-l-rng—— conceal 0 W are- tding-or-d t hg-an obhgatlon to pay money
to the federal government. Manufacturers can be held liable unde1 the FCA -Fa-}se—G}a-rms—A:et—e\ enw hen they do not submit
claims directly to government payors if they are deemed to ““ cause ” the submission of false or fraudulent claims. Hraddition;
The FCA also permits a private individual acting as a “ whistleblower ” to bring actions on behalf of the federal
government may-assett-that-a-elaintr-ineladingitems-alleging violations of the FCA and to share in any monetary recovery; ©
HIPAA, imposes criminal liability er-for servieesresulting-knowingly and willfully executing a scheme to defraud any
healthcare benefit program, knowingly and willfully embezzling or stealing from a ¥iolatienrhealthcare benefit program,
willfully obstructing a criminal investigation of a healthcare offense or knowingly and willfully making false statements
relat1ng to healthcare matters. Slmllar to the federal Antl Kickback Statute eenst-rtutes—a—fa-lse—effraudt&ent—elarm—fer

know ledge of the statute or specmc intent to violate it in order to have commltted a violation; -® HIPAA as dmended by the
Health Information Technology for Economlc dnd Chmcdl Hedlth Act 0%2999—( HITECH ) and-theirrespeetive-implementing
regulations-, also 1 d pese-imposes requirements
obligations on certain cov ered entlty healthcare prox iders, health pldns and hed]thcme clearinghouses , and as-weH-as-their
respeetive-business associates G that perform certain services for
involving thent the ﬂ%&t—rnyelve—t-he—ereaﬁeﬁ—mamteﬂaﬂee—reeetpt—use 50r dlsclosure of +individually identifiable health
information as well as their covered subcontractors relating-, including mandatory contractual terms, with respect to
safeguarding the privacy, security , processing, and transmission of individually identifiable health information. HITECH also
created new tiers of civil monetary penalties, amended HIPAA to make civil and criminal penalties directly applicable to
business associates, and gave state attorneys general new authority to file civil actions for damages or injunctions in federal
courts to enforce the federal HIPAA laws and seek attorneys’ fees and costs associated with pursuing federal civil actions. In
addition, there may be additional federal, state and non- U. S. laws which govern the privacy and security of health and other
personal information in certain circumstances, many of which differ from each other in significant ways and may not have the




same effect, thus complicating compliance efforts; -o the federal Sunshlneffaﬁsp&feﬁey—feqﬂﬂeﬁ&eﬂ%s—&n&eﬁ-he—Pa&eﬁf
-P-fe’feeﬁeﬂ—&ﬂdﬁffefdab-l-e—@&fe—Acl as amended by

W'h'teh—quullLs mdnu[dclulcn of dl ugs, devices, biologics dnd delLdl supplies for which pdVHanl is available undm Mudlunu
Medicaid or the Children’ s Health Insurance Program (with certain exceptions) to report dnnudll\ to the HHS €enters—for
Medieare-&Medieatd-ServieesEMS-information related to * payments or other transfers of value ” made to physicians
(defined to include doctors, dentists, optometrists, podiatrists and chiropractors), other health care professionals (such as
physician assistants and nurse practitioners) and teaching hospitals, as well as information regarding ownership and
investment interests held by physicians and their immediate family members —As-efJantary+; and ¢ analogous state and
foreign laws and regulations , 2022-such as state anti- kickback and false claims laws . which may apply to sales or
marketing arrangements and claims involving healthcare items or services reimbursed by non- governmental third-
party payors, including private insurers; state and foreign laws that require pharmaceutical companies to comply with
these—- the pharmaceutical industry’ s voluntary compliance guidelines and the relevant compliance guidance
promulgated by the federal government or otherwise restrict payments that may be made to healthcare providers; state
and local laws requiring the registration of pharmaceutical sales representatives; state and foreign laws that require
drug manufacturers to reperting-—-- report information related obligations-new-extend-to inelade-payments and other

tmnslus of value by—mﬁﬂu-faef&fefs—&tat—&fe—maée—lo phyﬁetaﬁ—phy51c1ans ﬁS‘SiSf&ﬁfS—ﬂ'&fse-pf&eﬁﬂeﬂefS—ehme&l—ﬂﬂfse

f Hig tal4 tents:sta d\\stmlfeqﬁﬁe—ph&ﬂﬁaeeﬂﬁea-}
eemp&mes—te—eempl—yﬂmﬂa—govern the prlvacy and securlty and fhe—other m&ustﬁ—ﬁe}&m&w—processmg of health

information in certain clrcumstances, many of whlch differ from each other in s1gn1ﬁcant ways and often are not

ensure that our eﬁﬁeﬂ{—&ﬂd—futufe—bunmss arrangements with lhu(l pdlllLS Tand-our-business-generatly;eontinae-to-comply with

applicable healthcare laws and regulations will involve substantial costs. It is possible that governmental authorities will
conclude that our business practices de-may not comply with anysaehlaws-and-current or future statutes, regulations —H-eur—-
or operations,ineluding-case law interpreting applicable fraud and abuse ot or ﬁlﬂﬂgeme&ts—wrth-phyﬁetaﬂs—&nd—m her
healthcare previdersylaws and regulations. If our operations are found to be in violation of any sueh-of these laws or any
other governmental regulations that may apply to us, we may be subject to significant civil, criminal , and administrative
penalties, damages, fines, disgorgement, additional regulatory oversight, litigation, imprisonment ;reputationat-harm-,

exclusion from government —funded healthcare programs, such as Medicare and MLdlLdld d-tsgefgemeﬂt—adeht—teﬂa-l—repeiﬁﬂg
feqﬁﬁemeﬁts,—dnd ferthe LLllldllanl or restr ucturing of our operations ;-as-¥

-1-aws— [f any of the physmans or othu healt hLdlL providers or entities with whom we cxpul to do business are-is lound to-not to
be in compliance with applicable laws, they-that person or entity may be subject to simtlar-criminal, civil or administrative
sanctions, including exclusions from government funded healthcare programs. Outside the U. S., interactions between
pharmaceutical companies and health care professionals are also governed by strict laws, such as national anti- bribery
laws of EU member states, national sunshine rules, regulations, industry self- regulation codes of conduct, and
physicians’ codes of professional conduct. Failure to comply with these requirements could result in reputational risk,
public reprimands, administrative pcnaltics , fines, or imprisonment . Healthearelegislative-measures-aimed-Changes in tax
laws or regulations could adversely affect our business and financial condition. New tax laws, statutes, rules, regulations,
or ordinances could be enacted at redueinghealtheare-eosts-any time. For instance, the IRA imposes, among other rules, a
15 % minimum tax on the book income of certain large corporations and a 1 % excise tax on certain corporate stock
repurchases. Further, existing tax laws, statutes, rules, regulations, or ordinances could be interpreted differently,
changed, repealed, or modified at any time. Any such enactment, interpretation, change, repeal, or modification could
adversely affect us, possibly with retroactive effect. In particular, changes in corporate tax rates, the realization of our
net deferred tax assets, the taxation of foreign earnings, and the deductibility of expenses under the 2017 Tax Act, as
amended by the Coronavirus Aid, Relief, and Economic Security Act or any future tax reform legislation, could have a
material impact on the value of our deferred tax assets, result in significant one- time charges, and increase our future
tax expenses. As of December 31, 2023, we had U. S. federal net operating loss carryforwards of approximately $ 16. 7
million. Under current law, U. S. federal net operating loss carryforwards generated in taxable periods beginning after
December 31, 2017, may be carried forward indefinitely, but the deductibility of such net operating loss carryforwards is
limited to 80 % of taxable income. In addition, our U. S. federal net operating loss carryforwards and tax credits may be



