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Our business is subject to a number of risks, including risks that may prevent us from achieving our business objectives or may
adversely affect our business, financial condition, results of operations, cash flows, and prospects. These risks are discussed
more fully below and include, but are not limited to, risks related to: Our Financial Position and Need for Additional Capital e
our need for additional capital to continue the development and commercialization of our drug candidates; * the impact
of raising additional capital to our stockholders and the rights of our drug candidates; ¢ our ability to achieve or maintain
profitability;  our financial condition and ablllty to contlnue asa gomg concern: ° our abrlrty to generate revenue in absence
of any products approved for sale P eftn v

Development and Regulatory Approval of Our Drug Candrdates . the 1mpact of delays in the commencement enrollment
and completion of our clinical trials, including clinical holds or other regulatory limitations on our clinical development
programs; °® potential failure of our clinical trials or our inability to receive regulatory approval for our drug candidates; * the
identification of serious adverse or unacceptable side effects which are determmed to be drug related; * the 1mpact of Changes

in law or regulatory polrcy on the approval of our drug candidates 2
; » our ability to submit an NDA for the drug Candrdates we are developmg, Rrsks Relating to
the Commercialization of Our Drug Candidates ° the acceptance of drug candidates in the market, if approved by the
appropriate regulatory agencies; ¢ our ability to establish sales and marketing capabilities or enter into agreements with third
parties to sell and market our drug candidates; ¢ the impact of ongoing obligations and continued regulatory review for our drug
candidates post- commercialization; * competition with other products; * the impact of healthcare cost containment initiatives
and the growth of managed care; * our ability to obtain marketing approval for our drug candidates and obtain profitable pricing
once approved; ¢ the impact of healthcare laws and regulations on our relationships with healthcare professionals, principal
investigators, consultants, customers (actual and potential) and third- party payors; * our ability to obtain approval to
commercialize products outside the United States; Risks Relating to Our Dependence on Third Parties ¢ our ability to establish
and maintain collaborative relationships to further the development of our drug candidates; ¢ the professional conduct of third
parties we rely on to conduct, supervise and monitor certain of our clinical trials; * our dependence on limited sources of supply
for the components used in cadisegliatin (TTP399) and our other drug candidates; ¢ our reliance on third- party manufacturers to
produce our drug candidates; Risks Relating to Our Intellectual Property ¢ our ability to continue to protect proprietary rights to
our intellectual property; ¢ the unauthorized disclosure of our trade secrets or other confidential information; ¢ the impact of
changes to the patent laws in the United States and other jurisdictions; * the impact of litigation for infringing intellectual
property rights of third parties; ¢ the impact of litigation to protect or enforce our patents or other intellectual property; ¢ our
ability to enforce our intellectual property rights throughout the world; * our ability to obtain patent term extensions for our drug
candidates; Risks Relating to Employee Matters and Managing Growth ¢ the impact of expanding our operations and managing
growth; ¢ our ability to attract and retain key personnel; ¢ the impact of our employees, independent contractors, principal
investigators, CROs, consultants and collaborators in the event that they engage in misconduct or other improper activities;
Other Risks Relating to Our Business * our ability to remain competitive given the rapidly changing market for our
proposed drug candidates; ¢ the impact of t-he—wreleepread—ettt-bfealeeﬁan—ﬂ-lness—computer system fallures, cyberattacks or
a deficiency in er-our cybersecurity any y ; » the impact of using
our financial and human resources to pursue a partrcular research program or drug candidate and failing to capitalize on
programs or drug candidates that may be more profitable or for which there is a greater likelihood of success; ¢ the impact of
lrtlgatlon and government mvestrgatrons mcludmg product lrabrlrty lawsurts . the exposure to unmsured lrabrlrtles +-ourability

listing of our Class A common stock on Nasdaq  the 1
potential for conflicts of interest with our directors who have relatronshrps W1th MaeAﬁdfews—maJor 1nvest0rs * our abllrty to
pay cash dividends; * the potential for securities class action litigation; * the impact of research and reports that equity research
analysts publish about us and our business; ¢ the impact of substantial sales of shares into the market at any time; ¢ the dilution
created by future sales and issuances of our Class A common stock or rights to purchase Class A common stock; * our reliance
upon our “ smaller reporting company * status; ¢ the existence of provisions in our governing documents or state law which may
delay or prevent our acquisition by a third party;  our obligation to make payments under the Tax Receivable Agreement; ¢ our
abrlrty to make drstrrbutlons from vTv LLC to satrsfy our oblrgatrons +=the-benefits-eonferred-uponrM-&F-thatwillnetbenefit
0 b : ws-. Risks Relating to Our Financial Position and
Need for Addmonal Caprtal We have incurred srgmﬁcant losses since inception and anticipate that we will incur continued
losses for the foreseeable future. We may never achieve or maintain profitability. We are a clinical stage pharmaceutical
company with limited operating history. We have never been profitable and do not expect to be profitable in the foreseeable
future. We have incurred net losses in each year since beginning to develop our drug candidates, including net losses of
approximately $ 18. 5 million, $ 20. 3 million ;-and $ 19. 2 mithemand-$33-—6-million for the years ended December 31, 2024,
2023 ;and 2022 and-20824-, respectively. As of December 31, 2023-2024 , we had a total accumulated deficit of approximately $

2814299 . 6-7 million. We nadditton;we-have not commercralrzed any products and have-never-generated-any revenuefronrthe




eommeretalizationrofany produet—We-have devoted most of our financial resources to research and development, including our

preclinical development activities and clinical trials. We expect to incur significant additional operating losses for the next
several years, at least, as we conduct our research and development activities, advance drug candidates through clinical
development, complete clinical trials, seek regulatory approval and, if we receive FDA approval, commercialize our products.
Furthermore, the costs of advancing drugs into each succeeding clinical phase tend to increase substantially over time. The total
costs to advance any of our drug candidates to marketing approval in even a single jurisdiction would be substantial. Because of
the numerous risks and uncertainties associated with pharmaceutical product development, we are unable to accurately predict
the timing or amount of increased expenses or when, or if, we will be able to begin generating revenue from the
commercialization of products or achieve or maintain profitability. We expect to continue to incur significant additional
expenses as we continue the development of cadisegliatin. Furthermore, our ability to successfully develop, commercialize and
license our products and generate product revenue is subject to substantial additional risks and uncertainties, as described under
“ — Risks Relating to the Discovery, Development and Regulatory Approval of Our Drug Candidates ” and “ — Risks Relating
to the Commercialization of Our Drug Candidates. ” As a result, we expect to continue to incur net losses and negative cash
flows for the foreseeable future. These net losses and negative cash flows have had, and will continue to have, an adverse effect
on our stockholders’ equity and working capital. The amount of our future net losses will depend, in part, on the rate of future
growth of our expenses and our ability to generate revenues. In addition, we may not be able to enter into any collaborations that
will generate significant cash. If we are unable to develop and commercialize one or more of our drug candidates either alone or
with collaborators, or if revenues from any drug candidate that receives marketing-regulatory approval are insufficient, we will
not achieve profitability. Even if we do achieve profitability, we may not be able to sustain or increase profitability. If we are
unable to achieve and then maintain profitability, the value of our equity securities will be materially and adversely affected.
Currently, we have no products approved for commercial sale, and to date we have not generated any revenue from product
sales. As a result, our ability to generate revenue from products, curtail our losses and reach profitability is unproven, and we
may never generate substantial product revenue. We have no products approved for commercialization and have never
generated any revenue from the commercialization of any product. Our ability to generate revenue and achieve profitability
depends on our ability, alone or with strategic collaboration partners, to successfully complete the development of, and obtain
the regulatory and marketing approvals necessary to commercialize one or more of our product candidates. We do not anticipate
generating revenue from product sales for several years. Our ability to generate future revenue from product sales depends
heavily on our success in many areas, including but not limited to: * completing research and nonclinical and clinical
development of our product candidates; ¢ obtaining regulatory and marketing approvals for product candidates for which we
complete clinical studies; ¢ establishing collaborations for the development of certain of our drug candidates; ¢ establishing and
maintaining supply and manufacturing relationships with third parties that can provide adequate, in both amount and quality,
products and services to support clinical development and the market demand for our product candidates, if approved ; *
launching and commercializing product candidates for which we obtain regulatory and marketing approval, either directly or
with a collaborator or distributor; ¢ obtaining market acceptance of our product candidates as viable treatment options ;
obtaining favorable formulary placement with government and third- party payors that allows for favorable reimbursement; *
addressing any competing technological and market developments ; ¢ negotiating favorable terms in any collaboration, licensing,
or other arrangements into which we may enter; * maintaining, protecting and expanding our portfolio of intellectual property
rights; and ¢ attracting, hiring and retaining qualified personnel. Even if one or more of the product candidates that we develop
is approved for commercial sale, we anticipate incurring significant costs associated with commercializing any approved
product candidate. Our expenses could increase beyond expectations if we are required by the FDA or other regulatory
authorities to perform clinical and other studies in addition to those that we currently anticipate. Even if we are able to generate
revenues from the sale of any approved products, we may not become profitable and may need to obtain additional funding to
continue operations. We will need additional capital to complete the development and commercialization of cadisegliatin
(TTP399) and our other drug eandidate-candidates . [f we are unable to raise sufficient capital for these purposes, we would be
forced to delay, reduce or eliminate our product development programs. Developing pharmaceutical products, including
conducting preclinical studies and clinical trials, is expensive. We expect to continue to incur significant research and
development expenses in connection with our ongoing activities, particularly as we undertake additional clinical trials of
cadlseghatm and our other drug eandldates and eontmue to Work on our other research programs Our Al-t-hettgl-l—we—aﬂt—tetpa-te

capltal will not be sufficient for us to complete the development of cadlseghatln otur—- or our other drug candldates As such,

we will need to raise additional capital to fund the engeing-and-planned trials for our drug candidates and prior to the
commercialization of any of our drug candidates. We are seeking possible additional partnering opportunities ane-grants-for our
GKA, GLP- 1r and other drug candidates which we believe may provide additional cash for use in our operations and the
continuation of the clinical trials for our drug candidates. We also continue to evaluate other financing strategies to fund our
ongoing trials. Such financing strategies include direct equity investments and future public offerings of our common stock. The
timing and availability of such financing are not yet known. If the FDA or other regulators require that we perform additional
studies beyond those we currently expect, or if there are any delays in completing our clinical trials or the development of any of
our drug candidates, our expenses could increase beyond what we currently anticipate and the timing of any potential product
approval may be delayed. We have no commitments or arrangements for any additional financing to fund our research and
development programs other than the funds available-to-ts-we may raise through the sale of our Class A common stock
under our sales agreement (the “ TD Cowen Sales Agreement ”) W1th Cowen & Company, LLC (“ TD Cowen ) (the “TD
Cowen ATM Offerrng ”) Unde y A i
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remains $ 568-47 . 8-5 million of availability under the TD Cowen ATM Offering, although the amount of our Class A common
stock that we may offer and sell under the TD Cowen ATM Offering during any 12 calendar month period is currently limited
to one- third of the aggregate market value of our voting and non- voting common equity held by non- affiliates pursuant to
General Instruction I. B. 6 of Form S- 3. In addition, our ability to use this source of capital is dependent on a number of factors,
including the prevailing market price of and the volume of trading in our Class A common stock. We also will need to raise
substantial additional capital in the future to conduct further clinical trials of cadisegliatin and to continue developing our other
drug candidates. Although we continue to seek financing, partnering and licensing transactions for the further development of
cadisegliatin, these efforts may not be successful. Because successful development of our drug candidates is uncertain, we are
unable to estimate the actual funds required to complete research and development and commercialize and license our products
under development. Until such time that we can generate substantial revenue from product sales, we expect to finance our
operating activities through a combination of equity offerings, debt financings, marketing and distribution arrangements and
other collaborations, strategic alliances and licensing arrangements. We may seek to access the public or private capital markets
whenever conditions are favorable, even if we do not have an immediate need for additional capital at that time. If worldwide
economic conditions and the international equity and credit markets deteriorate and return to depressed states, it will be more
difficult for us to obtain additional equity or credit financing, when needed. Our future capital requirements will depend on
many factors, including: ¢ the progress, costs, results and timing of our planned registrational trial (s) for cadisegliatin as a
potential adjunctive therapy to insulin for the treatment of type 1 diabetes; ¢ the outcome, costs and timing of seeking and
obtaining FDA and any other regulatory approvals; ¢ the number and characteristics of drug candidates that we pursue, including
our drug candidates in preclinical development;  the ability of our drug candidates to progress through clinical development
successfully; * our need to expand our research and development activities; ¢ the costs associated with securing, establishing and
maintaining commercialization capabilities; * the costs of acquiring, licensing or investing in businesses, products, drug
candidates and technologies; ¢ our ability to maintain, expand 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 the
licensing, filing, prosecution, defense and enforcement of any patents or other intellectual property rights; ¢ our need and ability
to hire additional management and scientific and medical personnel; ¢ the effect of competing technological and market
developments; ¢ our need to implement additional internal systems and infrastructure, including financial and reporting systems;
¢ the economic and other terms, timing and success of our existing licensing arrangements and any collaboration, licensing or
other arrangements into which we may enter in the future; and ¢ the amount of any payments we are required to make to M & F
TTP Holdings Two LLC in the future under the Tax Receivable Agreement. There is substantial doubt as to our ability to
continue as a going concern. We will need additional financing to execute our business plan, to fund our operations, and
to continue as a going concern. Our disclosure regarding the substantial doubt as to our ability to continue as a going
concern may hinder our ability to obtain further financing. To date, we have not generated any product revenue and has
not achieved profitable operations, and our current capital will not be sufficient for us to complete the development of
our drug candidates. As such, we will need to raise additional capital to fund the planned trials for our drug candidates
and prior to the commercialization of any of our drug candidates. As a result of these factors, we have determined that
there is substantial doubt as to our ability to continue as a going concern. Our ability to continue as a going concern will
depend on our ability to obtain additional funding, and no assurances can be given that additional funding will be
available to us on commercially reasonable terms, or at all. If we are unable to raise sufficient capital when needed, it
may materially and adversely affect our business, financial condition, results of operations, and prospects, and we will
need to modify our operational plans to continue as a going concern. Moreover, the reaction of investors to the inclusion
of a going concern statement in our financial statements and our potential inability to continue as a going concern could
adversely affect the price of our common stock and our ability to raise new capital or enter into collaborative or other
transactions. Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish
rights to our technologies or drug candidates. Until such time, if ever, as we can generate substantial revenue, we may finance
our cash needs through a combination of equity offerings, debt financings, marketing and distribution arrangements and other
collaborations, %trateglc alliances and licensing arrangements We do not currently have any committed external source of funds
; ; W . To the extent that we raise additional capital through the
sale of equity or Convertlble debt securities, the interest of our stockholders will be diluted, and the terms of these securities may
include liquidation or other preferences that adversely affect the rights of our common stockholders. Debt financing and
preferred equity financing, if available, may involve agreements that include covenants limiting or restricting our ability to take
specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. If we raise additional
funds through collaborations, strategic alliances or marketing, distribution or licensing arrangements with third parties, we may
be required to relinquish valuable rights to our technologies, future revenue streams or drug candidates or grant licenses on terms
that may not be favorable to us. If we are unable to raise additional funds through equity or debt financings when needed, we
may be required to delay, limit, reduce or terminate our product development or future commercialization efforts or grant rights
to develop and market drug candidates that we would otherwise prefer to develop and market ourselves. We have a limited
operating history, and we expect a number of factors to cause our operating results to fluctuate on a quarterly and annual basis,
which may make it difficult to predict our future performance. We are a clinical stage pharmaceutical company with a limited
operating history. Our operations to date have been primarily limited to developing our technology and undertaking preclinical
studies and clinical trials of cadisegliatin and our other drug candidates. We have not yet obtained regulatory approvals for any
of our drug candidates. Consequently, any statements about our future success or viability are not based on any substantial
operating history or commercialized products. Our financial condition and operating results have varied significantly in the past
and will continue to fluctuate from quarter- to- quarter or year- to- year due to a variety of factors, many of which are beyond




