Risk Factors Comparison 2024-04-01 to 2023-03-31 Form: 10-K

Legend: New Text Remeved-Fext-Unchanged Text Moved Text Section

Investing in our common stock involves a high degree of risk. Before making an investment decision, you should carefully
consider the risks described below, as well as the other information in this prespeetas-annual report . Our business, prospects,
financial condition, or operating results could be harmed by any of these risks, as well as other risks not currently known to us or
that we currently consider immaterial. If any such risks or uncertainties actually occur, our business, prospects, financial
condition or operating results could differ materially from the plans, projections and other forward- looking statements included
in the section titled “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations. ” The trading
price of our common stock could decline significantly due to any of these risks or other factors, and as a result, you may lose all
or part of your investment. Risks related to our financial position and need for additional eapitatOur-—--- .Upon a delisting from
the Nasdaq Capital Market, swe-may-seekto-have-our stock would likely be traded in the over- the- counter inter- dealer
quotation system,more commonly known as the OTC.OTC transactions involve risks in addition to those associated with
transactions in securities traded on the securities exchanges,such as the Nasdaq Capital Market,or,together,Exchange- listed
stocks.Many OTC stocks trade less frequently and in smaller volumes than Exchange- listed stocks.Accordingly,our stock
would be less liquid than it would be otherwise.Also,the prices of OTC stocks are often more volatile than Exchange- listed
stocks.Additionally,institutional investors are usually prohibited from investing in OTC stocks,and it might be more challenging
to raise capital -As-when needed independent registered public accounting firm has expressed substantial doubt about our ability
to continue as a going concern. We may need to seek an in- court or out- of- court restructuring of our liabilities, including
potentially a bankruptcy proceeding, or to substantially reduce or totally cease our operations. We may be forced to
amend, delay, limit, reduce or terminate the scope of our development programs and / or limit or cease our operations if
we are unable to obtaln addltlonal fundmg As of December 31 %922—2023 we had caqh teta-l-mg—of app10x1mate1y $ 5—2 o8

i t 10 ward;-o W We beheve that these—- the anaeﬁnts—net proceeds
from our J anuary 2024 offering . together w1th our ex1stmg assumingreeetptofthe-SBIRAward-funds, will be-sufftetent

enable us to fund our operating expenses and capltal expeﬁdttufe—requn ements into late thlrd bttt—net—t-hfeugh—t-he—seeeﬁd-quarter
or early fourth quarter of 2623-2024 - VeV eot

recurring losses from operations and negative ea@h ﬂow raise iubqtantlal doubt about our ablhty to contlnue as a going concern
without sufficient capital resources. Our independent registered public accounting firm included an explanatory paragraph in its
report on our financial statements for the years ended December 31, 2023 and 2022 ard-2624-, with respect to this uncertainty.
Our ability to continue as a going concern is dependent on our available cash, how well we manage that cash, and our operating
requirements. We will need H-we-are-unable-to raisc additional capital swhenneeded;-we-would-be-foreed-to detay;reduee
continue as a going concern. The failure to obtain sufficient additional funds on commercially acceptable terms to fund
or-our eliminate-operations and satisfy our obligations to creditors may have a material adverse effect on our business,
results of operations and financial condition and jeopardize our ability to continue operations in the near- term. We will
likely need to consider additional cost reduction strategies, which may include, among other actions, amending, delaying,
limiting, reducing, et or researeh-and-terminating our development programs, eemmeretatization-efforts-and we may need
to seek and-- an busittess-in- court or out- of- court restructuring of our liabilities, including potentially a bankruptcy
proceeding, or to substantially reduce or totally cease our operations. In the event of such restructuring activities ,
holders of our common stock and other securities will likely suffer a total loss of their investment . We have incurred
significant losses since inception, and we expect to incur losses over the next several years and may not be able to achieve or
sustain revenues or profitability in the future. Investment in oncology product development is a highly speculative undertaking
and entails substantial upfront capital expenditures and significant risk that any potential therapeutic candidate will fail to
demonstrate adequate effect or an acceptable safety profile, gain regulatory approval or become commercially viable. We are