subject to limitations under Sections 382 and 383 of the Internal Revenue Code of 1986, as amended, if we have
undergone or undergo an “ ownership change, ” generally defined as a greater than 50 percentage point change (by
value) in its equity ownership by certain stockholders over a rolling three- year period. We may have experienced such
ownership changes in the past and may experience ownership changes in the future as a result of shifts in our stock
ownership, some of which are outside our control. Our net operating loss carryforwards and tax credits may also be
impaired or restricted under state law. If we earn taxable income, such limitations could result in increased future
income tax liability and our future cash flows could be adversely affected. We have recorded a valuation allowance
related to our net operating loss carryforwards and other deferred tax assets due to the uncertainty of the ultimate
realization of the future benefits of those assets. Future changes in financial accounting standards or practices may cause
adverse and unexpected revenue fluctuations and adversely affect our reported results of operations. Future changes in
financial accounting standards may cause adverse, unexpected revenue fluctuations and affect our reported financial
position or results of operations. Financial accounting standards in the U. S. are constantly under review and new
pronouncements and varying interpretations of pronouncements have occurred frequently in the past and are expected
to occur again in the future. As a result, we may be required to make changes in our accounting policies. Those changes
could affect our financial condition and results of operations or the way in which such financial condition and results of
operations are reported. Compliance with new accounting standards may also result in additional expenses. As a result,
we intend to invest all reasonably necessary resources to comply with evolving standards, and this investment may result
in increased general and administrative expenses and a diversion of management time and attention from business
activities to compliance activities. Risks Related to Our Business Operations, Employee Matters and Managing Growth
Our internal control over financial reporting may not meet the standards required by Section 404 of the Sarbanes- Oxley
Act, and failure to achieve and maintain effective internal control over financial reporting in accordance with Section
404 of the Sarbanes- Oxley Act, could share price. Our management is
required to establish and maintain an adequate internal control structure and procedures for financial reporting. The
rules governing the standards that must be met for our management to assess our internal control over financial
reporting are complex and require significant documentation, testing and possible remediation. Any failure to maintain
effective internal control over financial reporting could severely inhibit our ability to accurately report our financial
condition, or cash flows . In-If we are unable to conclude that our internal control over financial
reporting is effective, or if our independent registered public accounting firm determines we have a material weakness
or significant deficiency in our internal control over financial reporting once that firm begins our reporting on internal
control over financial reporting, investors may lose confidence in the accuracy and completeness of our financial reports,
the market price of our common stock could decline, and we could be subject to sanctions or investigations by Nasdaq,
the SEC or the-other United-States-regulatory authorities. Failure to remedy any material weakness in our internal
control over financial reporting , or to implement or maintain other effective control systems required of public
companies, could also restrict our future access to the capital markets. A material weakness is a deficiency, or a
combination of deficiencies, in internal control over financial reporting such that is a reasonable possibility that a
material misstatement of the annual or interim financial statements would not be prevented or detected on a timely
basis. Effective internal control over financial reporting is necessary for us to provide reliable financial reports in a
timely manner commensurate with the financial reporting requirements of an SEC registrant. Prior to the completion of
the Merger, we were a private company and therefore had not designed or maintained internal controls over financial
reporting commensurate with the financial reporting requirements of an SEC registrant. Our management identified
material weaknesses in our internal control over financial reporting primarily related to limited staffing levels within the
finance and accounting departments that were not commensurate with our financial accounting and reporting
requirements. We had to rely increasingly on outsourced service providers and specialists, without adequate resources to
monitor such work and did not maintain appropriate segregation of duties. Based on this, we did not fully implement
components of the COSO framework, resulting in material weaknesses either individually, or in the aggregate, in the
control environment, risk assessment, control activities, information and communication, and monitoring components.
There no historical financial statement adjustments resulting from the above material weaknesses. However,
the material weaknesses described above could result in a future misstatement of one or more account balances or
disclosures that would result in a material misstatement to the annual or interim consolidated financial statements that
would not be prevented or detected. We are in the process of implementing measures designed to improve our internal
control over financial reporting and remediate these material weaknesses. Such measures include, but are not limited to:
hiring additional accounting personnel with expertise commensurate with our financial accounting and reporting
requirements and that have the requisite experience to oversee outsourced service providers and specialists, upgrading
our financial systems and implementing information technology general controls, establishing controls to identify, assess,
and respond to the risks of material misstatement, and establishing controls to identify and account for certain non-
routine, unusual or complex transactions in a timely fashion. While we are currently in the process of remediating the
material weaknesses outlined above, we cannot assure you that these efforts will remediate the material weaknesses in a
timely manner, or at all. We expect to expand our clinical development, manufacturing and regulatory capabilities and
potentially implement sales, marketing and distribution capabilities, including significant growth in the

fegistative-our employees, as a result, we may encounter difficulties in managing our growth, which could disrupt our
operations. As of March 15, 2024, we had 44 full- time employees, including 31 who are engaged in research and
development activities, and no part- time employees. As our development progresses, we expect to experience significant
growth in the number of our employees and the scope of our operations, particularly in the areas of clinical product



development, business development ehanges—affalrs , if TOURO006 proposed-changesregarding-the-healtheare
systentrthateonld-preven detay 8 PP 0 or any potential future receives marketing
restrietorregulatepost— : sales, marketlng and distribution. To manage our anticipated future growth, we must
continue to implement and improve our managerial, operational and financial systems, expand our aetivities— facilities
continue to recruit and train additional qualified personnel. Due to our limited financial resources and the limited
experience of our management team in managing a company with such anticipated growth, we may not be able to
effectively manage the expansion of our operations or recruit and train additional qualified personnel. Our choice to
focus on multiple therapeutic areas may negatively profitablyselt-develop adequately the specialized
capability and expertise necessary for operations. The expansion of our operations may lead to significant costs and may
divert our management and business development resources. Any inability to manage growth could delay the execution
of our business plans or disrupt our operations. We must attract and retain highly skilled employees in order to succeed.
If we are not able to retain our current management team or to continue to attract and retain qualified scientific,
technical and business personnel, our business may suffer. To succeed, we must recruit, retain, manage and motivate
qualified clinical, scientific, technical and management personnel and we face significant competition for experienced
personnel. If we do not succeed in attracting and retaining qualified personnel, particularly at the management level, it
could adversely affect our ability to execute our business plan and harm our operating results. An important element of
our strategy is to take advantage of the R & D and other expertise of our current management. The loss of one of our
executive officers, other senior members of the leadership team, or other key personnel could result in a significant loss
in the knowledge and experience that we, as an organization, possess and could cause significant delays, or outright
failure, in the development and further commercialization of TOURO006 and any potential future .
There is intense competition for qualified personnel, including management, in the technical fields in operate
and we may not be able to attract and retain qualified personnel necessary for the successful research, development and
future commercialization, if any, of TOURO006 and any potential future product candidates. Our Executive Severance
and Change in Control Plan with certain of our executive officers may require us to pay severance benefits to any of
those persons who are terminated in connection with a change in control of us or otherwise, which could harm our
financial condition or results. Certain of our executive officers are parties to our Executive Severance and Change in
Control Plan that contains change in control and severance provisions providing for aggregate cash payments for (i)
severance and other benefits and (ii) acceleration of vesting of stock options, in the event of a termination of employment
in connection with a change in control of us. The accelerated vesting of options could result in dilution to our existing
stockholders and harm the market price of our common stock. The payment of these severance benefits could harm our
financial condition and results. In addition, these potential severance payments may discourage or prevent third parties
from seeking a business combination with us. Our international operations may expose us to business, regulatory,
political, operational, financial, pricing and reimbursement risks associated with doing business outside of the U. S. Our
business is subject to risks associated with conducting business internationally. Some of our manufacturing and clinical
trial sites are located outside of the U. S. Furthermore, if we or any future partner succeeds in developing TOUR006 or
any of our potential future product candidates, we intend to market them in the EU and other jurisdictions in addition to
the U. S. If approved, we or any future partner may hire sales representatives and conduct physician and patient
association outreach activities outside of the U. S. Doing business internationally involves a number of challenges and
risks, including but not limited to: « multiple, conflicting and changing laws and regulations, such as privacy and data
protection regulations, tax laws, export and import restrictions, employment laws, regulatory requirements and other
governmental approvals, permits and licenses; * failure by us to and maintain approval-approvals —We
expeet-for the use of our products in various countries;  rejection or qualification of foreign clinical trial data by the
competent authorities of other countries; * delays or interruptions in the supply of clinical trial material resulting from
any events affecting raw material or component supply or manufacturing capabilities abroad; * additional potentially
relevant third- party patent rights; * complexities and difficulties in obtaining, maintaining, protecting and enforcing our
intellectual property rights; ¢ difficulties in staffing and managing foreign operations; * complexities associated with
managing multiple payor reimbursement regimes, government payors or patient self- pay systems; ¢ limits on our ability
to penetrate international markets; * financial risks, such as longer payment cycles, difficulty collecting accounts
receivable, the impact of inflation and local and regional financial crises on demand and payment for our products and
exposure to foreign currency exchange rate fluctuations; * natural disasters, political, global geopolitical and economic
instability, including geopolitical conflicts such as the ongoing war in Ukraine and hostilities in the Middle East,
terrorism and political unrest, disease outbreaks, epidemics and pandemics; * export control and economic sanctions
restrictions, which may restrict or prohibit altogether the sale or supply of certain of our product candidates to certain
governments, persons, entities, countries and territories, including those eurrent-are the target of comprehensive
sanctions, unless there are license exceptions that apply or specific licenses are obtained; and ¢ regulatory and
compliance risks that relate to anti- corruption compliance and record- keeping that may fall within the purview of the
U. S. Foreign Corrupt Practices Act, its accounting provisions or its anti- bribery provisions or provisions of anti-
corruption or anti- bribery in other countries. Any of these factors could harm our ongoing international clinical
operations and supply chain any future international expansion and operations and, consequently, our
business, financial condition, prospects and results of operations. Disease outbreaks, epidemics and pandemics in regions
where we may have clinical trial sites or healthearereform-measures-business operations could adversely affect our
business, including by causing significant disruptions in our operations and / or in the operations of third- party
manufacturers and CROs upon whom we rely. Disease outbreaks, epidemics and pandemics have negative impacts on