our control. As a result, we may never successfully develop and commercialize a product, which could lead to a material
adverse effect on the value of any investment in our securities. Risks Relating to the Development, Regulatory Approval, and
Commercialization of Our Drug Candidates Our development efforts are focused on the continued development of cadisegliatin
(TTP399). There can be no assurance that we will be able to implement our business strategy successfully. Our development
focus is on the continued development of cadisegliatin as a potential adjunctive treatment for patients with type 1 diabetes and
supporting our currently partnered programs. If we are not able to successfully execute our business strategy and do not achieve
the anticipated benefits, our business, results of operations and financial condition could suffer. Clinical drug development
involves a lengthy and expensive process with an uncertain outcome, and failure can occur at any stage of clinical development.
Because the results of earlier clinical trials are not necessarily predictive of future results, any drug candidate we advance
through various stages of clinical trials or development may not have favorable results in later stages of clinical trials or
development or receive regulatory approval. Clinical testing is expensive and can take many years to complete, and its outcome
is inherently uncertain. Failure can occur at any stage of clinical development. Clinical trials may produce negative or
inconclusive results, and we may decide, or regulators may require us, to conduct additional clinical or preclinical trials. In
addition, data obtained from trials are susceptible to varying interpretations, and regulators may not interpret our data as
favorably as we do, which may delay, limit or prevent regulatory approval. Success in preclinical testing and early clinical trials
does not ensure that later clinical trials will generate the same results or otherwise provide adequate data to demonstrate the
efficacy and safety of a drug candidate. Frequently, drug candidates that have shown promising results in early clinical trials
have subsequently suffered significant setbacks in later clinical trials. In addition, the design of a clinical trial can determine
whether its results will support approval of a product and flaws in the design of a clinical trial may not become apparent until
the clinical trial is well advanced. While members of our management team have experience in designing clinical trials, our
company has limited experience in designing clinical trials, and we may be unable to design and execute a clinical trial to
support regulatory approval. Further, clinical trials of potential products often reveal that it is not practical or feasible to
continue development efforts. For example, if the results of our future clinical trials of our drug candidates do not achieve the
primary efficacy endpoints or demonstrate safety, the prospects for approval of these candidates would be materially and
adversely affected. If our drug candidates are found to be unsafe or lack efficacy, we will not be able to obtain regulatory
approval for them and our business would be materially harmed. We cannot be certain that any of our drug candidates will
receive regulatory approval, and without regulatory approval we will not be able to market our drug candidates and generate
revenue from products. Any delay in the regulatory review or approval of our drug candidates will materially and adversely
affect our business. Our ability to generate revenue related to product sales, which we do not expect will occur for at least the
next several years, if ever, will depend on the successful development and regulatory approval of our drug candidates. Our
clinical development programs for our drug candidates may not lead to regulatory approval from the FDA and similar foreign
regulatory agencies. This failure to obtain regulatory approvals would prevent our drug candidates from being marketed and
would prevent us from generating revenue from our drug candidates, which would have a material and adverse effect on our
business. All of our drug candidates require regulatory review and approval prior to commercialization, and generally, only a
small percentage of pharmaceutical products under development are ultimately approved for commercial sale. Moreover, any
delays in the regulatory review or approval of our drug candidates would delay market launch, increase our cash requirements
and result in additional operating losses. The process of obtaining FDA and other required regulatory approvals, including
foreign approvals, often takes many years and can vary substantially based upon the type, complexity and novelty of the
products involved. Furthermore, this approval process is extremely complex, expensive and uncertain, and failure to comply
with applicable regulatory requirements can, among other things, result in the suspension of regulatory approval as well as
possible civil and criminal sanctions. We may be unable to submit any new drug application (“ NDA ”), in the United States or
any marketing approval application in foreign jurisdictions for any of our products. If we submit an NDA including any
amended NDA or supplemental NDA, to the FDA seeking marketing approval for any of our drug candidates, the FDA must
decide whether to accept or reject the submission for filing. We cannot be certain that any of these submissions will be accepted
for filing and reviewed by the FDA, or that the marketing approval application submissions to any other regulatory authorities
will be accepted for filing and review by those authorities. We cannot be certain that we will be able to respond to any
regulatory requests during the review period in a timely manner, or at all, without delaying potential regulatory action. We also
cannot be certain that any of our drug candidates will receive favorable recommendations from any FDA advisory committee or
foreign regulatory bodies or be approved for marketing by the FDA or foreign regulatory authorities. In addition, delays in
approvals or rejections of marketing applications may be based upon many factors, including regulatory requests for additional
analyses, reports, data and studies, regulatory questions regarding data and results, changes in regulatory policy during the
period of product development and the emergence of new information regarding our drug candidates. Data obtained from
preclinical studies and clinical trials are subject to different interpretations, which could delay, limit or prevent regulatory review
or approval of any of our drug candidates. Furthermore, regulatory attitudes towards the data and results required to demonstrate
safety and efficacy can change over time and can be affected by many factors, such as the emergence of new information,
including on other products, policy changes and agency funding, staffing and leadership. We do not know whether future
changes to the regulatory environment will be favorable or unfavorable to our business prospects. In addition, the environment
in which our regulatory submissions may be reviewed changes over time. For example, average review times at the FDA for
NDAs have fluctuated over the last ten years, and we cannot predict the review time for any of our submissions with any
regulatory authorities. Review times can be affected by a variety of factors, including budget and funding levels and statutory,
regulatory and policy as well as personnel changes at the FDA. Moreover, in light of widely publicized events concerning the
safety risk of certain drug products, regulatory authorities, members of the U. S. Government Accountability Office, medical
professionals and the general public have raised concerns about potential drug safety issues. These events have resulted in the



withdrawal of drug products, revisions to drug labeling that further limit use of the drug products and establishment of risk
evaluation and mitigation strategies (" REMS"), measures that may, for instance, place restrictions on the distribution of new
drug products. The increased attention to drug safety issues may result in a more cautious approach by the FDA to clinical trials.
Data from clinical trials may receive greater scrutiny with respect to safety, which may make the FDA or other regulatory
authorities more likely to delay or terminate clinical trials before completion, or require longer or additional clinical trials that
may result in substantial additional expense and a delay or failure in obtaining approval or may result in approval for a more
limited indication than originally sought. In addition, approval policies, regulations, or the type and amount of clinical data
necessary to gain approval may change during the course of a drug candidate’ s clinical development and may vary among
jurisdictions, and approval in one jurisdiction does not guarantee approval in any other jurisdiction. Our drug candidates could
fail to receive regulatory approval for many reasons, including the following: « the FDA or comparable foreign regulatory
authorities may disagree with the design or implementation of our clinical trials; * we may be unable to demonstrate to the
satisfaction of the FDA or comparable foreign regulatory authorities that a drug candidate is safe and effective for its proposed
indication; * the results of clinical trials may not meet the level of statistical significance required by the FDA or comparable
foreign regulatory authorities for approval; « we may be unable to demonstrate that a drug candidate’ s clinical and other
benefits outweigh its safety risks; * the FDA or comparable foreign regulatory authorities may disagree with our interpretation
of data from preclinical studies or clinical trials; ¢ the data collected from clinical trials of our drug candidates may not be
sufficient to support the submission of an NDA or other submission or to obtain regulatory approval in the United States or
elsewhere; * the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities
of third- party manufacturers with which we contract for clinical and commercial supplies; * the FDA or comparable foreign
regulatory authorities may fail to approve the companion diagnostics we contemplate developing with partners; and ¢ the
approval policies or regulations of the FDA or comparable foreign regulatory authorities may significantly change in a manner
rendering our 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 drug candidates, which would
significantly harm our business, results of operations and prospects. In addition, even if we were to obtain approval, regulatory
authorities may approve any of our drug candidates for fewer or more limited indications than we request, may not approve the
price we intend to charge for our products, may grant approval contingent on the performance of costly post- marketing clinical
trials, or may approve a drug candidate with a label that does not include the labeling claims necessary or desirable for the
successful commercialization of that drug candidate. Any of the foregoing scenarios could materially harm the commercial
prospects for our drug candidates. Changes in law could have a negative impact on the approval of our drug candidates. The
FDA has established regulations, guidelines and policies to govern the drug development and approval process, as have foreign
regulatory authorities. Any change in regulatory requirements resulting from the adoption of new legislation, regulations or
policies may require us to amend existing clinical trial protocols or add new clinical trials to comply with these changes. Such
amendments to existing protocols or clinical trial applications or the need for new ones, may significantly and adversely affect
the cost, timing and completion of the clinical trials for our drug candidates. In addition, the FDA’ s policies may change and
additional government regulations may be issued that could prevent, limit or delay regulatory approval of our drug candidates,
or impose more stringent product labeling and post- marketing testing and other requirements. If we are slow or unable to adapt
to any such changes, our business, prospects and ability to achieve or sustain profitability would be adversely affected. Delays in
the commencement, enrollment and completion of our clinical trials could result in increased costs to us and delay or limit our
ability to obtain regulatory approval for our drug candidates. Delays in the commencement, enrollment and completion of
clinical trials , including but not limited to regulatory clinical holds, could increase our product development costs or limit
the regulatory approval of our drug candidates. We do not know whether current or future clinical trials of our drug candidates
will begin on time or at all or will be completed on schedule or at all. The commencement, enrollment and completion of our
clinical trials can be delayed for a variety of reasons, including: * inability to reach agreements on acceptable terms with
prospective contract research organizations (CRO) and trial sites, the terms of which can be subject to extensive negotiation and
may vary significantly among different CROs and trial sites; * regulatory objections to commencing or continuing a clinical
trial , including the imposition of a clinical hold ; - inability to identify and maintain a sufficient number of trial sites, many of
which may already be engaged in other clinical trial programs, including some that may be for the same indication as our drug
candidates; * withdrawal of clinical trial sites from our clinical trials as a result of changing standards of care or the ineligibility
of a site to participate in our clinical trials; * inability to obtain institutional review board (“ IRB ”), approval to conduct a clinical
trial; « difficulty recruiting and enrolling subjects to participate in clinical trials for a variety of reasons, including willingness of
subjects to undergo required study procedures, meeting the enrollment criteria for our study and competition from other clinical
trial programs for the same indication as our drug candidates; ¢ inability to recruit and retain subjects in clinical trials due to the
treatment protocol, personal issues, side effects from the therapy or lack of efficacy; and ¢ difficulty in importing and exporting
clinical trial materials and study samples. Patient enrollment, a significant factor in the timing of clinical trials, is affected by
many factors including the size and nature of the patient population, the proximity of patients to clinical sites, the eligibility
criteria for the trial, the design of the clinical trial, competing clinical trials and clinicians’ and patients’ perceptions as to the
potential advantages of the drug being studied in relation to other available therapies, including any new drugs that may be
approved for the indications we are investigating. Furthermore, we rely on CROs and clinical trial sites to ensure the proper and
timely conduct of our clinical trials and while we have agreements governing their committed activities, we have limited
influence over their actual performance. We could also encounter delays if a clinical trial is suspended or terminated by us, by
the IRBs of the institutions in which such trials are being conducted, by the Data and Safety Monitoring Board (DSMB) for
such trial or by the FDA or other regulatory authorities. Such authorities may impose such a suspension or termination due to a
number of factors, including: « failure to conduct the clinical trial in accordance with regulatory requirements or our clinical



protocols;  failure to pass inspection of the clinical trial operations or trial sites by the FDA or other regulatory authorities; *
failure of any contract manufacturing organizations (“ CMOs ”), that we use to comply with current Good Manufacturing
Practices (“ cGMPs ”); « unforeseen safety issues or any determination that a clinical trial presents unacceptable health risks; ¢
failure to demonstrate benefit from using the drug; or * changes in the regulatory requirement and guidance. If we experience
delays in the completion of, or termination of, any clinical trial of our drug candidates, the commercial prospects of our drug
candidates will be harmed, and our ability to generate product revenues from any of these drug candidates will be delayed. In
addition, any delays in completing our clinical trials will increase our costs, slow down our drug candidate development and
approval process and jeopardize our ability to commence product sales and generate revenues. Any of these occurrences may
harm our business, financial condition and prospects significantly. In addition, many of the factors that cause, or lead to, a delay
in the commencement or completion of clinical trials may also ultimately lead to the denial of regulatory approval of our drug
candidates. We have never submitted an NDA before and may be unable to do so for cadisegliatin (TTP399) and our other drug
candidates we are developing. The submission of a successful NDA is a complicated process. As a team, we have limited
experience in preparing, submitting and prosecuting regulatory filings, and have not submitted an NDA before. Consequently,
we may be unable to successfully and efficiently execute and complete clinical trials in a way that leads to an NDA submission
and approval of any of our drug candidates. We may require more time and incur greater costs than our competitors and may not
succeed in obtaining regulatory approvals of the drug candidates that we develop. Failure to commence or complete, or delays
in, our planned clinical trials would prevent or delay commercialization of the drug candidates we are developing. Our drug
candidates may cause serious adverse events or undesirable side effects which may delay or prevent marketing approval, or, if
approval is received, require them to be taken off the market, require them to include safety warnings or otherwise limit their
sales. Serious adverse events or undesirable side effects from any of our drug candidates could arise either during clinical
development or, if approved, after the approved product has been marketed. The results of future clinical trials may show that
our drug candidates cause serious adverse events or undesirable side effects, which could interrupt, delay or halt clinical trials,
resulting in delay of, or failure to obtain, marketing approval from the FDA and other regulatory authorities or could result in a
more restrictive label if our drug candidates are approved. Further, we, and our clinical trial investigators, currently determine if
serious adverse or unacceptable side effects are drug- related. The FDA or non- U. S. regulatory authorities may disagree with
our or our clinical trial investigators’ interpretation of data from clinical trials and the conclusion by us or our clinical trial
investigators that a serious adverse effect or unacceptable side effect was not drug- related. The FDA or non- U. S. regulatory
authorities may require more information, including additional preclinical or clinical data to support approval, which may cause
us to incur additional expenses, delay or prevent the approval of one of our drug candidates, and / or delay or cause us to change
our commercialization plans, or we may decide to abandon the development or commercialization of the drug candidate
altogether. If any of our drug candidates cause serious adverse events or undesirable side effects either during clinical
development, or after marketing approval, if obtained: * regulatory authorities, IRBs, or the DSMB may impose a clinical hold,
or we may decide on our own to suspend or terminate a study, which could result in substantial delays and adversely impact our
ability to continue development of the product;  regulatory authorities may require the addition of labeling statements, specific
warnings, contraindications or field alerts to study subjects, investigators, physicians or pharmacies; * we may be required to
change the product design or the way the product is administered, conduct additional clinical trials or change the labeling of the
product; * we may be required to implement a REMS, which could result in substantial cost increases or signification limitations
on distribution or have a negative impact on our ability to successfully commercialize the product; « we may be required to limit
the patients who can receive the product; « we may be subject to limitations on how we promote the product; « sales of the
product may decrease significantly; ¢ regulatory authorities may require us to take our approved product off the market; « we
may be subject to litigation or product liability claims; and  our reputation may suffer. Any of these events could prevent us
from obtaining approval or achieving or maintaining market acceptance of the affected product, if approved, or could
substantially increase commercialization costs and expenses, which in turn could delay or prevent us from generating significant
revenues from the sale of our products. If any of our drug candidates for which we receive regulatory approval do not achieve
broad market acceptance, the revenues that are generated from their sales will be limited. The commercial success of our drug
candidates, if approved, will depend upon the acceptance of these products among physicians, healthcare payors, patients and
others in the medical community. The degree of market acceptance of our drug candidates will depend on a number of factors,
including: * limitations or warnings contained in a product’ s FDA- approved labeling; ¢ changes in the standard of care or the
availability of alternative therapies for the targeted indications for any of our drug candidates; * limitations in the approved
indications for our drug candidates; * demonstrated clinical safety and efficacy compared to other products; * lack of significant
adverse side effects; * education, sales, marketing and distribution support; * availability and degree of coverage and
reimbursement from third- party payors; * timing of market introduction and perceived effectiveness of competitive products; ¢
cost- effectiveness; ¢ availability of alternative therapies at similar or lower cost, including generics, biosimilar and over- the-
counter products; ¢ adverse publicity about our drug candidates or favorable publicity about competitive products; * convenience
and ease of administration of our products; ¢ potential product liability claims; and ¢ government- imposed pricing restrictions.
If our drug candidates are approved, but do not achieve an adequate level of acceptance by physicians, healthcare payors,
patients and others in the medical community, sufficient revenue may not be generated from these products, and we may not
become or remain profitable. In addition, efforts to educate the medical community and third- party payors on the benefits of
our drug candidates may require significant resources and may not be successful. If, in the future, we are unable to establish
sales and marketing capabilities or enter into agreements with third parties to sell and market our drug candidates, we may not be
successful in commercializing our drug candidates if and when they are approved. We do not have a sales or marketing
infrastructure and have no experience in the sale or marketing of pharmaceutical drugs. To achieve commercial success for any
approved drug for which sales and marketing is not the responsibility of any strategic collaborator that we may have in the