still in the early stages of development of our thelapeutte eandldate% Ourlead-therapeutie-eandidate; THX—MEL3 8 hasnetyet

dosed 1 p&t-teﬂt'h patlent wrt-h—havmg advanced %ohd tumom : v D
We-expeetiRB-approvabin-the-firsthalf-of2023- We have no product% heen%ed for connnetclal qale and have not generated any
revenue from product sales or otherwise to date, and we continue to incur significant research and development and other
expenses related to our ongoing operations. We finance our current operations with funds obtained primarily thretgh-eurpable
offerings-and-from equity financings eur-SBIR-Award-. We-58We have incurred significant annual net losses in each period
since inception. For the years ended December 31, 2023 and 2022 arnd2024-, our net losses were approximately $ 18. 5 million
and $ 17. 6 million and-$-6—8-mithon, reipectlvely As of December 31, 28222023 , our accumulated deficit was
approximately $ 27-46 . 9-4 million. We expect to continue to incur Slgnlheant losses for the foreseeable future, and we expect
these losses to increase substantially if and as we: e-eendaet-@conduct preclinical studies and clinical trials for our current and
future therapeutic candidates; -e—eentintre-@continue our research and development efforts and submit INDs for future
therapeutic candidates; ®—seelc@seek marketing approvals for any therapeutic candidates that successfully complete clinical



trials; e-butd-@build infrastructure to support sales and marketing for any approved therapeutic candidates; e=seale-@scale up
external manufacturing and distribution capabilities for clinical trials and, if approved, commercial supply of our therapeutic
candidates; e-expand-@expand , maintain and attempt to protect our intellectual property portfolio; e-hire-@hire additional
clinical, regulatory, scientific and other personnel; and-e-operate-and@operate as a public company. 57Beeause--- Because of
the numerous risks and uncertainties associated with biopharmaceutical product development, we are unable to accurately
predict the timing or amount of increased expenses we will incur or when, if ever, we will be able to achieve profitability. Even
if we succeed in eventually commercializing one or more of our therapeutic candidates, we will continue to incur substantial
research and development and other expenditures to develop, seek approval for, and market therapeutic candidates. We may
never succeed in these activities and, even if we succeed in commercializing one or more of our current therapeutic candidates
and any future therapeutic candidates, we may never generate revenues that are significant or large enough to achieve
profitability. In addition, we may encounter unforeseen expenses, difficulties, complications, delays and other known and
unknown challenges that may adversely affect our business. The size of our future net losses will depend, in part, on the rate of
future growth of our expenses and our ability to generate revenue. Our prior losses and expected future losses have had and will
continue to have an adverse effect on stockholders’ equity (deficit). We have never generated any revenue from product sales
and may never be profitable. Our ability to become profitable depends upon our ability to generate revenue. To date, we have
not generated any revenue from any product sales. We have no products approved for commercial sale, and do not anticipate
generating any revenue from product sales until after we have received marketing approval for the commercial sale of a
therapeutic candidate, if ever. Our ability to generate revenue and achieve profitability depends significantly on our success in
achieving a number of goals, including: e-nitiating-@initiating and completing research regarding preclinical and clinical
development of, TTX- MC138 and any future therapeutic candidates; -e-developing-@developing a sustainable and scalable
manufacturing process for TTX- MC138 or our other therapeutic candidates and any future therapeutic candidates, including
establishing and maintaining commercially viable supply and manufacturing relationships with third- parties; elatnehing
Blaunching and commercializing TTX- MC138, our other therapeutic candidates and any future therapeutic candidates for
which we obtain marketing approvals, either directly or with a collaborator or distributor; e-ebtaining-@obtaining market
acceptance of TTX- MC138, our other therapeutic candidates and any future therapeutic candidates as viable treatment options;
-e—addressing-59@addressing any competing technological and market developments; e—4dentifying-Qidentifying , assessing,
acquiring and developing new therapeutic candidates; e-negetiating-@negotiating favorable terms in any collaboration,
licensing, or other arrangements into which we may enter; e-ebtatning-@obtaining , maintaining, attempting protection of, and
expanding our portfolio of intellectual property rights, including patents, trade secrets, and know- how; and-e-attraeting
and@attracting , hiring, and retaining qualified personnel. Even if our current therapeutic candidates or any future therapeutic
candidates that we develop are approved for commercial sale, we anticipate incurring significant costs associated with
commercializing any such therapeutic candidate. Our expenses could increase beyond expectations if we are required by the
FDA or comparable foreign regulatory authorities to change our manufacturing processes or assays, or to perform clinical,
nonclinical, or other types of studies in addition to those that we currently anticipate. If in the future we obtain regulatory
approvals to market TTX- MC138 or other therapeutic candidates, our revenue will be dependent, in part, upon the size of the
markets in the territories for which we gain marketing approval, the price for the product we obtain, the ability to obtain
reimbursement at any price and whether we own the commercial rights for that territory. If the number of addressable patients is
not as significant as we estimate, the indication approved by regulatory authorities is narrower than we expect, the labels for our
current therapeutic candidates and any future therapeutic candidates contain significant safety warnings, regulatory authorities
impose burdensome or restrictive distribution requirements, or the reasonably accepted patient population for treatment is
S8narrowed--- narrowed by competition, physician choice or treatment guidelines, we may not generate significant revenue
from sales of such products, even if approved. If we are not able to generate sufficient revenue from the sale of any approved
products, we could be prevented from or significantly delayed in achieving profitability. Even if we achieve profitability, we
may not be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become and remain profitable
would depress the value of our company and could impair our ability to raise capital, expand our business, maintain our
development efforts, obtain product approvals, diversify our product offerings or continue our operations. A decline in the value
of our company could also cause you to lose all or part of your investment. We will need to raise substantial additional funding.
If we are unable to raise capital when needed, we would be forced to delay, scale back or discontinue some of our therapeutic
candidate development programs or commercialization efforts. The development of pharmaceutical drugs is capital intensive.