our ability to initiate new clinical trial sites, to enroll new patients and to maintain existing patients who are participating
in our clinical trials, which may include increased clinical trial costs, longer timelines and delay in our ability to obtain
regulatory approvals of TOURO006 and any potential future product candidates, if at all. Disease outbreaks, epidemics
and pandemics also could adversely impact clinical trial results for TOURO006 or other future potential product
candidates, such as by diminishing or eliminating their efficacy or by producing a safety concern, either through direct
biological effects or through confounding of the data collection and analysis. This adverse impact could terminate further
development of TOURO006, result in a lack of product approval by the FDA or other regulatory authorities, delay the
timing (and / or increase the cost) of a product approval by the FDA or other regulatory authorities, lead to a restrictive
product label that significantly limits prescribing of an approved product, delay or preclude reimbursement by payors,
or significantly limit or preclude the commercialization of TOURO006. General supply chain issues may be adepted-in
exacerbated during disease outbreaks, epidemics and pandemics and may also impact the ability of our clinical trial sites
to obtain basic medical supplies used in our trials in a timely fashion, if at all. If our CDMOs are required to obtain an
alternative source of certain raw materials and components, for example, additional testing, validation activities and
regulatory approvals may be required which can also have a negative impact on timelines. Any associated delays in the
manufacturing and supply of drug substance and drug product for our clinical trials could adversely affect our ability to
conduct ongoing and future clinical trials of TOURO006 on our anticipated development timelines. Likewise , the
operations of our third- party manufacturers may be requisitioned, diverted or allocated by U. S. or foreign government
orders. If any of our CDMOs or raw materials or components suppliers become subject to acts or orders of U. S. or
foreign government entities to allocate or prioritize manufacturing capacity, raw materials or components to the
manufacture or distribution of vaccines or medical supplies needed to test or treat patients in a disease outbreak,
epidemic or pandemic, this could delay our clinical trials, perhaps substantially, which could materially and adversely
affect our business. Unfavorable domestic or global economic conditions could adversely affect our business, financial
condition, results of operations, or cash flows. Our results of operations could be adversely affected by general conditions
in the domestic or global economy and in the domestic or global financial markets. Political developments impacting
government spending and international trade, including current or potential government- imposed sanctions, potential
government shutdowns and trade disputes and tariffs, may negatively impact markets and cause weaker macro-
economic conditions. A severe or prolonged economic downturn could result in a variety of risks to our business,
including, weakened demand for our current and future potential product candidates and our ability to raise additional
reduetions-capital when needed on acceptable terms, if at all. A weak or declining economy could also strain our
suppliers, possibly resulting in Medieare-supply disruption, or cause our customers to delay making payments for our
services. Any of the foregoing could harm our business and we cannot anticipate all of the ways in which the current
economic climate and financial market conditions could adversely impact our business. Our operations are vulnerable to
interruption by fire, earthquake, power loss, telecommunications failure, terrorist activity and other healtheare-funding
events beyond our control , mererigoreus-eoverage-eriteria-which could harm our business. Our facilities may experience
electrical blackouts as a result of a shortage of available electrical power. Future blackouts , rew-payment-methodologies
and-which may be implemented by the local electricity provider in the face of high winds and dry conditions, could
disrupt our operations. We have not undertaken a systematic analysis of the potential consequences to our business and
financial results from a major earthquake, fire, power loss, terrorist activity or other disasters and do not have a
comprehensive recovery plan for such disasters. In additional-- addition dewnward-pressure-omn-the-priee-, we do not carry
sufficient insurance to compensate us for actual losses from interruption of our business that we-may occur , er-and any
losses or damages incurred by us could harm our business. We and the third parties with whom we contract use and
generate materials that may expose us to material liability. Our clinical development activities require the use of
hazardous materials, chemicals, and radioactive and biological materials. We contract with CDMOs, eellaborators---
laboratories and other vendors that are subject to foreign . federal, state and local environmental and health and safety
laws and regulations related to such hazardous materials and byproducts. We cannot completely eliminate the risks
associated with the use, manufacture, handling, storage and disposal of hazardous materials and waste products, which
could cause personal injuries or illnesses, accidental contamination of our raw materials, drug substance, and / or drug
product, interruption of our development or manufacturing efforts, environmental damage resulting in costly cleanup, or
liabilities under domestic or foreign laws and regulations. Also, we may reeetve-incur significant costs to ensure our
CDMOs, laboratories and other vendors comply with these current or future environmental and health and safety laws
and regulations. In the event of an accident, an injured party may seek to hold us liable for any appreved-produets
damages that result . There-have-beerrAny liability could exceed the limits or fall outside the coverage of our applicable
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exposed to litigation from stockholders, suppliers and other third parties from time to time. Such litigation may have an
adverse impact on our business and results of operations or may cause disruptions to our operations. In addition, in the
past, stockholders have initiated class action lawsuits against biotechnology companies following periods of volatility in
the market prices of these companies’ common stock. Such litigation, if instituted against us, could cause us to incur
substantial costs and divert management’ s attention and resources, which could have a material adverse effect on our




business, financial condition and results of operations. Our disclosure controls and procedures may not prevent or detect
all errors or acts of fraud. We designed our disclosure controls and procedures to reasonably assure that information we
must disclose in reports we file or submit under the Exchange Act is accumulated and communicated to management,
and recorded, processed, summarized and reported within the time periods specified in the rules and forms of the SEC.
We believe that any disclosure controls and procedures or internal controls and procedures, no matter how well-
conceived and operated, can provide only reasonable, not absolute, assurance that the objectives of the control system
are met. These inherent limitations include the realities that judgments in decision- making can be faulty and
breakdowns can occur because of simple error or mistake. Additionally, controls can be circumvented by the individual
acts of some persons, by collusion of two or more people or by an unauthorized override of the controls. Accordingly,
because of the inherent limitations in our control system, misstatements due to error or fraud may occur and not be
detected. Risks Related to Our Intellectual Property Our success depends in significant part upon our ability to obtain
and maintain intellectual property protection for our products and technologies. Our success depends in significant part
on our ability and the ability of our current or future licensors, licensees, partners and collaborators to establish and
maintain adequate intellectual property rights covering the product candidates, products and technologies that we plan
to develop. In addition to taking other steps designed to protect our intellectual property, we have applied for, and
intend to continue applying for, patents with claims covering our technologies, processes and product candidates when
and where we deem it appropriate to do so. However, the patent prosecution process is expensive and time- consuming,
and we and our current or future licensors, licensees, partners or collaborators may not be able to prepare, file and
prosecute all necessary or desirable patent applications at a reasonable cost or in a timely manner. It is also possible that
we or our current or future licensors, licensees, partners or collaborators will fail to identify patentable aspects of
inventions made in the course of development and commercialization activities before it is too late to obtain patent
protection for them. Pending and future patent applications filed by us or our current or future licensors’, licensees’,
partners’ or collaborators’ may not result in patents being issued that protect our technology or product candidates, or
products resulting therefrom, in whole or in part, or that effectively prevent others from commercializing competitive
technologies and products. We have filed five provisional patent applications in the U. S. to obtain patent rights to our
inventions, with claims directed to methods of use, combination therapy and other technologies relating to our product
candidates. There can be no assurance that any of these patent applications will issue as patents or, for those
applications that do mature into patents, whether the claims of the patents will exclude others from making, using or
selling our product or product candidates, or products or are substantially similar to us for the
same or similar uses. In countries where have not and do not seek patent protection, third parties be able to
manufacture and sell products that are substantially similar or identical to our products or product candidates without
our permission, and we may not be able to stop them from doing so. Similar to other biotechnology companies, our
patent position is highly uncertain and involves complex legal and factual questions. In this regard, we cannot be certain
that we or our current or future licensors, licensees, partners or collaborators were the first to make an invention, or the
first inventors to file a patent application claiming an invention in our owned or licensed patents or pending patent
applications. In addition, even if patents are issued, given the amount of time required for the development, testing and
regulatory review of our product candidates, any patents protecting such candidates might expire before or shortly after
the resulting products are commercialized. Moreover, the laws and regulations governing patents could change in
unpredictable ways that could weaken the ability of us and our current or future licensors, licensees, partners or
collaborators to obtain new patents or to enforce existing patents and patents we may obtain in the future. In any event,
our patent rights and those of our current or future licensors, licensees, partners or collaborators may not effectively
prevent others from commercializing competitive technologies and products. In some circumstances, we may not have
the right to control the preparation, filing and prosecution of patent applications, or to maintain or enforce the patents,
covering technology that we license from or license to third parties and may be reliant on our current or future licensors,
licensees, partners or collaborators to perform these activities, which means that these patent applications may not be
prosecuted or maintained, and these patents may not be enforced, in a manner consistent with the best interests of our
business. If our current or future licensors, licensees, partners or collaborators fail to establish, maintain, protect or
enforce such patents and other intellectual property rights, such rights may be reduced or eliminated. If our current or
future licensors, licensees, partners or collaborators are not fully cooperative or disagree with us as to the prosecution,
maintenance or enforcement of any patent rights, such patent rights could be compromised. In addition, the legal
protection afforded to inventors and owners of intellectual property in countries outside of the U. S. may not be as broad
or effective as that in the U. S. and we may be unable to acquire and enforce intellectual property rights outside the U. S.
to the same extent as in the U. S., if at all. Accordingly, our efforts, and those of our licensors, licensees, partners and
collaborators, to enforce intellectual property rights around the world may be inadequate to obtain a commercial
advantage from the intellectual property that we own or license. We do not currently own or have a license to any issued
patents that cover TOURO006, although this product candidate is disclosed and its use claimed in our pending U. S. non-
provisional applications. The patent landscape surrounding TOURO006 is crowded, and there can be no assurance that
we will be able to secure patent protection that would adequately cover the use of such product candidate, that we will
obtain sufficiently broad claims to be able to prevent others from selling competing products for the same or similar
uses, or that we will be able to protect and maintain any patent protection that we initially secure. Any changes we make
to TOURO006 to cause it to have what we view as more advantageous properties may not be covered by its existing patent
applications, and we may be required to file new patent applications and / or seek other forms of protection for any such
altered product candidate. We are dependent on patents, know- how and technology, both our own and licensed from