future, we must either develop a sales and marketing organization or outsource these functions to other third parties. In the
future, we may choose to build a sales and marketing infrastructure to market our drug candidates, if and when they are
approved, or enter into collaborations with respect to the sale and marketing of our drug candidate. There are risks involved with
both establishing our own sales and marketing capabilities and entering into arrangements with third parties to perform these
services. For example, recruiting and training a sales force is expensive and time- consuming and could delay any commercial
launch of a drug candidate. If the commercial launch of a drug candidate for which we recruit a sales force and establish
marketing capabilities is delayed or does not occur for any reason, we would have prematurely or unnecessarily incurred these
commercialization expenses. This may be costly, and our investment would be lost if we cannot retain or reposition our sales
and marketing personnel. Factors that may inhibit our efforts to commercialize our drugs on our own include: ¢ our inability to
recruit and retain adequate numbers of effective sales and marketing personnel; « the inability of sales personnel to obtain access
to physicians or persuade adequate numbers of physicians to prescribe any future drugs; * the lack of complementary drugs to be
offered by sales personnel, which may put us at a competitive disadvantage relative to companies with more extensive drug
lines; » unforeseen costs and expenses associated with creating an independent sales and marketing organization; and ¢ inability
to obtain sufficient coverage and reimbursement from third- party payors and governmental agencies. Entering into
arrangements with third parties to perform sales and marketing services may result in lower revenues from the sale of drug or
the profitability of these revenues to us than if we were to market and sell any drugs that we develop ourselves. In addition, we
may not be successful in entering into arrangements with third parties to sell and market our drug candidates or may be unable to
do so on terms that are favorable to us. We likely will have little control over such third parties, and any of them may fail to
devote the necessary resources and attention to sell and market our drugs effectively. If we do not establish sales and marketing
capabilities successfully, either on our own or in collaboration with third parties, we will not be successful in commercializing
our drug candidates. Even if our drug candidates receive regulatory approval, we will still be subject to ongoing obligations and
continued regulatory review, which may result in significant additional expense, and we may still face future development and
regulatory difficulties. Even if regulatory approval is obtained for any of our drug candidates, regulatory authorities may still
impose significant restrictions on a product’ s indicated uses or marketing or impose ongoing requirements for potentially costly
post- approval studies. Given the number of high profile adverse safety events with certain drug products, regulatory authorities
may require, as a condition of approval, a costly REMS, which may include safety surveillance, restricted distribution and use,
patient education, enhanced labeling, expedited reporting of certain adverse events, pre- approval of promotional materials and
restrictions on direct- to- consumer advertising. For example, any labeling approved for any of our drug candidates may include
a restriction on the term of its use, or it may not include one or more of our intended indications or patient populations.
Furthermore, any new legislation addressing drug safety issues could result in delays or increased costs during the period of
product development, clinical trials and regulatory review and approval, as well as increased costs to assure compliance with
any new post- approval regulatory requirements. Our drug candidates will also be subject to ongoing regulatory requirements for
the labeling, packaging, storage, advertising, promotion, record- keeping and submission of safety and other post- market
information. In addition, sellers of approved products, manufacturers and manufacturers’ facilities are required to comply with
extensive FDA requirements, including ensuring that quality control and manufacturing procedures conform to cGMP. As such,
we and our CMOs are subject to continual review and periodic inspections to assess compliance with cGMP and the terms and
conditions of approvals. Accordingly, we and others with whom we work must continue to expend time, money and effort in all
areas of regulatory compliance, including manufacturing, production and quality control. We will also be required to report
certain adverse reactions and production problems, if any, to the FDA, and to comply with certain requirements concerning
advertising and promotion for our products. Promotional communications with respect to prescription drugs are subject to a
variety of legal and regulatory restrictions and must be consistent with the information in the product’ s approved label. As such,
we may not promote our products for indications or uses for which they do not have approval. If a regulatory agency discovers
problems with a product, such as adverse events of unanticipated severity or frequency, or problems with the facility where the
product is manufactured, or objects to the promotion, marketing or labeling of a product, it may impose restrictions on that
product or us, including requiring withdrawal of the product from the market. If our drug candidates fail to comply with
applicable regulatory requirements, a regulatory agency may: * issue warning letters or untitled letters; * mandate modifications
to promotional materials or require us to disseminate corrective information to healthcare practitioners or other parties; * require
us to enter into a consent decree or permanent injunction, which can include imposition of various fines, reimbursements for
inspection costs, required due dates for specific actions and penalties for noncompliance; ¢ impose other civil or criminal
penalties; * suspend or withdraw regulatory approval; « suspend any ongoing clinical trials; * refuse to approve pending
applications or supplements to approved applications filed by us; ¢ impose restrictions on operations, including costly new
manufacturing requirements; or  seize or detain products or require a product recall. The FDA’ s policies may change, and
additional government regulations may be enacted that could prevent, limit or delay regulatory approval of our drug candidates.
If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we
are not able to maintain regulatory compliance, we may lose any marketing approval that we may have obtained, which would
adversely affect our business, prospects and ability to achieve or sustain profitability. We expect that our existing and future drug
candidates will face competition, and most of our competitors have significantly greater resources than we do. The
biopharmaceutical industry is characterized by intense competition and rapid innovation. Our potential competitors include large
pharmaceutical and biotechnology companies, specialty pharmaceutical companies, generic or biosimilar drug companies,
universities and other research institutions. Our drug candidates, if successfully developed and approved, will compete in
crowded and competitive markets. In order to compete with approved products, our drug candidates will need to demonstrate
compelling advantages. We believe the key competitive factors that will affect the development and commercial success of our
drug candidates are efficacy, safety and tolerability profile, mechanism of action, control and predictability, convenience of



dosing and price and reimbursement. Oral non- insulin agents that are currently being developed to treat type 1 diabetes that
may compete with cadisegliatin include SGEFthe menin inhibitor BMF219 and TIXiMED TIX - 100 +-2-inhibitors-, saeh
as-sotaglflozinra drug candidate that targets thioredoxin- interacting protein (TXNIP) , being-developed-byLexicorra

detrimental protein that is elevated in diabetes and leads to beta cell death and dysfunction. SGLT- 2 inhibitors such as

Ast—raZeﬁeea—s-dapaghﬂozm (Farx1ga) and Eh—]:ﬂ%ﬁBeehmxger—htge&xe&n—s—efmaaghﬂezm—lpraghﬂozm (Suglat) continue to

beeﬂ-approved in Japan for TID € S
and-have not been approved for use in the US U—S—due to %afety risks 1nclud1ng thoqe pertalnmg to diabetic ketoacidosis .
Injectable agents include the somatostatin type 2 receptor blocker ZT- 01 by Zucara to treat nocturnal hypoglycemia,
the dual GLP- 1/ GIP agonist CT- 868 for overweight or obese type 1 diabetics, Diasome' s liver- targeting HDV Lispro
insulin, Adocia' s ultrarapid acting biochaperone insulin as well as REMD Biotherapeiutics Volagidemab Glucagon
receptor Antagonist. Teplizumab (Tzield) is a FDA approved immune agent to delay the onset of stage 3 T1D disease
progression in adult and pediatric patients. Lantidra is a FDA pproved allogeneic islet cell transplant therapy indicated
for patients with T1D who cannot achieve satisfactory glycemic control because of frequent hypoglycemia. The treatment
requires adjunct immunosuppressive therapy to mitigate organ rejection. Vertex continues to develop stem cell- based
therapies including VX- 880 (phase 3) and VX- 264 (encapsulated beta cells, phase 1/ 2) which are planned to be used
with or without concurrent immunosuppressive therapy, respectively. There are several Beta cell replacement programs
currently in development by companies including, but not limited to, Sernova, Seraxis, PolTreg, and Sana
Biotechnology, which are in early phases 1 /2 of clinical development. Medical device technology such as continuous
glucose monitors, Smart Connected Insulin Pens systems and automated insulin delivery systems continue to evolve to
address glycemic control and the reduction of hypoglycemia . Many of our potential competitors have substantially greater: ¢
resources, including capital, personnel and technology; ¢ research and development capability; ¢ clinical trial expertise; ®
regulatory expertise; ¢ intellectual property rights, including patent rights; ¢ expertise in obtaining, maintaining, defending and
enforcing intellectual property rights, including patent rights; « manufacturing and distribution expertise; and ¢ sales and
marketing expertise. In addition, academic and government institutions are increasingly likely to enter into exclusive licensing
agreements with commercial enterprises, including our competitors, to market commercial products based on technology
developed at such institutions. Many of these competitors have significant products approved or in development that could be
competitive with our products. Accordingly, our competitors may be more successful than us in obtaining regulatory approval
for drugs and achieving widespread market acceptance. Our competitors’ drugs may be more effective, less costly, or more
effectively marketed and sold, than any drug candidate we may commercialize and may render our drug candidates obsolete or
non- competitive before we can recover the expenses of their development and commercialization. We anticipate that we will
face intense and increasing competition as new drugs enter the market and advanced technologies become available. Finally, the
development of new treatment methods for the diseases we are targeting could render our drug candidates non- competitive or
obsolete. Current and future legislation may increase the difficulty and cost for us and any future collaborators to obtain
marketing approval of our other drug candidates and affect the prices we, or they, may obtain. In the United States and some
foreign jurisdictions, there have been a number of legislative and regulatory changes and proposed changes regarding the
healthcare system that could, among other things, prevent or delay marketing approval of our drug candidates, restrict or
regulate post- approval activities and affect our ability, or the ability of any collaborators, to profitably sell any products for
which we, or they, obtain marketing approval. We expect that current laws, as well as other healthcare reform measures that
may be adopted in the future, may result in more rigorous coverage criteria and in additional downward pressure on the price
that we, or any future collaborators, may receive for any approved products. The costs of prescription pharmaceuticals in the
United States has also been the subject of considerable discussion in the United States, and members of Congress and the
Administration have stated that they will address such costs through new legislative and administrative measures. The pricing of
prescription pharmaceuticals is also subject to governmental control outside the United States. In these countries, pricing
negotiations with governmental authorities can take considerable time after the receipt of marketing approval for a product. To
obtain reimbursement or pricing approval in some countries, we may be required to conduct a clinical trial that compares the
cost effectiveness of our product candidates to other available therapies. If reimbursement of our products is unavailable or
limited in scope or amount, or if pricing is set at unsatisfactory levels, our ability to generate revenues and become profitable
could be impaired. In the European Union, similar political, economic and regulatory developments may affect our ability to
profitably commercialize our products. In addition to continuing pressure on prices and cost containment measures, legislative
developments at the European Union or member state level may result in significant additional requirements or obstacles that
may increase our operating costs. Moreover, legislative and regulatory proposals have also been made to expand post- approval
requirements and restrict sales and promotional activities for pharmaceutical drugs. We cannot be sure whether additional
legislative changes will be enacted, or whether the FDA regulations, guidance or interpretations will be changed, or what the
impact of such changes on the marketing approvals of our drug candidates, if any, may be. In addition, increased scrutiny by the
United States Congress of the FDA’ s approval process may significantly delay or prevent marketing approval, as well as
subject us and any future collaborators to more stringent drug labeling and post- marketing testing and other requirements. Our
current and future relationships with healthcare professionals, principal investigators, consultants, customers (actual and
potential) and third- party payors in the United States and elsewhere may be subject, directly or indirectly, to applicable
healthcare laws and regulations. Healthcare providers, physicians and third- party payors in the United States and elsewhere will
play a primary role in the recommendation and prescription of any drug candidates for which we obtain marketing approval. Our
current and future arrangements with healthcare professionals, principal investigators, consultants, customers (actual and
potential) and third- party payors may expose us to broadly applicable fraud and abuse and other healthcare laws, including,




without limitation: ¢ the Food, Drug and Cosmetic Act (“ FDCA ”) is the statute that provides the FDA with authority to oversee
the safety and approval of pharmaceutical products. The FDCA vests authority with the FDA to conduct inspections of sponsors
conducting pharmaceutical development, such as vTv, to protect the rights, safety and welfare of clinical trial subjects, ensure
the accuracy and reliability of clinical trial data, and verify compliance with FDA regulations. The FDCA sets forth the
standards for approval of new and generic drugs, as well as setting forth the prohibition on marketing investigational products
that have not been approved by the FDA as safe and effective. The government (FDA and SEC) use the FDCA to ensure that
companies do not mislead the medical, patient or investor communities about investigational products prior to their approval. To
that end, the FDCA prohibits “ off- label promotion ” of any investigational or approved product for any uses, doses or
populations, except that set forth in the full prescribing information approved by the FDA. While physicians can prescribe a
product for any dose, purpose or population in their medical judgment, manufacturers can only market products for their FDA-
approved dose, purpose and population. There are significant civil and criminal penalties that attach to violations of the FDCA,
including strict liability misdemeanors for responsible corporate officers, even if such officers were not involved in or aware of
the underlying wrongdoing; * the federal Anti- Kickback Statute, which prohibits, among other things, persons from knowingly
and willfully soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce or
reward, or in return for, either the referral of an individual for, or the purchase, lease, order or recommendation of, any good,
facility, item or service, for which payment may be made, in whole or in part, under federal and state healthcare programs such
as Medicare and Medicaid. A person or entity does not need to have actual knowledge of the statute or specific intent to violate it
to have committed a violation. In addition, the Affordable Care Act provided that 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 False Claims Act; * federal civil and criminal false claims laws, including the federal False Claims Act,
which impose criminal and civil penalties, including civil whistleblower actions, against individuals or entities for, among other
things, knowingly presenting, or causing to be presented, to the federal government, including the Medicare and Medicaid
programs, claims for payment that are false or fraudulent or making a false statement to avoid, decrease or conceal an obligation
to pay money to the federal government; « the Foreign Corrupt Practices Act (" FCPA") that prohibits payments to foreign
public officials relating to official acts. In addition to its prohibition on bribery of foreign government officials, the Act requires
companies to maintain accurate records and have vigorous internal controls. The DOJ and SEC have made FCPA enforcement a
high priority. In addition, other anti- corruption laws such as the UK Bribery Act are even broader than the FCPA in that they
apply to bribes offered to any person, not just government officials. There are significant criminal and civil penalties and fines
that attach to violations of the FCPA;  the civil monetary penalties statute, which imposes penalties against any person or entity
who, among other things, is determined to have presented or caused to be presented a claim to a federal health program that the
person knows or should know is for an item or service that was not provided as claimed or is false or fraudulent;  the Health
Insurance Portability and Accountability Act of 1996 (HIPAA), which created new federal criminal statutes that prohibit
knowingly and willfully executing, or attempting to execute, a scheme to defraud any healthcare benefit program or obtain, by
means of false or fraudulent pretenses, representations or promises, any of the money or property owned by, or under the
custody or control of, any healthcare benefit program, regardless of the payor (e. g., public or private), knowingly and willfully
embezzling or stealing from a healthcare benefit program, willfully obstructing a criminal investigation of a healthcare offense
and knowingly and willfully falsifying, concealing or covering up by any trick or device a material fact or making any materially
false statements in connection with the delivery of, or payment for, healthcare benefits, items or services relating to healthcare
matters. A person or entity does not need to have actual knowledge of the statute or specific intent to violate it to have
committed a violation; « HIPAA, as amended by Health Information Technology for Economic and Clinical Health Act
(HITECH), and their respective implementing regulations, which impose obligations on covered entities, including healthcare
providers, health plans, and healthcare clearinghouses, as well as their respective business associates that create, receive,
maintain or transmit individually identifiable health information for or on behalf of a covered entity, with respect to
safeguarding the privacy, security and transmission of individually identifiable health information; ¢ the federal Physician
Payments Sunshine Act and its implementing regulations, which imposed annual reporting requirements for certain
manufacturers of drugs, devices, biological products and medical supplies for payments and “ transfers of value ” provided to
physicians and teaching hospitals, as well as ownership and investment interests held by physicians and their immediate family
members; and ¢ analogous state and foreign laws, 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 laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal government or otherwise
restrict payments that may be made to healthcare providers; state and foreign laws that require drug manufacturers to report
information related to payments and other transfers of value to physicians and other healthcare providers or marketing
expenditures; and state and foreign laws governing the privacy and security of health information in certain circumstances,
many of which differ from each other in significant ways and often are not preempted by HIPAA, thus complicating compliance
efforts. Efforts to ensure that our future business arrangements with third parties will comply with applicable healthcare laws
and regulations may involve substantial costs. It is possible that governmental authorities will conclude that our business
activities, including our relationships with physician consultants, some of whom may prescribe our product candidates, if
approved, in the future, may not comply with current or future statutes, regulations or case law involving applicable fraud and
abuse or other healthcare laws. If our operations are found to be in violation of any of these laws or any other governmental
regulations that may apply to us, we may be subject to significant civil, criminal and administrative penalties, including, without
limitation, damages, fines, imprisonment, exclusion from participation in government healthcare programs, such as Medicare
and Medicaid, and the curtailment or restructuring of our operations, which could significantly harm our business. If we try to