As of December 31 %92%2023 we had cash totahng approx1mately $ 5—2 9—8 million —I-ﬁ—Febfuafy—ZG%,—we—feeetved—net—

PP ward We believe that these
amemﬁs—as&ﬂﬁtﬂg—feeetpt—eﬁhe—SB}R—Awafd—funds together with the net proceeds from this offering , will be sufficient to
fund our operating expenses and capital expenditure requirements into bat-netthrough-the seeend-third quarter of 2623-2024 .

As a result, we will need to raise additional capital to continue as a going concern. Unless we receive additional funding, we
may not be able to complete our planned ¥FHH-Phase 1 trial. Further H-we-are-able-to-eomplete-the-trial-, we may only be able
to complete the trial in a small subset of patients and in only one tumor type. Even if completed, we will require additional

funds to advance further. If we are capital constrained, we may not be able to meet our obligations. If we are unable to meet our
obligations, or we experience a disruption in our cash flows, it could limit or halt our ability to continue to develop our
therapeutic candidates or even to continue operations, either of which occurrence would have a material adverse effect on us. We
expect our expenses to continue to increase in connection with our ongoing activities, particularly as we continue the research
and development of, advance the preclinical and clinical activities of, and seek marketing approval for, our current or future
therapeutic candidates. In addition, if we obtain marketing approval for any of our current or future therapeutic candidates, we