others. In particular, we are dependent on our license agreements with Pfizer and Lonza. Any termination, or reduction
or narrowing, of these licenses could result in the loss of significant rights and could harm our ability to commercialize
TOURO006 and any potential future product candidates. Disputes may also arise between us and our current licensor and
future licensors regarding intellectual property subject to a license agreement, including: ¢ the scope of rights granted
under the license agreement and other interpretation- related issues; * whether and the extent to which our product
candidates and technologies infringe intellectual property rights of the licensor that are not subject to the licensing
agreement; * our right to sublicense patent rights and other rights to third parties under collaborative development
relationships; ¢ our diligence obligations with respect to the use of the licensed technology in relation to our development
and commercialization of TOURO006 and any potential future product candidates, and the activities that are deemed to
satisfy those diligence obligations; ¢ the ownership of inventions and know- how resulting from the joint creation or use
of intellectual property by our licensors and us and our partners; and * our payment obligations with respect to licensed
intellectual property. Additionally, with regard to the Pfizer License Agreement, if we fail to cure a material breach,
Pfizer has customary rights to terminate the Pfizer License Agreement. With regard to the Lonza License Agreement,
Lonza has the right to terminate the Lonza License Agreement in the event of a change of control or if we contest the
secret or substantial nature of the licensed know- how. If disputes over intellectual property that we have licensed
prevent or impair our ability to maintain our current or future licensing arrangements on acceptable terms, or if Pfizer
or Lonza terminates the1r respectlve hcense agreement we may be unable to succuslull\ (Iu elop and commerc1ahze the
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subject to all of the same risks with respect to protection of intellectual property that we license, was-- as enaeted-mrit is
for intellectual property that we own, which are described herein. If we, Pfizer, Lonza or any the-other United-States
current or future licensors fail to adequately protect any licensed intellectual property, our ability to commercialize
products could suffer. We may be unable to obtain intellectual property rights or technologies necessary to develop and
commercialize TOUROQ06 or any potential future product candidates. Several third parties are actively researching and
seeking and obtaining patent protection in the fields of TED and Cardiovascular Disease, and there are issued third-
party patents and published third- party patent applications in these fields . The ACA-inelidesmeasures-patent landscape
around our product candidate is complex, and we are aware of several third- party patents and patent applications
containing claims directed to compositions- of- matter, methods of use and related subject matter, some of which
pertain, at least in part, to subject matter that havesignifteantlyehanged-might be relevant to our product candidate.
However . we may not be aware of all third- party intellectual property rights potentially relating to our product
candidate and technologies, since patent apphcatlons are not pubhshed untll elghteen months after e*peeted—te—eeﬂ&nue—te
signifieantly-ehangethe-their initial filing date way . Ameng
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requirementlicense to practice the technology claimed in such patents. There can be no assurance that such licenses will
be available on manufaeturers-of branded-drugs-commercially reasonable terms, or at all. If we are unable to provide-a-56-%
point-successfully obtain rights to required third - e-ﬁparty 1ntellectual property rlghts or ma1nta1n the ex1st1ng rlghts to
third - party intellectual property rights we have sate-d A g
264+8-, we might be unable to develop and commercialize TOUR006 or any potentlal future product candldates, whlch
could have a materlal adverse effeet-we— effect on our busmess as—e%}aﬂuaw—l— ﬁnanclal 2—9+9)—e-f’f—the—negeﬁated—pﬂee—ef
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0 ended-a-, and commerclahzatlon of TOURO006 or any potential
future product candldates if we breach any hcense agreement with service providers and vendors related to those
product candidates. Our commercial success depends upon our ability, and the ability of our current and future
licensors, licensees, partners and collaborators, to develop, mantfaetirer-- manufacture, market and sell our products
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permission-we expect to enter 1nto addltlonal hcenses in the future If we fall to comply with the obligations under the
these FDA-expanded-aeeess-program-agreements, including payment and diligence obligations, our licensors may have the
right to terminate these agreements . There-In the event of a termination of these agreements, we may not be able to
develop, manufacture, market or sell any product that is ne-ebligatien-covered by the intellectual property rights that are
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R—1865), in addition to the license agreements with Pfizer and Lonza described above we are party to license agreements
with multiple vendors, under which repealed-we license technology used to produce TOUR006. We are required to obtain
prior consent from some of the-these Gadi-l-}ae—ta%vendors to grant sub hcenses under t-he—these agreements Therefore

he-tmplementation-ofeost-contamment-mes S her-healthes OTS-Mmay pluull us llomgrantlngsub-
hcenses to third parties, which could affect our ability to use certain de51red manufacturers in order to manufacture our
current and future product candidates. In the event of a termination of any of our license agreements, our ability to
manufacture or develop any product candidates covered by these agreements may be limited or halted unless we can
develop or obtain the rights to technology necessary to produce these product candidates. Any of the foregoing could
materially adversely affect the value of the product or product candidate being developed under any such agreement.
Termination of these agreements or reduction or elimination of our rights under these agreements may result in having
to negotiate new or amended agreements, which may not be available to us on equally favorable terms, or at all, or cause
us to lose our rights under these agreements, including our rights to intellectual property or technology important to our
development programs. We may become involved in lawsuits or other proceedings to protect or enforce our intellectual
property rights, which could be expensive, time- consuming and unsuccessful, and have a material adverse effect on the
success of our business. Third parties may infringe patents or misappropriate or otherwise violate intellectual property
rights owned or controlled by us or our current or future licensors, licensees, partners or collaborators. In the future, it
may be necessary to initiate legal proceedings to enforce or defend these intellectual property rights, to protect trade
secrets or to determine the validity or scope of intellectual property rights that are owned or controlled by us or our
current or future licensors, licensees, partners or collaborators. Litigation could result in substantial costs and diversion
of management resources, which could harm our business and financial results. If we or our current or future licensors,
licensees, partners or collaborators initiate legal proceedings against a third party to enforce a patent covering a product



candidate, the defendant could counterclaim that such patent is invalid or unenforceable. In patent litigation in the U. S.,
defendant counterclaims alleging invalidity or unenforceability are commonplace. Grounds for a validity challenge could
be an alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness or non-
enablement. Grounds for an unenforceability assertion could be an allegation that someone connected with prosecution
of the patent withheld relevant information from the USPTO, or made a misleading statement during prosecution. In an
infringement or declaratory judgment proceeding, a court may decide that a patent owned by or licensed to us or our
current or future licensors, licensees, partners or collaborators is invalid or unenforceable, or may refuse to stop the
other party from using the technology at issue on the grounds that the patent does not cover the technology in question.
An adverse result in any litigation proceeding could put one or more of the patents at risk of being invalidated,
narrowed, held unenforceable or interpreted in such a manner that would not preclude third parties from entering the
market with competing products. Third parties may initiate legal proceedings against us or our current or future
licensors, licensees, partners or collaborators to challenge the validity or scope of intellectual property rights we own or
control. For example, generic or biosimilar drug manufacturers or other competitors or third parties may challenge the
scope, validity or enforceability of patents owned or controlled by us or our current or future licensors, licensees,
partners or collaborators. These proceedings can be expensive and time- consuming, and many of our adversaries may
have the ability to dedicate substantially greater resources to prosecuting these legal actions than us. Accordingly,
despite our efforts, we or our current or future licensors, licensees, partners or collaborators may not be generate
revenue-prevent third parties from infringing upon or misappropriating intellectual property rights we own , attain
profitabiity-control or have rights to , particularly in countries where the laws may not protect those rights as fully as in
the U. S. There is a risk that some of er-our confidential information could be compromised by disclosure during
litigation because of the substantial amount of discovery required. Additionally, many foreign jurisdictions have rules of
discovery that are different than those in the U. S. and that may make defending or enforcing our patents extremely
difficult. There also could be public announcements of the results of hearings, motions or other interim proceedings or
developments. If securities analysts or investors perceive these results to be negative, it could have a material adverse
effect on the price of shares of our common stock. Third- party pre- issuance submission of prior art to the USPTO,
opposition, derivation, revocation, reexamination, inter partes review or interference proceedings, or other pre- issuance
or post- grant proceedings, as well as other patent office proceedings or litigation in the U. S. or other jurisdictions
brought by third parties against patents or patent applications owned or controlled by us or our current or future
licensors, licensees, partners or collaborators, may affect the inventorship, priority, patentability or validity of these
patents or patent applications. An unfavorable outcome could leave our technology or current and future product
candidates without patent protection and allow third parties to its technology et or candidates
without payment to us . Additionally, potential licensees, partners or collaborators could be dissuaded from
collaborating with us to license, develop or commercialize current or future product candidates if the breadth or
strength of protection provided by our patents and patent applications is threatened. Even if we successfully defend Suek
such referms-litigation or proceeding, we may incur substantial costs and we may distract our management and other
employees. Third parties may initiate legal proceedings against us alleging that we infringe their intellectual property
rights or we may initiate legal proceedings against third parties to challenge the validity or scope of the third- party
intellectual property rights, the outcome of which would be uncertain and could have a material adverse effect on the
success of our business. Third parties may initiate legal proceedings against us or our current or future licensors,
licensees, partners or collaborators alleging that we infringe their intellectual property rights. Alternatively, we may
initiate legal proceedings to challenge the validity or scope of intellectual property rights controlled by third parties,
including in oppositions, interferences, revocations, reexaminations, inter partes review or derivation proceedings before
the USPTO or its counterparts in other jurisdictions. In this regard, we are aware of several third- party patents and
patent applications containing claims directed to compositions- of- matter, methods of use and related subject matter,
some of which pertain, at least in part, to subject matter that might be relevant to TOURO006. These proceedings can be
expensive and time- consuming, and many of our adversaries may have the ability to dedicate substantially greater
resources to prosecuting these legal actions than us. In addition, we may be subject to claims that we or our employees
have used or disclosed confidential information or intellectual property, including trade secrets or other proprietary
information, of any such employee’ s former employer, or that third parties have an interest in our patents as an
inventor or co- inventor. Likewise, we and our current and future licensors, licensees, partners and collaborators may be
subject to claims that former employees, partners, collaborators or other third parties have an interest in our owned or
in- licensed patents, trade secrets or other intellectual property as an inventor or co- inventor or an owner of rights via
assignment from such an inventor or co- inventor. Litigation may be necessary to defend against these claims. Even if we
believe third- party intellectual property claims are without merit, there is no assurance that a court would find in our
favor on questions of infringement, validity, enforceability or priority. In order to successfully challenge the validity of
any such U. S. patent in federal court, we would need to overcome a presumption of validity in favor of the granted
third- party patent. This is a high burden, requiring us to present clear and convincing evidence as to the invalidity of
any such U. S. patent claim. An unfavorable outcome in any such proceeding could require us and our current or future
licensors, licensees, partners or collaborators to cease using the related intellectual property or developing or
commercializing the product or product candidate, or to attempt to license rights to us from the prevailing party, which
may not be available on commercially reasonable terms, or at all. Additionally, we could be found liable for monetary
damages, including treble damages and attorneys’ fees, if we are found to have willfully infringed a patent. A finding of
infringement could prevent us from commercializing TOURO006 or any potential future product candidates or force us to