obtain approval to commercialize any products outside the United States, many of the same risks that apply to obtaining
approvals in the United States will likely apply to such a process, and even if we obtain approval to commercialize any such
products outside of the United States, a variety of risks associated with international operations could materially adversely affect
our business. If we try to obtain approval to commercialize any of our products outside the United States, many of the same
risks with respect to obtaining such approvals in the United States will apply to that process. If any of our drug candidates are
approved for commercialization outside of the United States, we intend to enter into agreements with third parties to market
them on a worldwide basis or in more limited geographical regions. In that event, we expect that we will be subject to additional
risks related to entering into international business relationships, including:  different regulatory requirements for drug
approvals; « reduced protection for intellectual property rights, including trade secret and patent rights; * existing tariffs, trade
barriers and regulatory requirements and expected or unexpected changes; * economic weakness, including inflation, or political
instability in foreign economies and markets; « compliance with tax, employment, immigration and labor laws for employees
living or traveling abroad; ¢ foreign taxes, including withholding of payroll taxes; * foreign currency fluctuations, which could
result in increased operating expenses and reduced revenues, and other obligations incident to doing business in another country;
 workforce uncertainty in countries where labor unrest is more or less common than in the United States; ¢ production
shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; * business interruptions
resulting from geopolitical actions, including war and terrorism, or natural disasters including earthquakes, hurricanes, floods
and fires; and We may not succeed in establishing and maintaining collaborative relationships, which may significantly limit our
ability to develop and commercialize our drug candidates successfully, if at all. We intend to seek collaborative relationships for
the development and / or commercialization of our drug candidates, including cadisegliatin. Failure to obtain a collaborative
relationship for these candidates, particularly in the European Union and for other markets requiring extensive sales efforts, may
significantly impair the potential for our drug candidates. We also will need to enter into collaborative relationships to provide
funding to support our other research and development programs. The process of establishing and maintaining collaborative
relationships is difficult, time- consuming and involves significant uncertainty, including:  a collaboration partner may shift its
priorities and resources away from our drug candidates due to a change in business strategies, or a merger, acquisition, sale or
downsizing; * a collaboration partner may seek to renegotiate or terminate their relationships with us due to unsatisfactory
clinical results, manufacturing issues, a change in business strategy, a change of control or other reasons; ¢ a collaboration
partner may cease development in therapeutic areas which are the subject of our strategic collaboration; ¢ a collaboration partner
may not devote sufficient capital or resources towards our drug candidates; ¢ a collaboration partner may change the success
criteria for a drug candidate thereby delaying or ceasing development of such candidate; ¢ a significant delay in initiation of
certain development activities by a collaboration partner will also delay payment of milestones tied to such activities, thereby
impacting our ability to fund our own activities; ¢ a collaboration partner could develop a product that competes, either directly
or indirectly, with our drug candidate; * a collaboration partner with commercialization obligations may not commit sufficient
financial or human resources to the marketing, distribution or sale of a product; « a collaboration partner with manufacturing
responsibilities may encounter regulatory, resource or quality issues and be unable to meet demand requirements; * a partner
may exercise a contractual right to terminate a strategic alliance; ¢ a dispute may arise between us and a partner concerning the
research, development or commercialization of a drug candidate resulting in a delay in milestones, royalty payments or
termination of an alliance and possibly resulting in costly litigation or arbitration which may divert management attention and
resources; and ¢ a partner may use our products or technology in such a way as to invite litigation from a third party. Any
collaborative partners we enter into agreements with in the future may shift their priorities and resources away from our drug
candidates or seek to renegotiate or terminate their relationships with us. If any collaborator fails to fulfill its responsibilities in a
timely manner, or at all, our research, clinical development, manufacturing or commercialization efforts related to that
collaboration could be delayed or terminated, or it may be necessary for us to assume responsibility for expenses or activities
that would otherwise have been the responsibility of our collaborator. If we are unable to establish and maintain collaborative
relationships on acceptable terms or to successfully transition terminated collaborative agreements, we may have to delay or
discontinue further development of one or more of our drug candidates, undertake development and commercialization activities
at our own expense or find alternative sources of capital. We rely on third parties to conduct, supervise and monitor certain of
our clinical trials, and if those third parties perform in an unsatisfactory manner, it may harm our business. We rely on CROs
and clinical trial sites to ensure the proper and timely conduct of certain of our clinical trials. While we have agreements
governing their activities, and continue to monitor their compliance with those agreements as well as federal standards and
regulations, we have limited influence over their actual performance. We will control only certain aspects of our CROs’
activities. Nevertheless, we will be responsible for ensuring that our clinical trials are conducted in accordance with the
applicable protocol, legal, regulatory and scientific standards and our reliance on the CROs does not relieve us of our regulatory
responsibilities. We and our CROs are required to comply with the FDA’ s good clinical practices requirements (“ GCPs ™) for
conducting, recording and reporting the results of clinical trials to assure that data and reported results are credible and accurate
and that the rights, integrity and confidentiality of clinical trial participants are protected. The FDA enforces these GCPs through
periodic inspections of trial sponsors, principal investigators and clinical trial sites. If we or our CROs fail to comply with
applicable GCPs, the clinical data generated in our clinical trials may be deemed unreliable and the FDA may require us to
perform additional clinical trials before approving any marketing applications. Upon inspection, the FDA may determine that
our clinical trials did not comply with GCPs. In addition, our clinical trials conducted by third parties will require a sufficiently
large number of test subjects to evaluate the safety and effectiveness of a drug candidate. Accordingly, if our CROs fail to
comply with these regulations or fail to recruit a sufficient number of patients, our clinical trials may be delayed or we may be
required to repeat such clinical trials, which would delay the regulatory approval process. Our CROs are not our employees, and
although we monitor their activities related to our trials, we are not able to control whether or not they devote sufficient time and



resources to our clinical trials. If our CROs do not successfully carry out their contractual duties or obligations, fail to meet
expected deadlines, or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere to
our clinical protocols or regulatory requirements, or for any other reasons, our clinical trials may be extended, delayed or
terminated, and we may not be able to obtain regulatory approval for, or successfully commercialize our drug candidates. As a
result, our financial results and the commercial prospects for such drug candidates would be harmed, our costs could increase,
and our ability to generate revenues could be delayed. We also rely on other third parties to store and distribute drug products
for our clinical trials. Any performance failure on the part of our distributors could delay clinical development or marketing
approval of our drug candidates or commercialization of our products, if approved, producing additional losses and depriving us
of potential product revenue. We do not have multiple sources of supply for the components used in cadisegliatin (TTP399) and
our other drug candidates. If we were to lose a supplier, it could have a material adverse effect on our ability to complete the
development of cadisegliatin or our other drug candidates. If we obtain regulatory approval for cadisegliatin or our other drug
candidates, we would need to expand the supply of their components in order to commercialize them. We do not have multiple
sources of supply for the components used in our drug candidates. We also do not have long- term supply agreements with any
of our suppliers. If for any reason we are unable to obtain drug substance or drug product from the manufacturers we select, we
would have to seek to obtain these from other manufacturers. We may not be able to establish additional sources of supply for
our drug candidates, or may be unable to do so on acceptable terms. Such suppliers are subject to regulatory requirements,
covering manufacturing, testing, quality control and record keeping relating to our drug candidates and subject to ongoing
inspections by the regulatory agencies. Failure by any of our suppliers to comply with applicable regulations may result in long
delays and interruptions. The number of suppliers of the raw material components of our drug candidates is limited. In the event
it is necessary or desirable to acquire supplies from an alternative supplier, we might not be able to obtain them on commercially
reasonable terms, if at all. It could also require significant time and expense to redesign our manufacturing processes to work
with another company. As part of any marketing approval, a manufacturer and its processes are required to be qualified by the
FDA prior to commercialization. If supply from the approved supplier is interrupted, there could be a significant disruption in
commercial supply. An alternative vendor would need to be qualified through an NDA amendment or supplement which could
result in further delay. The FDA or other regulatory agencies outside of the United States may also require additional studies if a
new supplier is relied upon for commercial production. Switching vendors may involve substantial costs and is likely to result in
a delay in our desired clinical and commercial timelines. If we are unable to obtain the supplies we need at a reasonable price or
on a timely basis, it could have a material adverse effect on our ability to complete the development of our drug candidates or, if
we obtain regulatory approval for our drug candidates, to commercialize them. We intend to rely on third- party manufacturers
to produce our drug candidates. If we experience problems with any of these suppliers, the manufacturing of our drug candidates
or products could be delayed. We do not have the capability to manufacture our drug candidates and do not intend to develop
that capability. In order to continue to develop our drug candidates, apply for regulatory approvals and ultimately commercialize
products, we need to develop, contract for or otherwise arrange for the necessary manufacturing capabilities. The facilities used
by our CMOs to manufacture our drug candidates must be approved by the FDA pursuant to inspections that will be conducted
after we submit our NDA to the FDA. We do not control the manufacturing process of, and are completely dependent on, our
contract manufacturing partners for compliance with the regulatory requirements, known as cGMPs, for manufacture of both
active drug substances and finished drug products. If our CMOs cannot successfully manufacture material that conforms to our
specifications and the regulatory requirements of the FDA or others, they will not be able to secure and / or maintain regulatory
approval for their manufacturing facilities. In addition, although we monitor our suppliers and their compliance with our
contractual terms and federal laws and regulations, we do not control the ability of our contract manufacturers to maintain
adequate quality control, quality assurance and qualified personnel. If the FDA or a comparable foreign regulatory authority
does not approve these facilities for the manufacture of our drug candidates or if it withdraws any such approval in the future,
we may need to find alternative manufacturing facilities, which would significantly impact our ability to develop, obtain
regulatory approval for or market our drug candidates, if approved. In addition, there are a limited number of manufacturers that
operate under the FDA’ s cGMP regulations capable of manufacturing our drug candidates. As a result, we may have difficulty
finding manufacturers for our drug candidates with adequate capacity for our needs. If we are unable to arrange for third- party
manufacturing of our drug candidates on a timely basis, or to do so on commercially reasonable terms, we may not be able to
complete development of our drug candidates or market them. Reliance on third- party manufacturers entails risks to which we
might not be subject if we manufactured drug candidates ourselves, including: ¢ the limited number of manufacturers that could
produce our drug candidates for us ; * the inability to meet our product specifications and quality requirements consistently; ¢
inability to access production facilities on a timely basis; ¢ inability or delay in increasing manufacturing capacity; ©
manufacturing and product quality issues related to scale- up of manufacturing; * costs and validation of new equipment and
facilities required for commercial level activity; * a failure to satisfy the FDA’ s cGMP requirements and similar foreign
standards on a consistent basis; ¢ the inability to negotiate manufacturing agreements with third parties under commercially
reasonable terms; ¢ termination or nonrenewal of manufacturing agreements with third parties in a manner or at a time that is
costly or damaging to us; * the reliance on a single source of supply which, if unavailable, would delay our ability to complete
our clinical trials or to sell any product for which we have received marketing approval; « the lack of qualified backup suppliers
for supplies that are currently purchased from a single source supplier; ¢ carrier disruptions or increased costs that are beyond
our control; and ¢ the failure to deliver products under specified storage conditions and in a timely manner. Any of these risks
could cause the delay of clinical trials, regulatory submissions, required approvals or commercialization of our products, cause
us to incur higher costs and prevent us from commercializing our drug candidates successfully. Manufacturing of our drug
candidates and any approved products could be disrupted or halted if our third- party manufacturers do not comply with cGMP
or foreign manufacturing standards, even if the compliance failure does not relate to our drug candidates or approved products.



Furthermore, if any of our drug candidates are approved and our third- party manufacturers fail to deliver the required
commercial quantities of finished product on a timely basis and at commercially reasonable prices and we are unable to find one
or more replacement manufacturers capable of production at a substantially equivalent cost, in substantially equivalent volumes
and quality and on a timely basis, we would likely be unable to meet demand for our products and could lose potential revenue.
It may take several years to establish an alternative source of supply for our drug candidates and to have any such new source
approved by the FDA or a foreign regulator. Our success depends on our ability to protect our intellectual property and our
proprietary technologies. If we are unable to obtain and maintain sufficient intellectual property protection for our product
candidates, or if the scope of the intellectual property protection is not sufficiently broad, our commercial success may be
adversely affected. Our commercial success will depend in part on our ability to: * apply for, obtain, maintain, and enforce
patents;  protect trade secrets and other confidential and proprietary information; and * operate without infringing upon the
proprietary rights of others. We generally seek to protect our proprietary position by filing patent applications in the United
States and abroad related to our product candidates, proprietary technologies, and their uses that are important to our business.
We also seek to protect our proprietary position by acquiring or in- licensing relevant issued patents or pending applications
from third parties. We will be able to protect our proprietary technologies from unauthorized use by third parties only to the
extent that such proprietary rights are covered by regulatory exclusivity, valid and enforceable patents or are effectively
maintained as trade secrets. Any non- confidential disclosure to or misappropriation by third parties of our confidential or
proprietary information could enable competitors to quickly duplicate or surpass our technological achievements, thus eroding
our competitive position in our market. The patent application process, also known as patent prosecution, is expensive and time-
consuming, and we and our current or future licensors and licensees 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 licensors or
licensees, or any future licensors or licensees, 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 on them. Therefore, these and any
of our patents and patent applications may not be prosecuted and enforced in a manner consistent with the best interests of our
business. It is possible that defects of form in the preparation or filing of our patents or patent applications may exist, or may
arise in the future, for example with respect to proper priority claims or determination of inventorship. If we or our current
licensors or licensees, or any future licensors or licensees, fail to maintain, or protect such patents and other intellectual property
rights, such rights may be reduced or eliminated. Moreover, in some circumstances, we may not have the right to control the
preparation, filing and prosecution of patent applications, or to maintain the patents, covering technology that we license from or
license to third parties. Therefore, such patents and patent applications may not be prosecuted and enforced in a manner
consistent with the best interests of our business. If our current licensors or licensees, or any future licensors or licensees, 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. If there are material defects in the form or preparation of our patents or patent applications, such patents
or applications may be invalid and unenforceable. Any of these outcomes could impair our ability to prevent competition from
third parties, which may harm our business. Pending patent applications cannot be enforced against third parties practicing the
technology claimed in such applications unless, and until, patents issue from such applications, and then only to the extent the
issued claims cover the technology. There can be no assurance that our patent applications or the patent applications of our
future licensors will result in patents being issued or that issued patents will afford sufficient protection against competitors with
similar technologies, nor can there be any assurance that the patents issued will not be infringed, designed around or invalidated
by third parties. The patent applications that we own, co- own or license may fail to result in issued patents in the United States
or in other countries. Even if patents do issue on such patent applications, third parties may challenge the validity,
enforceability, or scope thereof, which may result in such patents being narrowed, invalidated, or held unenforceable. For
example, U. S. patents can be challenged by any person before the United States Patent and Trademark Office (*“ USPTO ”)
Patent Trial and Appeals Board at any time within the one- year period following that person’ s receipt of an allegation of
infringement of the patents. Patents granted by the European Patent Office may be similarly opposed by any person within nine
months from the publication of the grant. Similar proceedings are available in other jurisdictions. In the United States, Europe,
and other jurisdictions, third parties can raise questions of validity with a patent office even before a patent has granted.
Furthermore, even if they are unchallenged, our patents and patent applications may not adequately protect our intellectual
property or prevent others from designing around our claims. If the breadth or strength of protection provided by the patents and
patent applications we hold or pursue with respect to our product candidates is successfully challenged, then our ability to
commercialize such product candidates could be negatively affected, and we may face unexpected competition that could harm
our business. Further, if we encounter delays in our clinical trials, the period of time during which we or our collaborators could
market our product candidates under patent protection would be reduced. In addition, given the amount of time required for the
development, testing and regulatory review of our therapeutic programs and eventual product candidates, patents protecting the
product candidates might expire before or shortly after such product candidates are commercialized. As a result, our intellectual
property may not provide us with sufficient rights to exclude others from commercializing products similar or identical to ours.
The patent application process is subject to numerous risks and uncertainties, and there can be no assurance that we or any of our
potential future collaborators will be successful in protecting our product candidates by obtaining and defending patents. These
risks and uncertainties include the following: ¢ the USPTO and various foreign governmental patent agencies require
compliance with a number of procedural, documentary, fee payment and other provisions during the patent process, the
noncompliance with which can result in abandonment or lapse of a patent or patent application, and partial or complete loss of
patent rights in the relevant jurisdiction; * patent applications may not result in any patents being issued; * patents may be
challenged, invalidated, modified, revoked, circumvented, found to be unenforceable or otherwise may not provide any
competitive advantage; ¢ our competitors, many of whom may have substantially greater resources than we do and many of