expect to incur significant commercialization expenses related to sales, marketing, manufacturing and distribution to the extent
that such sales, marketing, product manufacturing and distribution are not the responsibility of our collaborators. We may also
need to raise additional funds sooner if we choose to pursue additional indications and / or geographies for our current or future
therapeutic candidates or otherwise expand more rapidly than we presently anticipate. Furthermore, we expect to continue to
incur significant costs associated with operating as a public company. If we are unable to raise capital when needed, we would
be forced to delay, scale back or discontinue the development and commercialization of one or more of our therapeutic
candidates, delay our pursuit of potential licenses or acquisitions, or significantly reduce our operations. ©u-600Qur future
capital requirements will depend on and could increase significantly as a result of many factors, including: -e-the-@the scope,
progress, results and costs of drug discovery, preclinical development, laboratory testing and clinical trials for our current or
future therapeutic candidates; -e-the-@the potential additional expenses attributable to adjusting our development plans
(including any supply- related matters) to the COVID- 19 pandemic; e-the-@the scope, prioritization and number of our
research and development programs; -e-the-@the costs, timing and outcome of regulatory review of our current or future
therapeutic candidates; ®-eur-@our ability to establish and maintain collaborations on favorable terms, if at all; e—the-@the
achievement of milestones or occurrence of other developments that trigger payments under any additional collaboration
agreements we obtain; 59-e-the-@the extent to which we are obligated to reimburse, or are entitled to reimbursement of, clinical
trial costs under future collaboration agreements, if any; e-the-@the costs of preparing, filing and prosecuting patent
applications, maintaining and enforcing our intellectual property rights and defending intellectual property- related claims; e-the
@the extent to which we acquire or license other current or future therapeutic candidates and technologies; e-the-@the costs of
securing manufacturing arrangements for commercial production; and@the and-e-the-costs of establishing or contracting for
sales and marketing capabilities if we obtain regulatory approvals to market our current or future therapeutic candidates.
Identifying potential current or future therapeutic candidates , manufacturing, and conducting preclinical testing and clinical
trials is a time- consuming, expensive and uncertain process that takes years to complete, and we may never generate the
necessary data or results required to obtain marketing approval and achieve drug sales. In addition, our current or future
therapeutic candidates, if approved, may not achieve commercial success. Our commercial revenues, if any, will be derived
from sales of drugs that we do not expect to be commercially available for many years, if ever. Accordingly, we will need to
continue to rely on additional funding to achieve our business objectives. Any additional fundraising efforts may divert our
management from their day- to- day activities, which may adversely affect our ability to develop and commercialize our current
or future therapeutic candidates. Disruptions in the financial markets in general ;and-those-due-to-the-COVID-—9-pandemiein
parttentar;-have made equity and debt financing more difficult to obtain and may have a material adverse effect on our ability to
meet our fundraising needs. We cannot guarantee that future financing will be available in sufficient amounts or on terms
favorable to us, if at all. Moreover, the terms of any financing may adversely affect the holdings or the rights of our stockholders
and the issuance of additional securities, whether equity or debt, by us, or the possibility of such issuance, may cause the market
price of our shares to decline. The sale of additional equity or convertible securities would dilute all of our stockholders. The
incurrence of indebtedness could result in fixed payment obligations and we may be required to agree to certain restrictive
covenants, such as limitations on our ability to incur additional debt, limitations on our ability to acquire, sell or license
intellectual property rights and other operating restrictions that could adversely impact our ability to conduct our business. We
could also be required to seek funds through arrangements with collaborators or otherwise at an earlier stage than otherwise
would be desirable and we may be required to relinquish rights to some of our technologies or current or future therapeutic
candidates or otherwise agree to terms unfavorable to us, any of which may have a material adverse effect on our business,
operating results and prospects. H-61If we are unable to obtain funding on a timely basis, we may be required to significantly
delay, scale back or discontinue one or more of our research or development programs or the commercialization of any
therapeutic candidates or be unable to expand our operations or otherwise capitalize on our business opportunities, as desired,
which could materially affect our business, financial condition and results of operations. The amount of our future losses is
uncertain, and our quarterly operating results may fluctuate significantly or may fall below the expectations of investors or
securities analysts, each of which may cause our stock price to fluctuate or decline. Our quarterly and annual operating results
may fluctuate significantly in the future due to a variety of factors, many of which are outside of our control and may be difficult
to predict, including the following: -e-the-@the timing and success or failure of clinical trials for our therapeutic candidates or
competing therapeutic candidates, or any other change in the competitive landscape of our industry, including consolidation
among our competitors or partners; e-eur-@our ability to successfully recruit and retain subjects for clinical trials, and any
delays caused by difficulties in such efforts; e-etr-@our ability to obtain marketing approval for our therapeutic candidates, and
the timing and scope of any such approvals we may receive; 66-e-the-@the timing and cost of, and level of investment in,
research and development activities relating to our therapeutic candidates, which may change from time to time; -e-the-@the cost
of manufacturing our therapeutic candidates, which may vary depending on the quantity of production and the terms of our
agreements with manufacturers; e-@the quality and stability of our manufactured therapeutic candidates; eur-Qour ability
to attract, hire and retain qualified personnel; e-expenditures-@expenditures that we will or may incur to develop additional
therapeutic candidates; o-the-@the level of demand for our therapeutic candidates should they receive approval, which may vary
significantly; e-the-@the risk / benefit profile, cost and reimbursement policies with respect to our therapeutic candidates, if
approved, and existing and potential future therapeutics that compete with our therapeutic candidates; -e-general-@general
market conditions or extraordinary external events, such as a recession or the COVID- 19 pandemic; e-the-@the changing and
volatile U. S. and global economic environments; and-e—fatare-and@future accounting pronouncements or changes in our
accounting policies. The cumulative effects of these factors could result in large fluctuations and unpredictability in our
quarterly and annual operating results. As a result, comparing our operating results on a period- to- period basis may not be
meaningful. This variability and unpredictability could also result in our failing to meet the expectations of industry or financial