cease some of our business operations, which could materially harm our business. Reliance on third parties requires us
to share our proprietary information, which increases the possibility that such information will be misappropriated or
disclosed. Because we rely on third parties for aspects of development, manufacture, or commercialization of TOUR006
and our technologies, or if we collaborate with third parties for the development or commercialization of our future
product candidates and technologies, we must, at times, share proprietary information with them. We seek to protect our
proprietary technology in part by entering into confidentiality agreements and, if applicable, material transfer
agreements, consulting agreements or other similar agreements with our advisors, employees, third- party contractors
and consultants prior to beginning research or disclosing proprietary information. These agreements typically limit the
rights of the third parties to use or disclose our confidential information. Despite the contractual provisions employed
when working with third parties, the need to share confidential information increases the risk that such information
become known by our competitors, is inadvertently incorporated into the technology of others, or is disclosed or used in
violation of these agreements. Given that our proprietary position is based, in part, on our know- how, a competitor’ s
dlscovery of our know- how or other unauthorized use or dlsclosure could have an ad\ erse effect on a&ﬁe’rpated—reveﬂue




paymentamotntsby-third- party payers-contractors, and consultants to publish data potentially relating to er-our know-
how. Despite our efforts to protect our know- how, we may not be able to prevent the unauthorized disclosure or use of
our technical know- how by the parties to these agreements. Moreover, we cannot guarantee that we have entered into
such agreements with each party that may have or have had access to our confidential information or proprietary
technology and processes. Monitoring unauthorized uses and disclosures is difficult, and we do not know whether the
steps we have taken to protect our proprietary technologies will be effective. If any of the collaborators, scientific
advisors, employees, contractors, and consultants who are parties to these agreements breaches or violates the terms of
any of these agreements, we may not have adequate remedies for any such breach or violation. Moreover, if confidential
information that is licensed or disclosed to us by our partners, collaborators, or other-others restrietions-is inadvertently
disclosed or subject to a breach or violation, we may be exposed to liability to the owner of that confidential information.
Enforcing a claim that a third- party illegally obtained and is using our proprietary information, like patent litigation, is
expensive and time- consuming, and the outcome is unpredictable. In addition, courts outside the U. S. are sometimes
less willing to protect proprietary information. We may not be able to protect our intellectual property rights throughout
the world. Filing, prosecuting and defending patents in all countries throughout the world would be prohibitively
expensive, and our intellectual property rights in some countries outside the U. S. can be less extensive than those in the
U. S. In addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as
federal and state laws in the U. S., even in jurisdictions where we do pursue patent protection. Consequently, we may not
be able to prevent third parties from practicing its or its licensors’ inventions in all countries outside the U. S., even in
jurisdictions where we or our licensors pursue patent protection. Competitors may use our technologies in jurisdictions
where we have not obtained patent protection to develop its own competing products and, further, may export otherwise
infringing products to territories where it has patent protection, but enforcement is not as strong as that in the U. S.
Many countries have compulsory licensing laws under which a patent owner may be compelled to grant licenses to third
parties. In addition, many countries limit the enforceability of patents against government agencies or government
contractors. In these countries, the patent owner may have limited remedies, which could harm-materially diminish the
value of such patent. If we are forced to grant a license to third parties with respect to any patents relevant to our
business, our competitive position may be impaired, and our business, financial condition, results of operations and prospects
may be adversely affected. In Europe, starting from June 1, 2023, European applications have the option, upon grant of
a patent, of becoming a Unitary Patent which is subject to the jurisdiction of the Unified Patent Court (the “ UPC ”).
This is a significant change in European patent practice. As the UPC is a new court system, there is no precedent for the
court, increasing the uncertainty of any litigation. It is our initial belief that the UPC, while offering a cheaper
streamlined process, has potential disadvantages to patent holders, such as making a single European patent vulnerable
in all jurisdictions when challenged in a single jurisdiction. We, our CROs, our CDMOs, service providers, our current
and potential future partners or other third parties upon which we rely, could experience a security incident, system
disruption or failure, data loss, cyberattack, or similar event that could compromise our systems and data (or those of the
third parties upon whom we rely), result in material disruptions to our business operations, lead to regulatory
investigations or actions, litigation, fines and penalties, affect our reputation, revenue or profits, or otherwise harm our
business. We collect, store, receive, transmit, generate, use, transfer, disclose, make accessible, protect, secure, dispose,
share and otherwise process (collectively, process) proprietary, confidential and otherwise sensitive information,
including personal information (such as health- related data of clinical trial participants and employee information), in
the course of our business. Our technology systems and the information and data processed and stored by us or by third
parties upon whom we rely (e. g., research collaborators, partners, CROs, CDMOs, contractors, consultants and other
third parties), are vulnerable to a variety of evolving online and offline threats that could result in security incidents,
including unauthorized, unlawful, or accidental loss, damage, corruption, access, use, encryption, acquisition, disclosure,
misappropriation, or other compromise of such systems or data. A security incident or other interruption could disrupt
our ability (and that of third parties upon whom we rely) to operate our business and may have other adverse effects.
We and third parties on which we rely face threats that are constantly evolving and growing in frequency,
sophistication, and intensity. For example, these threats may include (without limitation) malware (including as a result
of advanced persistent threat intrusions), viruses, worms, software vulnerabilities and bugs, software or hardware



failures, hacking, denial of service attacks, social engineering attacks (including through deep fakes, which may be
increasingly more difficult to identify as fake, and phishing), credential harvesting, ransomware, personnel misconduct
or errors, credential stuffing, telecommunications failures, loss or theft of devices, data or other information technology
assets, attacks enhanced or facilitated by Al, earthquakes, fires, floods and other similar threats. Threats such as
ransomware attacks, for example, are becoming increasingly prevalent and severe, and attackers are increasingly
leveraging multiple attack methods to extort payment from victims, such as data theft and disabling systems. Extortion
payments may alleviate the negative impact of a ransomware attack, but we may be unwilling or unable to make such
payments due to, for example, applicable laws or regulations prohibiting such payments. Security incidents may result
from the actions of a wide variety of actors with a wide range of motives and expertise, including traditional hackers,
hacktivists, our personnel, or the personnel of the third parties we work with, sophisticated nation- states, nation- state-
supported actors, and organized criminal threat actors. During times of war and other major conflicts, we, the third
party upon which we rely, and our customers may be vulnerable to a heightened risk of these attacks, including
retaliatory cyber- attacks, that could materially disrupt our systems and operations, supply chain, and ability to
produce, sell and distribute our goods and services. Certain functional areas of our workforce work remotely on a full-
or part- time basis outside of our corporate network security protection boundaries or otherwise utilize network
connections, computers and devices outside of our premises or network, which imposes additional risks to our business,
including increased risk of industrial espionage, phishing, and other cybersecurity attacks, and unauthorized
dissemination of proprietary or confidential information, including personal information, any of which could have a
material adverse effect on our business. Additionally, future or past business transactions (such as acquisitions or
integrations) could expose us to additional cybersecurity risks and vulnerabilities, as our systems could be negatively
affected by vulnerabilities present in acquired or integrated entities’ systems and technologies . In addition, regtenat
healtheare-authorities-we rely on third parties to operate critical business systems and process sensitive data in a variety of
contexts, including, without limitation, cloud- based infrastructure, data center facilities, encryption and authentication
technology, personnel email, and other functions. We also rely on third parties, including CROs, clinical trial sites and
clinical trial vendors, to process sensitive data as part of our research activities. Our ability to monitor these third parties
is limited, and these third parties may not have adequate information security measures in place and may expose us to
cyberattacks and other security incidents. Supply- chain attacks have also increased in frequency and severity, and we
cannot guarantee that third parties’ infrastructure in our supply chain or our third- party partners’ supply chains have
not been compromised. If our third- party service providers experience a security incident or other interruption, we
could experience adverse consequences. While we may be entitled to damages if our third- party service providers fail to
satisfy their privacy or security- related obligations to us, any award may be insufficient to cover our damages, or we
may be unable to recover such award. We may be required to, or we may choose to, expend significant resources or
modify our business activities (including our clinical trial activities) in and-- an effort individual-hospitals-are-inereasingly
using -bidding-proeedures—to determine-protect our information systems and data (including against security incidents),
particularly where required by applicable data privacy and security laws or regulations or industry standards. While we
have implemented security measures and processes designed to protect against security incidents, we cannot assure you
what-that pharmaeeutieal-produets-and-which-suppliers-these security measures that we or our service providers implement
will be ineluded-effective in theirpreseription-drug-and-preventing security incidents, disruptions, cyberattacks, or other
healtheare-similar events. We take steps designed to detect, mitigate, and remediate vulnerabilities in our information
systems (such as our hardware and / or software, including that of third parties upon which we rely). We may not,
however, detect and remediate, all such vulnerabilities including on a timely and effective basis. Further, we may
experience delays in developing and deploying remedial measures and patches designed to address identified
vulnerabilities. Vulnerabilities could be exploited and result in a security incident. Any of the previously identified or
similar threats could cause a security incident. A security incident could result in unauthorized, unlawful, or accidental
acquisition, modification, destruction, loss, alteration, encryption, disclosure of, or access to data. If our information
systems or data, or that of the third parties on which we rely, are compromised or were perceived to be compromised, it
could interrupt our operations, disrupt our development programs and have a material adverse effect —Fhis-eould-reduee