whom may have made significant investments in competing technologies, may seek or may have already obtained patents that
will limit, interfere with or eliminate our ability to make, use and sell our potential product candidates; ¢ there may be significant
pressure on the U. S. government and international governmental bodies to limit the scope of patent protection both inside and
outside the United States for treatments that prove successful, as a matter of public policy regarding worldwide health concerns;
and ¢ countries other than the United States may have patent laws less favorable to patentees than those upheld by U. S. courts,
allowing foreign competitors a better opportunity to create, develop and market competing product candidates. The degree of
future protection of our proprietary rights is uncertain. Patent protection may be unavailable or severely limited in some cases
and may not adequately protect our rights or permit us to gain or keep our competitive advantage. For example: « we might not
have been the first to invent or the first to file the inventions covered by each of our pending patent applications and issued
patents; * others may be able to make, use, sell, offer to sell, or import products that are similar to our products or product
candidates but that are not covered by the claims of our patents; others may independently develop similar or alternative
technologies or duplicate any of our technologies; ¢ the proprietary rights of others may have an adverse effect on our business; ¢
any proprietary rights we do obtain may not encompass commercially viable products, may not provide us with any competitive
advantages or may be challenged by third parties; ¢ any patents we obtain, or our in- licensed issued patents may not be valid or
enforceable; or « we may not develop additional technologies or products that are patentable or suitable to maintain as trade
secrets. If we or our current licensors or licensees, or any future licensors or licensees, fail to prosecute, maintain, and enforce
patent protection for our product candidates, our ability to develop and commercialize our product candidates could be harmed
and we might not be able to prevent competitors from making, using, and selling competing products. This failure to properly
protect the intellectual property rights relating to our product candidates could harm our business, financial condition, and
operating results. Moreover, our competitors may independently develop equivalent knowledge, methods, and know- how. In
addition, although we enter into non- disclosure and confidentiality agreements with parties who have access to patentable
aspects of our research and development output, such as our employees, outside scientific collaborators, CROs, third- party
manufacturers, consultants, advisors and other third parties, any of these parties may breach such agreements and disclose such
output before a patent application is filed, thereby jeopardizing our ability to seek patent protection. Even where laws provide
protection, costly and time- consuming litigation could be necessary to enforce and determine the scope of our proprietary
rights, and the outcome of such litigation would be uncertain. If we or one of our collaborators were to initiate legal proceedings
against a third party to enforce a patent covering the product candidate, the defendant could assert an affirmative defense or
counterclaim that our patent is not infringed, invalid and / or unenforceable. In patent litigation in the United States, defendant
defenses and counterclaims alleging noninfringement, invalidity and / or unenforceability are commonplace. Grounds for a
validity challenge could be an alleged failure to meet any of several statutory requirements, including novelty, non- obviousness,
definiteness, and enablement. Patents may be unenforceable if someone connected with prosecution of the patent withheld
material information from the USPTO, or made a misleading statement, during prosecution. The outcomes of proceedings
involving assertions of invalidity and unenforceability are unpredictable. It is possible that prior art of which we and the patent
examiner were unaware during prosecution exists, which would render our patents invalid. Moreover, it is also possible that
prior art may exist that we are aware of, but that we do not believe are relevant to our current or future patents, that could
nevertheless be determined to render our patents invalid. If a defendant were to prevail on a legal assertion of invalidity and / or
unenforceability of our patents covering one of our product candidates, we would lose at least part, and perhaps all, of the patent
protection on such product candidate. Such a loss of patent protection would harm our business. Moreover, our competitors
could counterclaim in any suit to enforce our patents that we infringe their intellectual property. Furthermore, some of our
competitors have substantially greater intellectual property portfolios, and resources, than we do. Our ability to stop third parties
from using our technology or making, using, selling, offering to sell, or importing our products is dependent upon the extent to
which we have rights under valid and enforceable patents that cover these activities. If any patent we currently or in the future
may own or license is deemed not infringed, invalid or unenforceable, it could impact our commercial success. We cannot
predict the breadth of claims that may be issued from any patent applications we currently or may in the future own or license
from third parties. To the extent that consultants or key employees apply technological information independently developed by
them or by others to our product candidates, disputes may arise as to who has the proprietary rights to such information and
product candidates, and certain of such disputes may not be resolved in our favor. Consultants and key employees that work with
our confidential and proprietary technologies are required to assign all intellectual property rights in their inventions and
discoveries created during the scope of their work to our company. However, these consultants or key employees may terminate
their relationship with us, and we cannot preclude them indefinitely from dealing with our competitors. If we are unable to
prevent disclosure of our trade secrets or other confidential information to third parties, our competitive position may be
impaired. We also may rely on trade secrets to protect our technology, especially where we do not believe patent protection is
appropriate or obtainable. Our ability to stop third parties from obtaining the information or know- how necessary to make, use,
sell, offer to sell, or import our products or practice our technology is dependent in part upon the extent to which we prevent
disclosure of the trade secrets that cover these activities. Trade secret rights can be lost through disclosure to third parties.
Although we use reasonable efforts to protect our trade secrets, our employees, consultants, contractors, outside scientific
collaborators, and other advisors may unintentionally or willfully disclose our trade secrets to third parties, resulting in loss of
trade secret protection. Moreover, our competitors may independently develop equivalent knowledge, methods, and know- how,
which would not constitute a violation of our trade secret rights. Enforcing a claim that a third party is engaged in the unlawful
use of our trade secrets is expensive, difficult and time consuming, and the outcome is unpredictable. In addition, recognition of
rights in trade secrets and a willingness to enforce trade secrets differs in certain jurisdictions. Obtaining and maintaining our
patent protection depends on compliance with various procedural, document submission, fee payment, and other requirements
imposed by government patent agencies, and our patent protection could be reduced or eliminated for non- compliance with



these requirements. Periodic maintenance fees, renewal fees, annuity fees, and various other government fees on patents and
applications will be due to be paid to the USPTO and various government patent agencies outside of the United States over the
lifetime of our owned or licensed patents and applications. In certain circumstances, we rely on our licensing partners to pay
these fees due to U. S. and non- U. S. patent agencies. The USPTO and various non- U. S. government agencies require
compliance with several procedural, documentary, fee payment and other similar provisions during the patent application
process. We are also dependent on our licensors to take the necessary action to comply with these requirements with respect to
our licensed intellectual property. In some cases, an inadvertent lapse can be cured by payment of a late fee or by other means in
accordance with the applicable rules. There are situations, however, in which non- compliance can result in abandonment or
lapse of the patent or patent application, resulting in a partial or complete loss of patent rights in the relevant jurisdiction. In such
an event, potential competitors might be able to enter the market with similar or identical products or technology, which could
have a material adverse effect on our business, financial condition, results of operations, and prospects. Changes to the patent
laws in the United States and other jurisdictions could diminish the value of patents in general, thereby impairing our ability to
protect our products candidates and future products. As is the case with other pharmaceutical companies, our success is heavily
dependent on intellectual property, particularly patents. Obtaining and enforcing patents in the pharmaceutical industry involve
both technological and legal complexity and is therefore costly, time consuming and inherently uncertain. Changes in either the
patent laws or in the interpretations of patent laws in the United States and other countries may diminish the value of our
intellectual property and may increase the uncertainties and costs surrounding the prosecution of patent applications and the
enforcement or defense of issued patents. We cannot predict the breadth of claims that may be allowed or enforced in our
patents or in third- party patents. In addition, Congress or other foreign legislative bodies may pass patent reform legislation that
is unfavorable to us. Assuming that other requirements for patentability are met, prior to March 2013, in the United States, the
first to invent the claimed invention was entitled to the patent, while outside the United States, the first to file a patent
application was entitled to the patent. After March 2013, under the Leahy- Smith America Invents Act (the  America Invents
Act ) enacted in September 2011, the United States transitioned to a first inventor to file system in which, assuming that other
requirements for patentability are met, the first inventor to file a patent application would be entitled to the patent on an
invention regardless of whether a third party was the first to invent the claimed invention. A third party that files a patent
application in the USPTO after March 2013, but before us could therefore be awarded a patent covering an invention of ours
even if we had made the invention before it was made by such third party. This requires us to be cognizant of the time from
invention to filing of a patent application. Since patent applications in the United States and most other countries are
confidential for a period of time after filing or until issuance, we cannot be certain that we or our licensors are the first to either
(1) file any patent application related to our product candidates and other proprietary technologies we may develop or (ii) invent
any of the inventions claimed in our patents or patent applications. The America Invents Act also included several significant
changes that affect the way patent applications are prosecuted and also affect patent litigation. These include allowing third
party protests and submission of prior art to the USPTO during patent prosecution and additional procedures to attack the
validity of a patent by USPTO- administered post- grant proceedings, including post- grant review, inter partes review, and
derivation proceedings. Because of a lower evidentiary standard in USPTO proceedings compared to the evidentiary standard in
United States federal courts necessary to invalidate a patent claim, a third party could potentially provide evidence in a USPTO
proceeding sufficient for the USPTO to hold a claim invalid even though the same evidence would be insufficient to invalidate
the claim if first presented in a district court action. Accordingly, a third party may attempt to use the USPTO procedures to
invalidate our owned and in- licensed patent claims that would not have been invalidated if first challenged by the third party as
a defendant in a district court action. An adverse determination in any such submission or proceeding could reduce the scope or
enforceability of, or invalidate, our patent rights, which could adversely affect our competitive position. The U. S. law relating
the patentability of certain inventions in the life sciences is uncertain and rapidly changing, which may adversely impact our
existing patents or our ability to obtain patents in the future. The U. S. Supreme Court and federal courts have ruled on several
patent cases in recent years that impact the scope of patentability of certain inventions or discoveries related to the life, including
both narrowing the scope of patent protection available in certain circumstances or weakening the rights of patent owners in
certain situations. The trend of these decisions along with resulting changes in patentability requirements being implemented by
the USPTO could make it increasingly difficult for us to obtain and maintain patents on our products, and could jeopardize or
otherwise reduce patent term, reduce the scope of, or invalidate or render unenforceable our patent rights. In addition to
increasing uncertainty with regard to our ability to obtain patents in the future, this combination of events has created uncertainty
with respect to the value of patents, once obtained. Depending on future actions and / or decisions by the U. S. Congress, the U.
S. federal courts, the USPTO, or similar authorities in foreign jurisdictions, the laws and regulations governing patents could
change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our existing patent and the
patents we might obtain or license in the future. Similarly, changes in patent law and regulations in other countries or
jurisdictions or changes in the governmental bodies that enforce them or changes in how the relevant governmental authority
enforces patent laws or regulations may weaken our ability to obtain new patents or to enforce patents that we have licensed or
that we may obtain in the future. As an example, beginning June 1, 2023, European patent applications and patents may be
subjected to the jurisdiction of the Unified Patent Court (the “ UPC ). Also, European patent applications will have the option,
upon grant of a patent, of becoming a Unitary Patent, which will be subject to the jurisdiction of the UPC. The UPC and Unitary
Patent are significant changes 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 in the UPC. In 2012, the European Union Patent Package (the “ EU Patent
Package ") regulations were passed with the goal of providing a single pan- European Unitary Patent and a new European UPC
for litigation involving European patents. The EU Patent Package was implemented on June 1, 2023. As a result, all European
patents, including those issued prior to ratification of the EU Patent Package, now by default automatically fall under the



jurisdiction of the UPC. It is uncertain how the UPC will impact granted European patents in the biotechnology and
pharmaceutical industries. Our European patent applications, if issued, could be challenged in the UPC. During the first seven
years of the UPC’ s existence, the UPC legislation allows a patent owner to opt its European patents out of the jurisdiction of the
UPC. We may decide to opt out our future European patents from the UPC, but doing so may preclude us from realizing the
benefits of the UPC. Moreover, if we do not meet all of the formalities and requirements for opt- out under the UPC, our future
European patents could remain under the jurisdiction of the UPC. The UPC will provide our competitors with a new forum to
centrally revoke our European patents, and allow for the possibility of a competitor to obtain pan- European injunction. Such a
loss of patent protection could have a material adverse impact on our business and our ability to commercialize our technology
and product candidates dues to increased competition and, resultantly, on our business, financial condition, prospects and results
of operations. If the scope of any patent protection we obtain is not sufficiently broad, or if we lose any of our patent protection,
our ability to prevent our competitors from commercializing similar or identical product candidates would be adversely affected.
The patent position of biopharmaceutical companies generally is highly uncertain, involves complex legal and factual questions,
and has been the subject of much litigation in recent years. As a result, the issuance, scope, validity, enforceability and
commercial value of our patent rights are highly uncertain. Our pending and future patent applications and those of our future
licensors may not result in patents being issued which protect our product candidates or which effectively prevent others from
commercializing competitive product candidates. Moreover, the coverage claimed in a patent application can be significantly
reduced before the patent is issued, and its scope can be reinterpreted after issuance. Even if patent applications we own or in-
license in the future issue as patents, they may not issue in a form that will provide us with any meaningful protection, prevent
competitors or other third parties from competing with us, or otherwise provide us with any competitive advantage. Any patents
that we own or in- license may be challenged or circumvented by third parties or may be narrowed or invalidated as a result of
challenges by third parties. Consequently, we do not know whether our product candidates will be protectable or remain
protected by valid and enforceable patents. Our competitors or other third parties may be able to circumvent our patents or the
patents of our future licensors by developing similar or alternative technologies or products in a non- infringing manner which
could materially adversely affect our business, financial condition, results of operations and prospects. The issuance of a patent
is not conclusive as to its inventorship, scope, validity or enforceability, and our patents or the patents of our current or future
licensors may be challenged in the courts or patent offices in the United States and abroad. We may be subject to a third- party
pre- issuance submission of prior art to the USPTO, or become involved in opposition, derivation, revocation, reexamination,
post- grant review (“ PGR ) and inter partes review (“ IPR ”), or other similar proceedings challenging our owned or licensed
patent rights. An adverse determination in any such submission, proceeding or litigation could reduce the scope of, or invalidate
or render unenforceable, our patent rights, allow third parties to commercialize our product candidates and compete directly with
us, without payment to us, or result in our inability to manufacture or commercialize products without infringing third- party
patent rights. Moreover, our patents or the patents of our current or future licensors may become subject to post- grant challenge
proceedings, such as oppositions in a foreign patent office, that challenge our priority of invention or other features of
patentability with respect to our patents and patent applications and those of our current or future licensors. Such challenges may
result in loss of patent rights, loss of exclusivity or in patent claims being narrowed, invalidated or held unenforceable, which
could limit our ability to stop others from using or commercializing similar or identical technology and products, or limit the
duration of the patent protection of our technologies or product candidates. Such proceedings also may result in substantial cost
and require significant time from our scientists and management, even if the eventual outcome is favorable to us. In addition, if
the breadth or strength of protection provided by our patents and patent applications or the patents and patent applications of our
current or future licensors is threatened, regardless of the outcome, it could dissuade companies from collaborating with us to
license, develop or commercialize current or future product candidates. If we are sued for infringing intellectual property rights
of third parties, it will be costly and time consuming, and an unfavorable outcome in that litigation could harm our business. Our
commercial success depends significantly on our ability to operate without infringing, violating or misappropriating the patents
and other proprietary rights of third parties. Our own technologies may infringe, violate, or misappropriate the patents or other
proprietary rights of third parties, or we may be subject to third- party claims of such infringement. Numerous U. S. and foreign
issued patents and pending patent applications owned by third parties, exist in the fields in which we are developing our product
candidates. Because some patent applications may be maintained in secrecy until the patents are issued, because publication of
patent applications is often delayed, and because publications in the scientific literature often lag behind actual discoveries, we
cannot be certain that we were the first to invent the technology or that others have not filed patent applications for technology
covered by our pending applications. We may not be aware of patents that have already issued that a third party might assert are
infringed by our product candidates. It is also possible that patents of which we are aware, but which we do not believe are
relevant to our product candidates, could nevertheless be found to be infringed by our product candidates. Moreover, we may
face IPR proceedings before the USPTO, or patent infringement claims from non- practicing entities that have no relevant
product revenue and against whom our own patent portfolio may thus have no deterrent effect. In the future, we may agree to
indemnify our manufacturing partners against certain intellectual property claims brought by third parties. Intellectual property
litigation involves many risks and uncertainties, and there is no assurance that we will prevail in any lawsuit brought against us.
Third parties making claims against us for infringement, violation or misappropriation of their intellectual property rights may
seek and obtain injunctive or other equitable relief, which could effectively block our ability to further develop and
commercialize our product candidates. Further, if a patent infringement suit were brought against us, we could be forced to stop
or delay research, development, manufacturing or sales of the product or product candidate that is the subject of the suit.
Defense of these claims, regardless of their merit, would cause us to incur substantial expenses and, would be a substantial
diversion of resources from our business. In the event of a successful claim of any such infringement, violation, or
misappropriation, we may need to obtain licenses from such third parties and we and our partners may be prevented from