the-ultimate-demand-for-our-drugs-orputpressure-on our-drag prieing,whicheould-negatively-affeetour business, financial
condition y-and results of operations and-prespeets-. RisksRelated-toPrivacy-and-For example, the loss or corruption of

clinical trial Bata-data from completed or future clinical trials could result in delays in our regulatory approval efforts
and significantly increase our costs to recover or reproduce the data. Likewise, we rely on third parties for the
manufacture of TOURO006, to analyze clinical trial samples and to conduct clinical trials, and Seeutity-security Laws
incidents experienced by these third parties could have a material adverse effect on our business. Actual or perceived
security incidents affecting us or the third parties we rely on or partner with could result in substantial remediation costs
and expose us to litigation (including class claims), regulatory enforcement action (for example, investigations, fines,
penalties, audits and inspections), additional reporting requirements and / or oversight, fines, penalties, indemnification
obligations, negative publicity, reputational harm, monetary fund diversions, diversion of management attention,
interruptions in our operations (including availability of data), financial loss and other liabilities, and harms.
Additionally, such incidents may trigger data privacy and security obligations requiring us to notify relevant
stakeholders, such as individuals, regulators, and others, or take other remedial or corrective actions, and may subject us
to liability. Such disclosures and remediation efforts may be costly, and related requirements or the failure to comply
with them could lead to adverse consequences. Our contracts may not contain limitations of liability, and even where
they do, there can be no assurance that limitations of liability in our contracts are sufficient to protect us from claims



related to our data privacy and security obligations. Additionally, we cannot be certain that our insurance coverage will
be adequate for data security liabilities actually incurred, will continue to be available to us on economically and
commercially reasonable terms, or at all, or that any insurer will not deny coverage as to any future claim. The
successful assertion of one or more large claims against us that exceed available insurance coverage, or the occurrence of
changes in our insurance policies, including premium increases or the imposition of large deductible or co- insurance
requirements, could adversely affect our reputation, business, financial condition and results of operations. In addition
to experiencing a security incident, third parties may gather, collect, or infer sensitive information about us from public
sources, data brokers, or other means that reveals competitively sensitive details about our organization and could be
used to undermine our competitive advantage or market position. Additionally, sensitive information of the Company
could be leaked, disclosed, or revealed as a result of or in connection with our personnel’ s, or vendors’ use of generative
Al technologies. We are subject to rapidly changing and increasingly stringent foreign and domestic ehanging-privaey-and
dataseenrity-laws , regulations, and rules , contractual obligations, industry self—regulatorysehemes;governmentregutation;

and-standards re}a-ted-, policies and other obligations relating to privacy, data privaey-protection and information security.
The restrictions imposed by these requirements or our actual or perceived failure by-us;our-eoHaborators; vendors-or-other
relevantthirdparties-to comply with such obligations could lead to regulatory investigations or actions, litigation (including
class claims) and mass arbitration demands, fines and penalties, disruptions of our business operations, reputational

harm , loss of revenue eur-- or reputation-profits , loss of customers stbjeet-us-to-signifteantfines-and-tabiity;-or etherwise
sales, and other adversely—- adverse affeetour-business consequences—eperaﬁens—&nd—ﬁn&netal—perferm&nee— We may
eoHeetreeetvesstore;-process proprietary , confidential use; ¢ and share
sensitive information, including personal information (1nclud1ng health- related data), whrch sub]ects us to numerous
evolving and complex data privacy and security obligations, including various laws, regulations, guidance, industry
standards, external and 1nternal prlvacy and securlty p011c1es, contracts and other obhgatlons that govern the processing
of such information ine e viders-in connection with elinteat-trials
our business . :Phere—&re—nttn&ereus—fedefa-l-OutSIde the U. S. , state—}eea-l-and— an -rnternat—reﬁa-l-lncreaslng number of laws,

regulations , and gufd&nee—reg&rdmg—lndustry standards govern data priv acy and —rn-ferma-ﬁen—seuum and-proeessing-the

r-Union ’ s General Data Protectlon

Regulatlon -eemphanee—E—ven—when—I—I—H%%dees—net—appl—y— aeeording-to-the Federal- Frade-Commission* FF&-EU GDPR
) and the United Kingdom failing-te-take-appropriatesteps-to-keepeonstumers- s GDPR, (“ UK GDPR ”) and the Swiss

Federal Data Protection Act, (“ Swiss FADP ”) impose strict requirements for processing personal information seetre

eenstrtutes—&nfarfaets— and may apply to erour processmg pfaeﬁees—rn—er&ffeeﬁng—eeﬂamefee—m—v-rehﬂeﬂ—x -Seeﬁeﬁé—éa)—e-f




EUI opean [u)nomu AlLd (* EEA ) the UK-rne-lud-mg—perseﬂa-l—hea-l-t-h—ela-ta— -rs—subjeet—te-or Switzerland and if TOURO006 or
any potential future product candidates are approved, our possible commerecialization of the-those General-Data

ProteetionRegulation26+6/+679-products in the EEA, the UK, or Switzerland ( “-as applicable). Companies that violate
the (JDPR can face private htlgatlon, regulatory 1nvest1gat10ns i)—"l"—l=1e-GEP—R—r3—1vwele-—rangmg—dnd -rnﬂrpeses—numefeus

reputatlonal damage tnel-ud-mg—t-he—U—n-rted—Sfa-tes,—dml permitsd ton ith i i
violations-of the-GBPR-ineluding potential-fines of up to €the greater of 20 mllllon Euros under the EU GDPR/ 17 5
mllhon pounds sterhng under the UK GDPR or 4 % of thelr worldw1de dnnudl g-lebal—reveﬂues— revenue, in elther case .

ele%ng—busrness—eﬁequue us 1(1eh&nge-eunbttsrrxess—pfaeﬁees— amongand—elespﬁe—t-hese—effeﬁs—t-here— other thlngs glve

detailed dlsclosures 3-8

bt about how we collect subjeet—te-eerfarn
U-l%speeiﬁe—&menémeﬁts)-nﬁe—%la-w— use feferred—te—as—&re—U-léGDPHhe—U-léGBPR—dml share personal information;

contractually commit to the-UlkDataProteetion-Aet 2048-set-outthe- Uk s-data protection regime;whiehis-independent-from
butatigned-to-the- E's-measures in our contracts with vendors; maintain appropriate data security measures; notify
regulators and affected individuals of certain personal data breaches; meet privacy governance and documentation
requirements; and honor individuals’ data protection rights, including regime—Nom—eomphanee-with-the-their rights i
GBPR—m&y—result—rn—menef&ry—pena-l&es—e%up—lo access &Hé—mﬁhen—ef#%ref—werld-wﬁe—reveﬁue— correct whicheveris

s-and delete their personal information teave
v e-topos Rab v In add-rt—xen—GDP—l%pfehﬂrbﬁs—lhe ordinary course of
busmess, we may transfer e-P)uxondl ddld llom Europe and the-other EU-jurisdictions to the U. S or —and-other countries
respeet. Certain jurisdictions have enacted data localization restrictions or laws and regulations restricting cross- border
transfers of swhieh-personal information. In particular, regulators and courts in the EEA, the UK, and Switzerland have
significantly restricted the transfer of personal information to the U. S. and the-other countries that have not been
declared “ adequate ” for data protection purposes by a relevant governmental authority. Other jurisdictions may adopt
similarly stringent interpretations of their data localization and cross- border data transfer laws. Although there are
currently mechanisms that may be used to transfer personal 1nformat10n from the EEA, the UK or Swntzerland to the
U. S. in compliance with European data protection laws, such Commis h A S :

so—ealled—adequaecy-deeiston"(knownas “third-eountries;untess-the par-ﬁes—te—EEA standard contractual clauses, the
UK’ s Internatlonal Data traﬁsfer—Transfer Agreement / Addendum, and hav € e

y ata—to lmEU U. S. Data
P1 ivacy -Shield—fr&n‘rewerleFramework and ad-mrn—wfered—by—l he UK extensnon thereto (whlch allows for transfers to

relevant U.S. - based organlzatlons who self- certlfy comphance and partlclpate in Bepaﬁment—e-ﬁ@emmeree—l—lewever—
; sto-the EU- U. S. Data Privacy