pursuing product development or commercialization and / or may be required to pay damages. We cannot be certain that any
licenses required under such patents or proprietary rights would be made available to us, or that any offer to license would be
made available to us on commercially reasonable terms. If we cannot obtain such licenses, we and our collaborators may be
restricted or prevented from manufacturing and selling products employing our technology. These adverse results, if they occur,
could adversely affect our business, results of operations and prospects, and the value of our shares. We may become involved
in lawsuits to protect or enforce our patents or other intellectual property, which could be expensive, time consuming and
unsuccessful. The biotechnology and pharmaceutical industries have been characterized by extensive litigation regarding patents
and other intellectual property rights. The defense and prosecution of contractual or intellectual property lawsuits, USPTO
interference or derivation proceedings, European Patent Office oppositions and related legal and administrative proceedings in
the United States, Europe, and other countries, involve complex legal and factual questions. As a result, such proceedings may
be costly and time- consuming to pursue, and their outcome is uncertain. Litigation may be necessary to: * protect and enforce
our patents and any future patents issuing on our patent applications; « enforce or clarify the terms of the licenses we have
granted or been granted or may grant or be granted in the future;  protect and enforce trade secrets, know- how and other
proprietary rights that we own or have licensed, or may license in the future; or * determine the enforceability, scope, and
validity of the proprietary rights of third parties and defend against alleged patent infringement. Competitors may infringe our
intellectual property. As a result, we may be required to file infringement claims to stop third- party infringement or
unauthorized use. This can be expensive, particularly for a company of our size, and time- consuming. In addition, in an
infringement proceeding, a court may decide that a patent of ours is not valid or is unenforceable or may refuse to stop the other
party from using the technology at issue on the grounds that our patent claims do not cover its technology or that the factors
necessary to grant an injunction against an infringer are not satisfied. An adverse determination of any litigation or other
proceedings could put one or more of our patents at risk of being invalidated, interpreted narrowly, or amended such that they do
not cover our product candidates. Moreover, such adverse determinations could put our patent applications at risk of not issuing
or issuing with limited and potentially inadequate scope to cover our product candidates or to prevent others from marketing
similar products. IPR, interference, derivation or other proceedings brought at the USPTO, may be necessary to determine the
priority or patentability of inventions with respect to our patent applications or those of our licensors or potential collaborators.
Litigation or USPTO proceedings brought by us may fail or may be invoked against us by third parties. Even if we are
successful, domestic or foreign litigation or USPTO or foreign patent office proceedings may result in substantial costs and
distraction to our management. We may not be able, alone or with our licensors or potential collaborators, to prevent
misappropriation of our proprietary rights, particularly in countries where the laws may not protect such rights as fully as in the
United States. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation or other proceedings, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation or other proceedings. In addition, during the course of this kind of litigation or proceedings, there
could be public announcements of the results of hearings, motions or other interim proceedings or developments or public
access to related documents. If investors perceive these results to be negative, the market price for our common stock could be
significantly harmed. Some of our competitors may be able to sustain the costs of patent- related disputes, including patent
litigation, more effectively than we can because they have substantially greater resources. In addition, any uncertainties resulting
from the initiation and continuation of any litigation could have a material adverse effect on our ability to raise the funds
necessary to continue our operations. Our patent rights may prove to be an inadequate barrier to competition. The lifespan of any
one patent is limited, and each of these patents will ultimately expire and we cannot be sure that pending applications will be
granted, or that we will discover new inventions which we can successfully patent. Moreover, any of our granted patents may be
held invalid by a court of competent jurisdiction, and any of these patents may also be construed narrowly by a court of
competent jurisdiction in such a way that it is held to not directly cover our product candidates. Furthermore, even if our patents
are held to be valid and broadly interpreted, third parties may find legitimate ways to compete with our product candidates by
inventing around our patent. Finally, the process of obtaining new patents is lengthy and expensive, as is the process for
enforcing patent rights against an alleged infringer. Any such litigation could take years, cost large sums of money, and pose a
significant distraction to management. Indeed, certain jurisdictions outside of the U. S. and European Union (*“ E. U. ), where
we hope to commercialize our product candidates, have a history of inconsistent, relatively lax or ineffective enforcement of
patent rights. In such jurisdictions, even a valid patent may have limited value. Our failure to effectively enforce our patents
would have a harmful impact on our ability to commercialize our product candidates in these jurisdictions. We may not be able
to enforce all of our intellectual property rights throughout the world. Filing, prosecuting and defending patents on our product
candidates in all countries throughout the world would be prohibitively expensive. The requirements for patentability may differ
in certain countries, particularly in developing countries. Moreover, our ability to protect and enforce our intellectual property
rights may be adversely affected by unforeseen changes in foreign intellectual property laws. Additionally, laws of some
countries outside of the United States do not afford intellectual property protection to the same extent as the laws of the United
States. Many companies have encountered significant problems in protecting and defending intellectual property rights in certain
foreign jurisdictions. The legal systems of some countries, particularly developing countries, do not favor the enforcement of
patents and other intellectual property rights. This could make it difficult for us to stop the infringement of our patents or the
misappropriation of our other intellectual property rights. For example, many foreign countries have compulsory licensing laws
under which a patent owner must grant licenses to third parties. Consequently, we may not be able to prevent third parties from
practicing our inventions in all countries outside the United States. Competitors may use our technologies in jurisdictions where
we have not obtained patent protection to develop their own products and, further, may export otherwise infringing products to
territories where we have patent protection, if our ability to enforce our patents to stop infringing activities is inadequate. These
products may compete with our products, and our patents or other intellectual property rights may not be effective or sufficient



to prevent them from competing. Beginning June 1, 2023, European patent applications have the option, upon grant of a patent,
of becoming a Unitary Patent which will be subject to the jurisdiction of the Unitary Patent Court (“ UPC). This will be 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. In addition, geopolitical actions in the United States and in foreign countries (such as the Russia
and Ukraine conflict) could increase the uncertainties and costs surrounding the prosecution or maintenance of our patent
applications or those of any future licensors and the maintenance, enforcement or defense of our issued patents which could
impair our competitive intellectual property position. Proceedings to enforce our patent rights in foreign jurisdictions, whether or
not successful, could result in substantial costs and divert our efforts and resources from other aspects of our business.
Furthermore, while we intend to protect our intellectual property rights in major markets for our products, we cannot ensure that
we will be able to initiate or maintain similar efforts in all jurisdictions in which we may wish to market our products.
Accordingly, our efforts to protect our intellectual property rights in such countries may be inadequate. Patent terms may be
inadequate to protect our competitive position on our product candidates for an adequate amount of time. Patents have a limited
lifespan. In the United States, if all maintenance fees are timely paid, the natural expiration of a patent is generally 20 years
from its earliest U. S. non- provisional filing date. Various extensions may be available, but the life of a patent, and the
protection it affords, is limited. Even if patents covering our product candidates are obtained, once the patent life has expired,
we may be open to competition from competitive products. Given the amount of time required for the development, testing and
regulatory review of new product candidates, patents protecting such candidates might expire before or shortly after such
candidates are commercialized. As a result, our intellectual property may not provide us with sufficient rights to exclude others
from commercializing products similar or identical to ours. If we do not have sufficient patent life to protect our products, our
business, financial condition, results of operations, and prospects will be adversely affected. If we do not obtain patent term
extensions for our drug candidates, the length of our patent exclusivity will be shorter which may harm our business materially.
Depending upon the timing, duration, and specifics of any FDA marketing approval of our drug candidates, one or more of our
U. S. patents may be eligible for limited patent term extension under the Drug Price Competition and Patent Term Restoration
Act of 1984 (“ Hatch- Waxman Act ). The Hatch- Waxman Act permits a patent extension term of up to five years as
compensation for patent term lost during the FDA regulatory review process. A patent term extension cannot extend the
remaining term of a patent beyond a total of 14 years from the date of product approval, only one patent applicable to each
regulatory review period may be granted an extension, and only those claims covering the approved drug, a method for using it
or a method for manufacturing it may be extended. However, we may not be granted an extension because of, for example,
failing to exercise due diligence during the testing phase or regulatory review process, failing to apply within applicable
deadlines, failing to apply prior to expiration of relevant patents or otherwise failing to satisfy applicable requirements.
Moreover, the applicable time period or the scope of patent protection afforded could be less than we request. If we are unable
to obtain patent term extension or the term of any such extension is less than we request, our competitors may obtain approval of
competing products following the original expiration dates of our patents, and our business may be materially harmed. If our
trademarks and trade names are not adequately protected, then we may not be able to build name recognition in our markets of
interest and our business may be adversely affected. We intend to use registered or unregistered trademarks or trade names to
brand and market ourselves and our products. Our trademarks or trade names may be challenged, infringed, circumvented or
declared generic or determined to be infringing on other marks. We may not be able to protect our rights to these trademarks and
trade names, which we need to build name recognition among potential partners or customers in our markets of interest. At
times, competitors may adopt trade names or trademarks similar to ours, thereby impeding our ability to build brand identity and
possibly leading to market confusion. In addition, there could be potential trade name or trademark infringement claims brought
by owners of other registered trademarks or trademarks that incorporate variations of our registered or unregistered trademarks
or trade names. Over the long term, if we are unable to establish name recognition based on our trademarks and trade names,
then we may not be able to compete effectively, and our business may be adversely affected. Our efforts to enforce or protect
our proprietary rights related to trademarks, trade secrets, domain names, copyrights or other intellectual property may be
ineffective and could result in substantial costs and diversion of resources and could adversely affect our financial condition or
results of operations. If we are unable to protect the confidentiality of our trade secrets, the value of our technology could be
materially adversely affected, harming our business and competitive position. In addition, we rely on the protection of our trade
secrets, including unpatented know- how, technology and other proprietary information to maintain our competitive position.
Any disclosure to or misappropriation by third parties of our confidential proprietary information could enable competitors to
quickly duplicate or surpass our technological achievements, thus eroding our competitive position in the market. Although we
have taken steps to protect our trade secrets and unpatented know- how, including entering into confidentiality agreements with
third parties, and confidential information and inventions assignment agreements with employees, consultants and advisors, we
cannot provide any assurances that all such agreements have been duly executed, and any of these parties may breach the
agreements and disclose our proprietary information, including our trade secrets, and we may not be able to obtain adequate
remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is difficult,
expensive and time- consuming, and the outcome is unpredictable. In addition, some courts inside and outside the United States
are less willing or unwilling to protect trade secrets. Moreover, third parties may still obtain this information or may come upon
this or similar information independently, and we would have no right to prevent them from using that technology or
information to compete with us. If any of these events occurs or if we otherwise lose protection for our trade secrets, the value
of this information may be greatly reduced, and our competitive position would be harmed. If we are unable to prevent
disclosure of the intellectual property related to our technologies to third parties, we may not be able to establish or maintain a
competitive advantage in our market, which would harm our ability to protect our rights and have a material adverse effect on
our business. If we do not apply for patent protection prior to such publication or if we cannot otherwise maintain the



confidentiality of our proprietary technology and other confidential information, then our ability to obtain patent protection or to
protect our trade secret information may be jeopardized. We may be subject to claims that we or our employees, independent
contractors, or consultants have wrongfully used or disclosed alleged confidential information or trade secrets. We have entered
into and may enter in the future into non- disclosure and confidentiality agreements to protect the proprietary positions of third
parties, such as outside scientific collaborators, CROs, third- party manufacturers, consultants, advisors, potential partners, and
other third parties. We may become subject to litigation where a third party asserts that we or our employees inadvertently or
otherwise breached the agreements and used or disclosed trade secrets or other information proprietary to the third parties.
Defense of such matters, regardless of their merit, could involve substantial litigation expense and be a substantial diversion of
employee resources from our business. We cannot predict whether we would prevail in any such actions. Moreover, intellectual
property litigation, regardless of its outcome, may cause negative publicity and could prohibit us from marketing or otherwise
commercializing our product candidates and technology. Failure to defend against any such claim could subject us to significant
liability for monetary damages or prevent or delay our developmental and commercialization efforts, which could adversely
affect our business. Even if we are successful in defending against these claims, litigation could result in substantial costs and be
a distraction to our management team and other employees. Parties making claims against us may be able to sustain the costs of
complex intellectual property litigation more effectively than we can because they may have substantially greater resources.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there is
arisk that some of our confidential information could be compromised by disclosure. In addition, any uncertainties resulting
from the initiation and continuation of any litigation could have a material adverse effect on our ability to raise additional funds
or otherwise have a material adverse effect on our business, operating results, financial condition and prospects. We may be
subject to claims that we have wrongfully hired an employee from a competitor or that we or our employees, independent
contractors, or consultants have wrongfully used or disclosed alleged confidential information or trade secrets of their former
employers. As is common in the biotechnology and pharmaceutical industry, we employ individuals and engage the service of
consultants, who were previously employed at, may have previously provided, or may be currently providing consulting
services to, other biotechnology or pharmaceutical companies, including our competitors or potential competitors. Many of our
employees were previously employed at universities or other biotechnology or pharmaceutical companies, including our
competitors or potential competitors. Some of these individuals, including members of our senior management, executed
proprietary rights, non- disclosure and non- competition agreements, or similar agreements, in connection with such previous
employment. Although we use reasonable efforts to ensure that our employees, independent contractors, and consultants do not
use the proprietary information or know- how of others in their work for us, we may be subject to claims that we or these
individuals inadvertently or otherwise used or disclosed intellectual property, including trade secrets or other proprietary
information, of any such former employers, clients, or third parties. These and other claims that we have misappropriated the
confidential information or trade secrets of third parties can have a similar negative impact on our business to the infringement
claims discussed above. Litigation may be necessary to defend against these claims. If we fail in defending any such claims, in
addition to paying monetary damages, we may lose valuable intellectual property rights or personnel, which could adversely
affect our business. Even if we are successful in defending against these claims, litigation could result in substantial costs and be
a distraction to our management team and other employees. The patent protection and patent prosecution for some of our
product candidates may be dependent on third parties. While we normally seek to obtain the right to control prosecution,
maintenance and enforcement of the patents relating to our product candidates, there may be times when the filing and
prosecution activities for patents and patent applications relating to our product candidates are controlled by our future licensors
or collaboration partners. If any of our future licensors or collaboration partners fail to prosecute, maintain and enforce such
patents and patent applications in a manner consistent with the best interests of our business, including by payment of all
applicable fees for patents covering our product candidates, we could lose our rights to the intellectual property or our
exclusivity with respect to those rights, our ability to develop and commercialize those product candidates may be adversely
affected and we may not be able to prevent competitors from making, using and selling competing products. In addition, even
where we have the right to control patent prosecution of patents and patent applications we have licensed to and from third
parties, we may still be adversely affected or prejudiced by actions or inactions of our licensees, our future licensors and their
counsel that took place prior to the date upon which we assumed control over patent prosecution. We may need to expand our
operations and increase the size of our company, and we may experience difficulties in managing growth. As we advance our
drug candidates through preclinical studies and clinical trials and develop new drug candidates, we may need to increase our
product development, scientific and administrative headcount to manage these programs. If we commercialize our products, we
may need to expand our staff further, particularly in sales and marketing. See “ — Risks Relating to the Development,
Regulatory Approval, and Commercialization of Our Drug Candidates. ” We do not presently have the capability to sell,
distribute and market our drug candidates. If we are unable to establish an effective sales force and marketing infrastructure, or
enter into acceptable third- party sales and marketing or licensing arrangements, we may not be able to commercialize our drug
candidates successfully. In addition, to meet our obligations as a public company, we will need to increase our general and
administrative capabilities. Our management, personnel and systems currently in place may not be adequate to support this
future growth. Our need to effectively manage our operations, growth and various projects requires that we: ¢ successfully
attract and recruit new employees with the expertise and experience we will require; * manage our clinical programs effectively,
which we anticipate being conducted at numerous clinical sites; * develop a marketing, distribution and sales infrastructure if
we seek to market our products directly, or successfully partner with a third- party organization that will oversee those efforts;
and ¢ continue to improve our operational, manufacturing, financial and management controls, reporting systems and
procedures. If we are unable to successfully manage this growth and increased complexity of operations, our business may be
adversely affected. We may not be able to manage our business effectively if we are unable to attract and retain key personnel.



We may not be able to attract or retain qualified management, finance, scientific and clinical personnel in the future due to the
intense competition for qualified personnel among biotechnology, pharmaceutical and other businesses. If we are not able to
attract and retain necessary personnel to accomplish our business objectives, we may experience constraints that will
significantly impede the achievement of our development objectives, our ability to raise additional capital and our ability to
implement our business strategy. Our industry has experienced a high rate of turnover of management personnel in recent years.
We are highly dependent on the development, regulatory, commercialization and business development expertise of our
executive officers and key employees. If we lose one or more of our executive officers or key personnel, our ability to
implement our business strategy successfully could be seriously harmed. Any of our executive officers or key employees may
terminate their employment at any time. Replacing executive officers and key employees may be difficult, will be costly and
may take an extended period of time because of the limited number of individuals in our industry with the mix of skills and
experience required to develop, gain regulatory approval of and commercialize products successfully. Competition to hire from
this limited pool is intense, and we may be unable to hire, train, retain or motivate these additional key personnel. Our failure to
attract and retain key personnel could materially harm our business. Our employees, independent contractors, principal
investigators, CROs, consultants and collaborators may engage in misconduct or other improper activities, including
noncompliance with legal, compliance or regulatory standards and requirements. We are exposed to the risk that our employees,
independent contractors, principal investigators, CROs, consultants and collaborators may engage in fraudulent conduct or other
illegal activity. Misconduct by these parties could include intentional, reckless and / or negligent conduct or unauthorized
activities that violate the regulations of the FDA and non- U. S. regulators, including those laws requiring the reporting of true,
complete and accurate information to the FDA and non- U. S. regulators, healthcare fraud and abuse laws and regulations in the
United States and abroad, or laws that require the reporting of true and accurate financial information and data. In particular,
sales, marketing and business arrangements in the healthcare industry are subject to extensive laws and regulations intended to
prevent fraud, misconduct, kickbacks, self- dealing, pre- market promotion, and other abusive practices. These laws and
regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer
incentive programs and other business arrangements. These activities also include the improper use or disclosure of information
obtained in the course of clinical trials, which could result in regulatory sanctions and cause serious harm to our reputation. We
have adopted new comprehensive compliance policies, and revised our code of conduct, but it is not always possible to identify
and deter employee or non- employee misconduct, and the precautions we take to detect and prevent this activity may not be
effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other
actions or lawsuits stemming from a failure to comply with these laws or regulations. If any such actions are instituted against
us, and we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact on our
business, including the imposition of significant civil, criminal and administrative penalties, damages, monetary fines, possible
exclusion from participation in Medicare, Medicaid and other federal healthcare programs, contractual damages, reputational
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program or drug candidate and fail to capitalize on programs or drug candidates that may be more profitable or for which there is
a greater likelihood of success. Because we have limited financial and human resources, we have here to date focused primarily
on the regulatory approval of cadisegliatin (TTP399). As a result, we may have foregone or delayed the pursuit of opportunities
with other drug candidates or for other indications that could later prove to have had greater commercial potential. Our future
resource allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities.
Our spending on existing and future drug candidates for specific indications may not yield any commercially viable products. If
we do not accurately evaluate the commercial potential or target market for a particular drug candidate, we may relinquish
valuable rights to that drug candidate through strategic alliance, licensing or other royalty arrangements in cases in which it
would have been more advantageous for us to retain sole development and commercialization rights to such drug candidate, or
we may allocate internal resources to a drug candidate in a therapeutic area in which it would have been more advantageous to
enter into a partnering arrangement. We may be subject to litigation or government investigations for a variety of claims, which
could adversely affect our operating results, harm our reputation or otherwise negatively impact our business. We may be
subject to litigation or government investigations. The outcome of any litigation or government investigation, regardless of its
merits, is inherently uncertain. Any lawsuits or government investigations, and the disposition of such lawsuits and government
investigations, could be time- consuming and expensive to resolve and divert management attention and resources. Any adverse
determination related to litigation or government investigations could adversely affect our financial performance, harm our
reputation or otherwise negatively impact our business. In addition, depending on the nature and timing of any such dispute, a



resolution of a legal matter or government investigation could materially affect our future operating results, our cash flows or
both. If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit
commercialization of any future products we develop. We face an inherent risk of product liability as a result of the clinical
testing of our drug candidates and will face an even greater risk if we commercialize any products. For example, we may be
sued if any product we develop allegedly causes injury or is found to be otherwise unsuitable during product testing,
manufacturing, marketing or sale. Any such product liability claims may include allegations of defects in manufacturing, defects
in design, a failure to warn of dangers inherent in the product, negligence, strict liability and a breach of warranties. Claims
could also be asserted under state consumer protection acts. If we cannot successfully defend ourselves against product liability
claims, we may incur substantial liabilities or be required to limit commercialization of our products. Even a successful defense
would require significant financial and management resources. Regardless of the merits or eventual outcome, liability claims
may result in: * decreased demand for any drug candidates or products we develop; ¢ injury to our reputation and significant
negative media attention; » withdrawal of clinical trial participants or delay or cancellation of clinical trials;  costs to defend the
related litigation; * a diversion of management’ s time and our resources; * substantial monetary awards to trial participants or
patients;  regulatory investigations, product recalls, withdrawals or labeling, marketing or promotional restrictions; ¢ loss of
revenue; * the inability or delay in our ability to commercialize any products we develop; and ¢ a decline in our share price. Our
inability to obtain and maintain sufficient product liability insurance at an acceptable cost and scope of coverage to protect
against potential product liability claims could prevent or inhibit the commercialization of any products we develop. We
currently carry clinical trial liability insurance in the amount of $ 10. 0 million in the aggregate. Although we maintain such
insurance, any claim that may be brought against us could result in a court judgment or settlement in an amount that is not
covered, in whole or in part, by our insurance or that is in excess of the limits of our insurance coverage. Our insurance policies
also have various exclusions and deductibles, and we may be subject to a product liability claim for which we have no coverage.
We will have to pay any amounts awarded by a court or negotiated in a settlement that exceed our coverage limitations or that
are not covered by our insurance, and we may not have, or be able to obtain, sufficient capital to pay such amounts. Moreover, in
the future, we may not be able to maintain insurance coverage at a reasonable cost or in sufficient amounts to protect us against
losses. If and when we obtain approval for marketing for any drug product, we intend to expand our insurance coverage to
include the sale of that product, however, we may be unable to obtain this liability insurance on commercially reasonable terms.
Our insurance policies are expensive and protect us only from some business risks, which will leave us exposed to significant
uninsured liabilities. We do not carry insurance for all categories of risk that our business may encounter. Some of the policies
we currently maintain include general liability, employment practices liability, property, auto, workers’ compensation,
umbrella, clinical trial and directors’ and officers’ insurance. We do not know, however, if we will be able to maintain existing
insurance with adequate levels of coverage. Any significant uninsured liability may require us to pay substantial amounts, which
would adversely affect our cash position and results of operations. The market for our proposed products is rapidly changing and
competitive, and new drugs and new treatments that may be developed by others could impair our ability to maintain and grow
our businesses and remain competitive. The pharmaceutical and biotechnology industries are subject to rapid and substantial
technological change. Developments by others may render proposed products noncompetitive or obsolete, or we may be unable
to keep pace with technological developments or other market factors. Technological competition from pharmaceutical and
biotechnology companies, universities, governmental entities and others diversifying into the field is intense and is expected to
increase. As a company with nominal revenues engaged in the development of drug technologies, our resources are limited, and
we may experience technical challenges inherent in such technologies. Competitors have developed or are in the process of
developing technologies that are, or in the future may be, the basis for competition. Some of these technologies may have an
entirely different approach or means of accomplishing similar therapeutic effects compared to our proposed products. Our
competitors may develop drugs that are safer, more effective or less costly than our proposed products and, therefore, present a
serious competitive threat to us. The potential widespread acceptance of therapies that are alternatives to ours may limit market
acceptance of our drug candidates, even if commercialized. Some of our targeted diseases and conditions can also be treated by
other medication. These treatments may be widely accepted in medical communities and have a longer history of use or be
offered at a more competitive price. The established use of these competitive drugs may limit the potential for our technologies,
formulations and products to receive widespread acceptance if commercialized. Therefore, changes in the market for our
products and the availability of new or alternative treatments could have a material adverse effect on our businesses, financial
conditions and results of operations. Our business and operations would suffer in the event of computer system failures, cyber-
attacks or a deficiency in our eyber—seeunrity-cybersecurity . Despite the implementation of security measures, our internal
computer systems, and those of third parties on which we rely, are vulnerable to damage from computer viruses, malware,
natural disasters, terrorism, war, telecommunication and electrical failures, cyber- attacks or cyber- intrusions over the Internet,
attachments to emails, persons inside our organization or persons with access to systems inside our organization. The risk of a
security breach or disruption, particularly through cyber- attacks or cyber- intrusion, including by computer hackers, foreign
governments and cyber terrorists, has generally increased as the number, intensity and sophistication of attempted attacks and
intrusions from around the world have increased. If such an event were to occur and cause interruptions in our operations, it
could result in a material disruption of our drug development programs. For example, the loss of clinical trial data from
completed or ongoing or planned clinical trials could result in delays in our regulatory approval efforts and significantly increase
our costs to recover or reproduce the data. Also, confidential patient and other information may be compromised in a cyber-
attack or cyber- intrusion. To the extent that any disruption or security breach was to result in a loss of or damage to our data or
applications, or inappropriate disclosure of confidential or proprietary information, we could incur material legal claims and
liability, damage to our reputation, and the further development of our drug candidates could be delayed. If we are unable to
maintain listing of our Class A common stock on the Nasdaq Capital Market or another national stock exchange, it may be more
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. If we are unable to maintain our listing on Naqdaq, it may become more dlfﬁcult
for our stockholders to sell our Class A common stock in the public market, and the price of our Class A common stock may be
adversely affected due to the likelihood of decreased liquidity resulting from delisting. In addition, it may inhibit or preclude our
ability to raise additional financing. Affiliates of MacAndrews & Forbes Incorporated (together with its affiliates “ MacAndrews
) has-and the investor that participated in the Private Placement (the" Private Placement Investors," and together with
MacAndres, our" Significant Investors') have substantial influence over our business, and their interests may differ from our
interests or those of our other stockholders. MaeAndrews-Our Significant Investors hotds— hold . directly or indirectly, a
significant percentage of our combined voting power. Due to #s-the Significant Investors' ownership and rights under ear-the
investor rights agreement -(as amended the" Investor Rights Agreement') with and-- an affiliate of MacAndrews, the
securities purchase agreement (the'" Securities Purchase Agreement') and registration rights agreement (the"
Registration Rights Agreement) with the Private Placement Investors, our Amended and restated-Restated eertifieate
Certificate of ineorporationr-Incorporation and-, as amended (the" Certificate of Incorporation') and Second Amended and
restated-Restated By- bylaws--- laws (the'" By- laws") , MaeAndrewshas-the Significant Investors have substantial influence
over us and our subsidiaries. The interests of MaeAndrews-our Significant Investors may differ from our interests or those of
our other stockholders and the concentration of control in MaeAndrews-our Significant Investors will limit other stockholders’
ability to influence corporate matters. The concentration of ownership and voting power with-MaeAndrews-of our Significant
Investors may also delay, defer or even prevent an acquisition by a third party or other change of control of our company and
may make some transactions more difficult or impossible without the support of MaeAndrews-our Significant Investors , even
if such events are in the best interests of our other stockholders. The concentration of voting power with MaeAndrews-our
Significant Investors may have an adverse effect on the price of our Class A common stock. Our company may take actions
that our other stockholders do not view as beneficial, which may adversely affect our results of operations and financial
condition and cause the value of our Cla%% A common %tock to decline. Our dlrectorﬂ who have relationships with MeaeAndrews
and-the Significant v at-pa : ; ; Investors Zrmay have conflicts
of interest with respect to matters involving our company. One of our directors is afﬁhated with MacAndrews and two of our
directors are associated with the Private Placement Investors. These directors will have fiduciary duties to us and in addition will
have duties to MacAndrews and the Private Placement Investors, as applicable. In addition, our amended-and-restated-eertifieate
Certificate of ineerperation-Incorporation provides that none of MacAndrews, any of our non- employee directors who are
employees, affiliates or consultants of MacAndrews or its affiliates (other than us or our subsidiaries) or any of their respective
affiliates will be liable to us or our stockholders for breach of any fiduciary duty by reason of the fact that any such individual
directs a corporate opportunity to MacAndrews or its affiliates instead of us, or does not communicate information regarding a
corporate opportunity to us that such person or affiliate has directed to MacAndrews or its affiliates. As a result, such
circumstances may entail real or apparent conflicts of interest with respect to matters affecting both us and MacAndrews or the
Private Placement Investors, whose interests, in some circumstances, may be adverse to ours. In addition, as a result of
MacAndrews’ and the Private Placement Investors’ indirect ownership interest, conflicts of interest could arise with respect to
transactions involving business dealings between us and MacAndrews, the Private Placement Investors or any of their respective
affiliates, including potential business transactions, potential acquisitions of businesses or properties, the issuance of additional
securities, the payment of dividends by us and other matters. Additionally, the Private Placement Investors have certain
participation rights giving them the right to purchase their proportionate share of certain future financing transactions. Such
participation rights could impact our ability to raise money and deter new investors who may not be able to acquire a large
enough stake in the Company. Conversely, if the Private Placement Investors decline to exercise their participation rights it may
adversely affect the way the market and potential investors view the Company. We do not anticipate paying cash dividends on
our Class A common stock, and accordingly, stockholders must rely on stock appreciation for any return on their investment.
We have never declared or paid any cash dividend on our Class A common stock and do not anticipate paying cash dividends on
our Class A common stock in the future. As a result, the only return to stockholders will be appreciation in the price of our Class
A common stock, which may never occur. Investors seeking cash dividends should not invest in our Class A common stock.
Our share price may be volatile, which could subject us to securities class action litigation and result in substantial losses for our
stockholders. The market price of shares of our Class A common stock could be subject to wide fluctuations in response to many
risk factors listed in this section, and others beyond our control, including: ¢ results and timing of our clinical trials and receipt of
data from the trials; ¢ the availability of cash or financing to continue our clinical trials and other operations; ¢ results of clinical
trials of our competitors’ products;  failure or discontinuation of any of our research programs; ¢ delays in the development or
commercialization of our potential products; ¢ regulatory actions with respect to our products or our competitors’ products; ¢
actual or anticipated fluctuations in our financial condition and operating results; ¢ actual or anticipated changes in our growth
rate relative to our competitors; ¢ actual or anticipated fluctuations in our competitors’ operating results or changes in their
growth rate; ¢ competition from existing products or new products that may emerge; ¢ announcements by us or our competitors
of significant acquisitions, strategic partnerships, joint ventures, collaborations or capital commitments; ¢ issuance of new or