-Sh-rel-d—F ramework) ﬂamel-y—the—these mechanlsms are subJect Eurepe&n—@eﬂ%ﬂﬂssten—s—Sf&nd&rd-Qentraetua-l-Glauses—lo

tawfulty-legal challenges, and there is no assurance that we can satisfy or rely on these measures to transfer personal data
to the U. S. If we are unable to implement a valid compliance mechanism for cross- border transfers of personal
information, or if the requirements for a legally- compliant transfer are too onerous, we will face increased exposure to
significant adverse consequences, including substantial fines, regulatory actions, as well as injunctions against the export
and processmg of personal 1nformat10n from the EEA UK Sw1tzerland or other t-lﬁrd-wunu ies that —I-n—aeld-rt—ren—t-he




es-wineeesstta shifteant-eontractaal-overhs ata transfer arrangementsrestrictions. Our inability to import
personal information from the EEA, UK or Sw1tzerland or other countries may also restrict or prohibit our clinical trial
activities in those countrles, limit our ablhty to collaborate with eustemefs—CROs sab—servnce prov1ders, contractors and

require us to increase our —As-s lata processmg capablhtles in

e*per&meeh&msms—érﬂelud-mg—eﬁetﬁﬁst&nees&ﬁefe—the—other -St&ndard—eeﬁtraetua-l—elaﬂses—e&n—countrles at significant

expense and may otherwise negatively impact eannot-be-used)-and-+or-our busmess operatlons st&ﬁ—ta-kmg—eﬂ-fereemeﬂt
action;-we-eotld-suffer-additional-Additionally eosts-, companies that eomp stlatory-irvestigations Res

addittonifwe-are-unablete-transfer personal data betweerrout of the EEA and ameﬂg—eetmtﬂes—UK to other ]urlsdlctlons,
particularly to the U. S, are subject to increased scrutiny from regulators, individual litigants, and regions-activist groups.
We may also become subject to new laws in the EEA whieh-we-operate-and %—ereﬂgage—prewders-other ]lll‘lSdlCthllS that
regulate cybersecurlty dlld non- #e%et-hervﬁse—traﬁ&fer—pusonal (Iala such

; affee ; and-genera nerease-eomphaneerisk-as a—res'dl-t—data collected through the mternet of
thmgs Dependmg on how these laws are 1nterpreted we may have to make changes to our business practices and
products to comply with such obligations . Additionally, other countries entstde-efEarepe-have enacted or are considering
enacting similar cross- border data transfer restrictions and laws requiring local data residency, which could increase the cost
and complexity of delivering our services and operating our business. Privacy and data security laws in Furthermore;
following Brexit-therelationship-between-the U. K-S . and-at the EEA-infederal, state and local level are increasingly
complex and changing rapidly. For example, at the federal level, HIPAA, as amended by HITECH, imposes specific
requirements retation— relating to eertairraspeets-the privacy, security and transmission of individually identifiable health
information. Additionally, at the state level, the privacy and data protection landscape is changing rapidly. Many states
have enacted comprehensive privacy taw-laws remains-somewhat— including California, Virginia, Colorado,
Connecticut, and Utah — that impose uneertain— certain —nJune2024-obligations on covered businesses ., the-European
Gemﬂﬂssteﬁ—tsstted-mcludlng provndmg speclﬁc dlsclosures in prlvacy notices an—and affording res1dents with certain
rights concerning 5

pttrpeses—e-ﬁU—lGnﬁmigr&tieﬁeeﬂtreH—eﬂmsoml data -frem—the—E—E—A—te—t-he—U— K=As applicable, such rights may include
the rlght to eeﬁt-lﬁue—wﬁheﬁt—restﬂet-reﬁ—access, correct, -feﬁ or delete certain a—peﬂed-e%fetﬂhye&rsﬂ%fter—t-ha-t—peﬂed—t-he

deeisieﬁ-is—wrthdfaﬁﬁemeﬁeﬂewed—traﬁsfers-e-ﬁpu\mml data , fromthe EEAto-the U-—K—will-require-a-valid-"transfer
meehantsar-and we-may-be-required-to opt- out of certain data processing activities implementnew-proeesses-and-putnew
agreementsinrplaee-, such as targeted advertising Standard-Centractual-Clauses-, profiling, and automated decision-
making. If these laws apply or were to enable-transfers-apply to us, the exercise of these rights may impact our business.
Certain state laws also impose stricter requirements for processing sensitive personal information such as obligating
covered businesses to conduct data privacy impact assessments. These state laws allow for statutory fines for
noncompliance. For example, the California Consumer Privacy Act of 2018 (“ CCPA ”), applies to personal data of
consumers, business representatives, and employees who are California residents, and requires certain businesses to
provide specific disclosures in privacy notices and honor requests of such individuals to exercise certain privacy rights.
The CCPA provides for fines for noncompliance of up to $ 7, 500 per intentional violation, and a limited private right of
action in connection with certain data breaches. While the CCPA and other comprehensive state privacy laws contain
exemptions for certain personal information processed in connection with clinical trials, we may process other personal
information that is or may become subject to these laws. Similar laws are being considered in several other states, as well
as at the federal and local levels, and we expect more states to pass similar laws in the future. The evolving patchwork of
dlfferlng state and federal prlvacy and data securlty laws increases the cost and complex1ty of operatlng our busmess




pﬂbl-ieaﬁeﬁs—&nd—fr&mewerks—&nd-wnlmclual oblmauonx related to data prlvacy and securlty, and our efforts to comply
with such obligations may not be successful. We publish privacy policies and provide notices regarding data privacy and

security. If these policies or notices are found to be deficient, lacking in transparency, deceptive, unfair or
misrepresentative of our practices, we may be subject to investigation, enforcement actions by regulators or other
adverse consequences. Our obligations related to data privacy and security (and individuals’ data privacy expectations)
are quickly changing in an increasingly stringent fashion and creating uncertainty. These obligations may be subject to
differing applications and interpretations, which may be inconsistent or in conflict among jurisdictions. Monitoring,
preparing for and complying with these obligations requires us to devote significant resources (including, without
limitation, financial and time- related resources). These obligations may necessitate changes to our information
technologies, systems and practices and to those of any third partics that process personal retatedto-privaey-information

seettrrty—&nd—pfeeessmg—on our behalf In addltlon %t-h—&pphe&b-le—da-ta—preteet—ren—laws— these pfwaey—pel-tetes—aﬂd-d&t&

may requlre us to faee—add-rt—temrl—ehal-leﬁges-rrwédfessmg—&né
ses— change aspects to-ourprivaey-polictes-and-practices;-and-may-inenr
5 of wh-teh—eeu-ld—mateﬁal-ly—ad-versel-yhaffeet—oul business model (such as

strive-Although we endeavor to comply w 111 appllcablc (Iala proteetiontaws;-privacy pe-l-teies—dnd securlty ela-ta—preteet—reﬂ
obligations te-the-extent-peossible- bat-we may at times fail (or be perceived to have failed) to do so . Moreover , despite or

our efforts, our personnel or third parties upon whom we rely may be-fail to comply with such obligations, which could
negatively impact our business operations. If we (or thlrd partles upon whlch we rely) fail, or are pucu\ ed to have failed
to-do-se—Mereover-, despite-to address etr—- or € b eh §

eoHaborators-or-vendors-de-notcomply with appl-teable—ddm prlvacy, plolccll(m -}&ws—and securlty obhgatlons we could face
significant consequences, including (without limitation): government enforcement actions (e. g., investigations, fines,
penalties, audits, inspections and similar); litigation (including class- related claims) and mass arbitration demands;
additional reporting requirements and / or oversight; bans on processing personal information; orders to destroy or not
use personal 1nformatlon, and / or 1mpr1sonment of company ofﬁclals In partlcular, plamtlffs have become 1ncreasmgly

dﬁersien—e%&me—&nd—effert—preeeedmgs—dm1nsl companles tts—by—geverﬁmeﬁfal—eﬂ&t-res— mcludmg class clalms and mass
arbitration demands. Some of these claims allow er-for other—- the recovery of statutory damages adverse-effeetsto-onr

bﬁsrness—Rlsks—Related—te-etnhBepeﬂdeﬁee—\ :l:hifd—P&rt-tes—\Ve—&fe—depeﬁdeﬂt—en—a per Vlolatlon basis -l-nﬂrted—nttmbeﬁ)-f

monumentalstatutorydamages airmanufacturing factlities-and-materis be—e e
-Pfed-ueﬁen—Aet—eH%G— dependlng on e i i istatt i H-1

wh-teh—eeu-ld—lead—te—elel&ys—m—t-hese——— the volume tﬂals—eﬁssues—wﬁh—eﬂeeemmereta-l-sttpply—euﬁuse—ol data and the a—sele—e-r
a—l-nﬂrted—numbu of v1olat10ns supph 5




events cou d

i i t i vat-process personal
1nf0rmat10n —Mefeever—pﬂnetpal—rrwes&gﬂfefs—fer— or to operate in certaln Jlll‘lSdlCthllS' llmlted ablllty to develop ot or
commercialize eﬁwﬁnﬁs—m&y—seﬁfe—as—setefﬁrﬁe—adﬁsefs—efour eeﬂsu-l-t&ﬁts—te—us—ffeﬂa—products, expendlture of lllm to

time-and resources re-compensationinconnee d

produeteandidates—Therets-no-guarantee-that-any clalm 3 ey ta f f t whi
; i - or inquirys; adverse publlc1ty, development-aetivities-or-perform-as
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l-tght—t-lie—pllu o[ our common smck could bc sub]ect ad-'v‘efse}y—a-ffeefed—Rlsks—Re}a-ted-m s1gn1ﬁcant ﬂuctuatlons. InteHeetuat
-P-fepeﬁy—]:aws—&ﬂd—Regt&aﬁeﬂs-Somc e and