updated research or reports by securities analysts; ¢ fluctuations in the valuation of companies perceived by investors to be
comparable to us; ¢ share price and volume fluctuations attributable to inconsistent trading volume levels of our shares; *
additions or departures of key management or scientific personnel; * disputes or other developments related to proprietary rights,
including patents, litigation matters and our ability to obtain, maintain, defend or enforce proprietary rights relating to our
products and technologies; ¢ announcement or expectation of additional financing efforts; * sales of our Class A common stock
by us, our insiders or our other stockholders; * issues in manufacturing our potential products; * market acceptance of our
potential products; « market conditions for biopharmaceutical stocks in general; and ¢ general economic and market conditions.
Furthermore, the stock markets have experienced extreme price and volume fluctuations that have affected and continue to affect
the market prices of equity securities of many companies. These fluctuations often have been unrelated or disproportionate to the
operating performance of those companies. These broad market and industry fluctuations, as well as general economic, political
and market conditions such as recessions, interest rate changes or international currency fluctuations, may negatively impact the
market price of shares of our Class A common stock. In addition, such fluctuations could subject us to securities class action
litigation, which could result in substantial costs and divert our management’ s attention from other business concerns, which
could potentially harm our business. As a result of this volatility, our stockholders may not be able to sell their common stock at
or above the price at which they purchased their shares. The trading market for our Class A common stock will be influenced by
the research and reports that equity research analysts publish about us and our business. The price of our stock could decline if
one or more equity research analysts downgrade our stock or issue other unfavorable commentary or research. If one or more
equity research analysts ceases coverage of our company or fails to publish reports on us regularly, demand for our stock could
decrease, which in turn could cause our stock price or trading volume to decline. A substantial portion of our total outstanding
shares may be sold into the market at any time. This could cause the market price of our Class A common stock to drop
significantly, even if our business is doing well. The market price of our Class A common stock could decline as a result of sales
of a large number of shares of our Class A common stock or the perception that such sales could occur. These sales, or the
possibility that these sales may occur, also might make it more difficult for us to sell equity securities in the future at a time and
price that we deem appropriate. As of December 31, 2023-2024 , MacAndrews and its affiliates held 577, 108 non- voting
common units of vI'v LLC (“ vTv Units ) and the same number of shares of vI'v Therapeutics Inc. Class B common stock as
well as an aggregate of 912, 982 shares of our Class A common stock. As a result, MacAndrews and its affiliates held shares
representing approximately 56-46 . 6-7 % of the combined voting power of our outstanding common stock. Pursuant to the terms
of the Exchange Agreement among the Company, vIv LLC and the holders of vTv Units party thereto (the “ Exchange
Agreement ), vIv Units (along with the corresponding number of shares of our Class B common stock) will be exchangeable
for (i) shares of our Class A common stock on a one- for- one basis or (ii) cash (based on the market price of the shares of Class
A common stock), at our option (as the managing member of vIv Therapeutics LLC). Shares of our Class A common stock
issuable upon an exchange of vT'v Units as described above would be considered “ restricted securities, ” as that term is defined
in Rule 144 under the Securities Act, unless the exchange is registered under the Securities Act. We also have issued warrants to
MacAndrews to purchase 4540 , 595-639 shares of our Class A common stock. On February 27, 2024, we issued an aggregate
of 464, 377 shares of our Class A common stock to the Private Placement Investors. As a result, the Private Placement Investors
hold shares representing approximately 14. 9 % of the combined voting power of our outstanding common stock. We also issued
pre- funded warrants to purchase up to an aggregate of 3, 853, 997 shares of Class A common stock. Such pre- funded warrants
provide that each Private Placement Investor will not have the right to exercise any portion of its pre- funded warrant if, together
with its affiliates, such Private Placement Investor would beneficially own in excess of 4. 99 % or 9. 99 %, as applicable, of the
number of shares of our common stock outstanding immediately after giving effect to such exercise (the “ Beneficial Ownership
Limitation ”); provided, however, that each Private Placement Investor may increase the Beneficial Ownership Limitation by
giving 61 days’ notice to us, but not to any percentage in excess of 19. 99 %. On March 5, 2024, we entered into an exchange
agreement pursuant to which the Private Placement Investors exchanged an aggregate of 116, 493 shares for pre- funded
warrants. As a result, following the exchange, the Private Placement Investors hold shares representing approximately 11. 6 %
of the combined voting power of our outstanding common stock. Further, we have entered into atrthe irvester-Investor rights
Rights agreement-Agreement with an affiliate of MacAndrews providing certain governance and registration rights. Pursuant to
the investor-Investor rights-Rights agreement-Agreement , we filed a shelf registration statement on Form S- 3 in June 2019 to
register certain shares previously issued to MacAndrews. The investor-Investor rights-Rights agreement-Agreement was
amended on February 27, 2024 to alter MacAndrews' governance rights. Additionally, we entered into a-the seeurities
Securities purehase-Purchase agreement-Agreement and a-the registration-Registration rights-Rights agreement-Agreement
with the Private Placement Investors providing certain governance and registration rights. On February 23, 2024, the Board of
Directors approved the adoption of an equity incentive plan (the" 2024 Plan") to replace the existing 2015 Plan and the 2024
Plan was approved by the stockholders at our 2024 annual meetmg of shareholders . The 2024 Plan ;ifapproved-by-the

W herize-authorizes us to issue equity awards relating to up to an
addltlonal 75() 000 shares of our Class A Common Stock Future sales and issuances of our Class A common stock or rights to
purchase Class A common stock, including pursuant to our equity incentive plans or the exercise of outstanding warrants, could
result in additional dilution of the percentage ownership of our stockholders and could cause our stock price to fall. We expect
that significant additional capital will be needed in the future to continue our planned operations. To the extent we raise
additional capital by issuing equity securities, our stockholders may experience substantial dilution. We may sell Class A
common stock, convertible securities or other equity securities, including under the TD Cowen ATM Offering, or pursuant to
warrants issued to previous investors and lenders, and such sales could result in substantial dilution to existing investors. We
incur significant costs and devote substantial management time as a result of operating as a public company and additional
resources would be required if we lose our “ smaller reporting company  and ““ non- accelerated filer ” status. As a public




company, we operate in an increasingly demanding regulatory environment, which requires us to comply with applicable
provisions of the Sarbanes- Oxley Act of 2002 and the related rules and regulations of the Securities and Exchange Commission,
expanded disclosure requirements, accelerated reporting requirements and more complex accounting rules. Company
responsibilities required by the Sarbanes- Oxley Act include establishing corporate oversight and adequate internal control over
financial reporting and disclosure controls and procedures. Effective internal controls are necessary for us to produce reliable
financial reports and are important to help prevent financial fraud. However, we are currently a “ smaller reporting company ”
and “ non- accelerated filer ” under the current SEC rules. As such we take advantage of exemptions from certain reporting
requirements including exemption from compliance 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.
Should we lose these statuses, we may no longer be exempt from these requirements and expect that compliance with the
requirements will increase our legal and financial compliance costs and will make some activities more time consuming and
costly. In addition, our management and other personnel will need to divert attention from operational and other business matters
to devote substantial time to these public company requirements. In particular, we expect to incur significant expenses and
devote substantial management effort toward ensuring compliance with the requirements of Section 404 (b) of the Sarbanes-
Oxley Act. In that regard, we currently do not have an internal audit function. We will continue to qualify as a smaller reporting
company as long as 1) our public float is less than $ 250 million, or 2) we have less than $ 100 million in annual revenues and
public float of less than $ 700 million. We cannot predict if investors will find our Class A common stock less attractive if we
choose to rely on these exemptions. However, for as long as we remain a *“ smaller reporting company ” and “ non- accelerated
filer ”, we intend to take advantage of certain exemptions from various reporting requirements that are applicable to other public
companies that do not qualify under these categories including, but not limited to, not being required to comply with the auditor
attestation requirements of Section 404 of the Sarbanes- Oxley Act, reduced disclosure obligations regarding executive
compensation in our periodic reports and proxy statements, and exemptions from the requirements of holding a nonbinding
advisory vote on executive compensation and stockholder approval of any golden parachute payments not previously approved.
We intend to take advantage of these reporting exemptions as long as we remain eligible to do so under the related rules.
Provisions in our eharter-Certificate of Incorporation and By- bylaws—- laws and investor agreements, and provisions of
Delaware law may delay or prevent our acquisition by a third party, which might diminish the value of our common stock. Our
amended-and-restated-eertifieate-Certificate of ineorporation-Incorporation and By- amended-and-restated-byaws—- laws
contain several provisions that may make it more difficult or expensive for a third party to acquire control of us without the
approval of the Board of Directors. These provisions also may delay, prevent or deter a merger, acquisition, tender offer, proxy
contest or other transaction that might otherwise result in our stockholders receiving a premium over the market price for their
common stock. The provisions include, among others: ¢ a prohibition on actions by written consent of the stockholders; ¢
authorized but unissued shares of common stock and preferred stock that will be available for future issuance; * the ability of
our Board of Directors to increase the size of the Board of Directors and fill vacancies without a stockholder vote; ¢ provisions
that have the same effect as a modified version of Section 203 of the Delaware General Corporation Law, an anti- takeover law
(as further described below); and ¢ advance notice requirements for stockholder proposals and director nominations. Section 203
of the Delaware General Corporation Law may affect the ability of an “ interested stockholder ” to engage in certain business
combinations, including mergers, consolidations or acquisitions of additional shares, for a period of three years following the
time that the stockholder becomes an “ interested stockholder. ” An “ interested stockholder * is defined to include persons
owning directly or indirectly 15 % or more of the outstanding voting stock of a corporation. We have elected in our amended
and-restated-eertifieate-Certificate of ineerperationr-Incorporation not to be subject to Section 203 of the Delaware General
Corporation Law. Nevertheless, the amended-and-restated-eertifieate-Certificate of ineerperationrIncorporation contains
provisions that have the same effect as Section 203 of the Delaware General Corporation Law, except that they provide that
MacAndrews and its various successors and affiliates (and transferees of any of them) will not be deemed to be “ interested
stockholders, ” regardless of the percentage of our stock owned by them, and accordingly will not be subject to such restrictions.
Further, the Private Placement Investors are also not deemed to be “ interested stockholders, ” regardless of the percentage of
our stock owned by them, and accordingly will not be subject to the restrictions set forth in Section 203 of the Delaware General
Corporation Law . The provisions of our amended-and-restated-eertifieate-Certificate of ineerperation-Incorporation and By-
amended-and-restated-bylaws—-- laws , the significant common stock ownership of MaeAndrews-the Significant Investors and
the ability of the Board of Directors to create and issue a new series of preferred stock or implement a stockholder rights plan
could discourage potential takeover attempts and reduce the price that investors might be willing to pay for shares of our
common stock in the future, which could reduce the market price of our common stock. Additionally, pursuant to the ivester
Investor rights-Rights agreement-Agreement with an affiliate of MacAndrews, MacAndrews has the right to designate two
members of our Board of Directors, and as part of the Private Placement, the Private Placement Investors have rights to
designate three members of our Board of Directors, making it more difficult for a third party to acquire control of our Board.
The agreement with the Private Placement Investors also provides that five of our directors must approve certain actions
including any acquisition by a third party, which makes it more difficult for our Board of Directors to approve such a
transaction. We will be required to pay M & F TTP Holdings Two LLC (“ M & F ) for certain tax benefits we may claim. In
certain circumstances, payments under the Tax Receivable Agreement may be accelerated and / or significantly exceed the
actual tax benefits we realize. The only asset of the Company is its interest in vIv LLC. Class B common stock, together with
the corresponding number of vI'v Units, may be exchanged for shares of our Class A common stock, or for cash, at our option
(as the managing member of vIv LLC). These exchanges of Class B common stock, together with the corresponding number of
vTv LLC Units, may result in increases in the tax basis of the assets of vIv LLC that otherwise would not have been available.
Such increases in tax basis are likely to increase (for tax purposes) depreciation and amortization deductions and therefore



reduce the amount of income tax we would otherwise be required to pay in the future and may also decrease gain (or increase
loss) on future dispositions of certain assets to the extent the increased tax basis is allocated to those assets. The IRS may
challenge all or part of these tax basis increases and a court could sustain such a challenge. We have entered into a Tax
Receivable Agreement with vTv Therapeutics Holdings (an entity which was dissolved in October 2015, but to which M & F
became a successor) that will provide for the payment by us to M & F (or certain of its transferees or other assignees) of 85 % of
the amount of cash savings, if any, in U. S. federal, state and local income tax or franchise tax that we actually realize (or, in
some circumstances, we are deemed to realize) as a result of (a) the exchange of Class B common stock, together with the
corresponding number of vI'v Units, for shares of our Class A common stock (or for cash), (b) tax benefits related to imputed
interest deemed to be paid by us as a result of the Tax Receivable Agreement and (c) certain tax benefits attributable to
payments under the Tax Receivable Agreement. Although the actual increase in tax basis and the amount and timing of any
payments under the Tax Receivable Agreement will vary depending upon a number of factors, including the timing of
exchanges, the price of shares of our Class A common stock at the time of the exchange, the nature of the assets, the extent to
which such exchanges are taxable, the tax rates then applicable, and the amount and timing of our income, we expect that the
payments that we may make to M & F could be substantial. M & F generally will not reimburse us for any payments that may
previously have been made under the Tax Receivable Agreement even if the IRS subsequently disallows the tax basis increase
or any other relevant tax item. Instead, any excess cash payments made by us to M & F will be netted against any future cash
payments that we might otherwise be required to make under the terms of the Tax Receivable Agreement. However, we might
not determine that we have effectively made an excess cash payment to M & F for a number of years following the initial time
of such payment. As a result, in certain circumstances we could make payments to M & F under the Tax Receivable Agreement
in excess of our cash tax savings. Our ability to achieve benefits from any tax basis increase and the payments to be made under
the Tax Receivable Agreement, will depend upon a number of factors, including the timing and amount of our future income
and the nature of our assets. To the extent that we are unable to make payments under the Tax Receivable Agreement for any
reason, such payments will be deferred and will accrue interest until paid. In addition, the Tax Receivable Agreement provides
that, upon a merger, asset sale or other form of business combination or certain other changes of control or if, at any time, we
elect an early termination of the Tax Receivable Agreement, our (or our successor’ s) obligations under the Tax Receivable
Agreement with respect to exchanged or acquired Class B common stock, together with the corresponding number of vTv Units
(whether exchanged or acquired before or after such change of control or early termination), would be required to be paid
significantly in advance of the actual realization, if any, of any future tax benefits and would be based on certain assumptions,
including that we would have sufficient taxable income to fully utilize the deductions arising from the increased tax deductions
and tax basis and other benefits related to entering into the Tax Receivable Agreement, and, in the case of certain early
termination elections, that any Class B common stock, together with the corresponding number of vTv Units, that have not been
exchanged will be deemed exchanged for the market value of the Class A common stock at the time of termination.
Consequently, it is possible that the actual cash tax savings realized by us may be significantly less than the corresponding Tax
Receivable Agreement payments. The only asset of the Company is its interest in vI'v LLC, and accordingly it will depend on
distributions from vTv LLC to pay taxes and expenses, including payments under the Tax Receivable Agreement. vIv LLC’ s
ability to make such distributions may be subject to various limitations and restrictions. The Company is a holding company, has
no material assets other than its ownership of vTv Units and has no independent means of generating revenue or cash flow. vTv
LLC is treated as a partnership for U. S. federal income tax purposes and, as such, is not subject to any entity- level U. S. federal
income tax. Instead, taxable income will be allocated to holders of its common units, including us. As a result, we will incur U.
S. federal, state and local income taxes on our allocable share of any net taxable income of vTv LLC. Under the terms of vTv
LLC’ s Amended and Restated LLC Agreement, vTv LLC will be obligated to make tax distributions to holders of its common
units, including us. In addition to tax expenses, we will also incur expenses related to our operations, including expenses under
the Tax Receivable Agreement, which could be significant. We intend, as its managing member, to cause vIv LLC to make
distributions in an amount sufficient to allow us to pay our taxes and operating expenses, including any payments due under the
Tax Receivable Agreement. However, vIv LLC’ s ability to make such distributions may be subject to various limitations and
restrictions including, but not limited to, restrictions on distributions that would either violate any contract or agreement to which
vTv LLC is then a party, including the Loan Agreement or any other potential debt agreements, or any applicable law, or that
would have the effect of rendering vI'v LLC insolvent. If vIv LLC does not distribute sufficient funds for us to pay our taxes or
other liabilities, we may have to borrow funds, which could adversely affect our liquidity and subject us to various restrictions
imposed by any such lenders. To the extent that we are unable to make payments under the Tax Receivable Agreement for any
reason, such payments will be deferred and will accrue interest until paid. Our organizational structure confers certain benefits
upon M & F and certain of its successors and assigns that will not benefit Class A common stockholders to the same extent as it
will benefit M & F. Our organizational structure confers certain benefits upon M & F that will not benefit the holders of our
Class A common stock to the same extent as it will benefit M & F. For example, the Tax Receivable Agreement will provide for
the payment by us to M & F (or certain of its transferees or other assignees) of 85 % of the amount of cash savings, if any, in U.
S. federal, state and local income tax or franchise tax that we actually realize (or, in some circumstances, we are deemed to
realize) as a result of (a) the exchange of Class B common stock, together with the corresponding number of vTv Units, for
shares of our Class A common stock (or for cash), (b) tax benefits related to imputed interest deemed to be paid by us as a result
of the Tax Receivable Agreement and (c) certain tax benefits attributable to payments under the Tax Receivable Agreement.
Although we will retain 15 % of the amount of such tax benefits, it is possible that the interests of M & F may in some
circumstances conflict with our interests and the interests of our other stockholders. For example, M & F may have different tax
positions from us, especially in light of the Tax Receivable Agreement, that could influence their decisions regarding whether
and when we should dispose of assets, whether and when we should incur new or refinance existing indebtedness, and whether



and when we should terminate the Tax Receivable Agreement and accelerate our obligations thereunder. In addition, the
determination of future tax reporting positions, the structuring of future transactions and the handling of any future challenges
by any taxing authority to our tax reporting positions may take into consideration M & F’ s tax or other considerations, which
may differ from the considerations of us or our other stockholders. To the extent that M & F is dissolved or liquidated,
MacAndrews and / or its affiliates will succeed to the rights and obligations of M & F under the Tax Receivable Agreement, and
the same considerations described above apply to any such successor parties. 56