- G to reqire-meet or exceed
financial and development pr0_|ect10ns we may provnde to the publlc° ] fallure to meet or exceed the financial and
development projections of the investment community; ¢ failure of us to grant-exelustve-achieve the perceived benefits of
the Merger as rapidly or to the extent anticipated by financial or industry analysts; * announcements of significant
acqu1s1t10ns p&ﬁ-ra—l-}y—e*el-us-we-strateglc collaboratlons ]omt ventures or capltal commltments by us or or-our




cllnlcal studles, manufacturlng process e%én)—mveﬁt—an-yhe-ﬁthe—rrweﬁﬁoﬂs—elafmed—r&our or eiesales and marketlng termS°
. dlsputes ot or -l-teeﬁser—s—other developments relatlng to proprletary rlghts, 1nclud1ng palcnls , e%pa-ten-t—&pphe&t—teﬂs-

ﬂgh-ts—for our technologles; . addltlons or departures of key personnel' « significant lawsuits, including patent or
stockholder lltlgatlon; e if securltles or 1ndustry analysts do not publlsh research or reports about our busmess owhersi

eﬂee-ebt&med—Bepeﬂ&mg—en—or 1f we issue adverse or mlsleadlng opinions regardmg our buslness and stock° . changes in
the market valuations of similar companies; ¢ general market or macroeconomic conditions or market conditions in the
pharmaceutlcal and blotechnology sectors; ¢ sales of securities by us or our securityholders in the future ; « if we fail to
raise an adequate amount of capltal t-he—U—S-P—”FG—t-he—la—ws—aﬂd

e-product (,dndlddlLS * tradlng

volume of -S-eel&fegﬂ-lﬁ-feﬁ—&ppfeﬂf&lﬂ—fe%@@-l—efour any—future—common stock' . announcements by competitors of new

commercial products, clinical progress or lack thereof, significant contracts, commercial relationships or capital
commltments; . adverse publlclty relatlng to IL- 6 1nh1b1tor and IL- 6R 1nh1b1tor )mducl candidates t-hat—saeeessfu-l—ly










products on the market' * the 1ntr0duct10n of technologlcal 1nn0vat10ns or new therapies that compete with the products
and unantietpated-employee-turnover-services of ours; and ¢ period- to- period fluctuations in our financial results .
Moreover, the stock markets in general have experienced Substantial-substantial expense-volatility that has often been
unrelated to the operating performance of individual companies. These broad market fluctuations may also adversely
affect the trading price of or-our business-disruptions-common stock. In addition, a recession, depression or other
sustained adverse market event resulting from restrueturing-and-reorganizationaetivities-rising interest rates, inflation,
global geopolitical conflict, or other macroeconomic conditions could materially and adversely affect our eperatingresults
business and the value of our common stock . [n addition-the past , following periods of volatility in the market price of a
company’ s securities, stockholders have often instituted class action securities litigation against such companies.

Furthermore, market volatility may lead to increased shareholder activism if there-are-unforeseenexpenses-assoetated-we

experience a market valuation that activists believe is not reflective of our intrinsic value. Activist campaigns that contest
or conflict with saehrealignmentsimour bﬂﬁness—stf&tegfe&strateglc dlrectlon or seek—&nd—we—rnetu&tm&ﬁem&ted—eh&fges

changes in ertabilities-then— the composition of we-ma b
board et-her—beﬂeﬁts—o dlrectors Stteh-aet-teﬁs—vv‘h-leh—u)uld nave an dd\'Cl‘SC L“L(,l on our bﬂs-rﬂess—o perating 1uults dnd
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Delaware ldW Could delay—efpfeverrt—a—eliﬁmge-ef—eeﬁtrel—wlﬁeh

eett-ld—l-ma-rt—t-he—m&rkeﬁ make pftee-e-rf—eureeﬂafneﬂ—steeleartd» an acquisition of us more difficult and may preventor
frustrate-discourage any takeover attempts by-etrstockholders may consider favorable, and may lead to entrenchment of

replace-orremove-ouretrrentmanagement. Our-Provisions of our amended and restated certificate of incorporation , as
amended, and ear-amended and restated bylaws eentatrprovistens-that-could delay or prevent a-ehange-changes ofin control
efeur-eompany-or changes in eur-management without the consent of the board of directors that-etrstoekholders-might
eonstder-favorable-. Some-ofthese-These provisions will include the following : - a board of directors divided into three classes
serving staggered three- year terms, such that not all members of the board will be elected at one time; -® a prohibition on
stockholder action through written consent, which requires that all stockholder actions be taken at a meeting of our
stockholders; - a requirement that special meetings of stockholders be called only by the board of directors acting pursuant to a
resolution approved by the affirmative vote of a majority of the directors then in office; - advance notice requirements for
stockholder proposals and nominations for election to our board efdireetors—; -¢ a requirement that no member of our board ef
direeters-may be removed from office by our stockholders except for cause and, in addition to any other vote required by law,
upon the approval of not less than two- thirds of all outstanding shares of our voting stock then entitled to vote in the election of
directors; -® a requirement of approval of not less than two- thirds of all outstanding shares of our voting stock to amend any
bylaws by stockholder action or to amend specific provisions of our charter eertifieate-efineerporation; and -¢ the authority of
the board of directors to issue preferred stock on terms determined by the board of directors without stockholder approval and
w hich preferred stock may include rl;chts superior to the rl;chts 01‘ the holders of common stock. In dddltlon beeatse-we-are

stockholders may consider beneﬁclal oWt T—hese-We w1ll also be subJect to

the anti- takeover provisions and-contained in Sectlon 203 of the DGCL Under Sectlon 203, a corporation may not, in
general, engage in a business combination with any holder of 15 % or more of its capltal stock unless the holder has held

ange el-transaction er—eh&ﬂges—rn—etnebeard-ef
e 0 deetine-. Our byldws provide that designate-eertaitreoutts-as-the
se-le—aﬁd-Court of Chancery of the State of Delaware is the exclusive forum for eertairrtypes-ofaetions-substantially all

disputes between us and preeeedings-thatmay-be-initiated-by-our stockholders, which could limit our stockholders” ability to
obtain a favorable judicial forum for disputes with us or our directors, officers ;-or other employees. Our bylaws provide that 5
unless-we-eonsenti-writing-to-an-akternative-foram;-the Court of Chancery of the State of Delaware is wiH-be-the sole and
exclusive forum for any statedaw-elatmsfor{-any-derivative action or proceeding brought on our behalf, §9-any action

asserting a elatm-ef-breach of fiduciary dutyewed—by—aﬁy—e-ﬁetueel-rreetefs— offteers;-and-employeesto-us-orourstoekholders;
iany action asserting a claim against us arising pursuant to any previsten-provisions of the DGCL Delaware-Generat

Ceorporationraw-, our amended-and-restated-certificate of incorporation or eur-amended-and-restated-bylaws , or f¥rany action
assertme a claim agalnst us that is gov erned by the 1nte1nal affairs doctrine —rn—eaeh—ease—stlbjeet—te—ﬂ%e—eetua—e-ﬁehaﬂeeﬁ‘
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The Belaw&re—excluslve Fef&ﬂa—forum Pfeﬂsreﬂ—prowsnon Wr-l-l-does not apply to ﬁn—y—e&uses—e-f—&eﬁeﬂ—actlons arising under the
SeeurittesAetorthe-Exchange Act. ©ur-The amended and restated bylaws farther-will also provide that ;-unless-we-eonsentin

writing-to-the-seleetion-ofamalternative-foramy;-the federal district courts of the United-States-shalt-U. S will be the sole-and

exclusive forum for fese-lvrﬁg—the resolutlon of any complaint dssertmg, a cause e-ree&uses—of action aﬂstﬁg—under the Securities

stockholder s abrllty to brmg a Cldlnl ina ]ud1c1al forum that they-it -ﬁ-nd—ﬁnds favorable for dlsputes with us or our directors,
officers or other employees, which may discourage such lawsuits against us and our directors, officers and other employees
everrthotgh-. Alternatively, if a court were to find the choice of forum provision contained in the certificate of

1ncorporatlon and bylaws to be 1napphcable or unenforceable in an action ﬂ-ﬂﬁﬂeeessftdrmtght—beﬂeﬁt—eﬂfﬁeelételders.—ln




1al costs associated with resolving such action in - Provist y i

dictions

world-other eenrts-juris

could materially and adversely
ondition and results of operations =
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future. The current expectation is

-I-ﬂ—&éd-r&eﬁ—we—mafyheﬂ-teﬁr&e—&gfeeﬂ&ems—t hat pfeh-rbtt—us—ffem—we w1ll retam our future earnings, if any, to fund the growth
of our business as opposed to paying eash-dividends . As a result witheut-priorvritten-eonsent-fronrour-eontracting-parties-,

capital appreciation, if any, eikwhie%ﬁyﬂaer—teﬂmﬁfe%ﬂbﬁmg—eﬁ&ﬁﬁmg—ﬂae—&meﬂﬂml dividends-thatmay be-deelared-orpaid
of-our common stock w1ll be our —Any—re&tm—te—slod< holders sole source WrH—t-kﬁfefef&be—hmrted-te—t-he—&msfeer&ﬁeﬂ—ol gain