analysts or investors for any period. If our revenue or operating results fall below the expectations of analysts or investors or
below any forecasts we may provide to the market, or if the forecasts we provide to the market are below the expectations of
analysts or investors, the price of our common stock could decline substantially. Such a stock price decline could occur even if
we meet any guidance we may have provided publicly previously. Risks-62Risks related to research and development and the
biopharmaceutical industryOur limited operating history may make it difficult for you to evaluate the success of our business to
date and to assess our future viability. We are an early, clinical- stage oncology company with a limited operating history. We
commenced operations in 2016, and until eur IPO, our operations were te-date-have-been-limited to organizing and staffing our
company, business planning, raising capital, conducting limited discovery and research activities, filing patent applications,
identifying potential therapeutlc candidates, undertaklng precllnlcal studles and preparing for clinical trials, process
development and estab Rg-atrangements e manufacturmg of initial quantities of our
therapeutic candidates and component materlals Our lead therapeutlc candldate TTX- MC138, is currently in the early stages
of clinical development. We have not yet demonstrated our ability to successfully eenduet-er-complete any clinical trials, obtain
marketing approvals, manufacture a commercial- scale product or arrange for a third- party to do so on our behalf, or conduct
sales, marketing and distribution activities necessary for successful product commercialization. Consequently, any predictions
you make about our future success or viability may not be as accurate as they could be if we had a longer operating history.
Investment in oncology product development is a highly speculative undertaking and entails substantial upfront capital
expenditures and significant risk that any potential therapeutic candidate will fail to demonstrate adequate effect or an acceptable
safety profile, gain regulatory approval and become commercially viable. We are unable to predict the full range of risks that
may emerge, and we cannot guarantee that we will meet or achieve the clinical or commercial results we expect. The future of
our business depends on us successfully developing, obtaining marketing approval for, and marketing profitably our therapeutic
candidates. This requires many complex scientific activities, successful pursuit of regulatory approvals, appropriate market
assessments, the strategic management of intellectual property and financial resources and effective management of many other
aspects of our business. Products for which we receive regulatory approval must demonstrate safety and éteffieaey—-- efficacy .
Competitively, the products must improve patient outcomes, deliver benefits to intended customers, maintain an affordable
price, and be superior to competitive products. To be successful, we must also be effective in driving awareness of our
therapeutics to achieve market adoption for our approved products and to be profitable. The risks of missteps, setbacks, errors
and failings with respect to any aspect of managing our business are an inherent part of attempted innovation in the life sciences
industry. We may encounter unforeseen expenses, difficulties, complications, delays and other unknown factors that may
materially and adversely affect our business. In addition, as an early- stage business, we may encounter unforeseen expenses,
difficulties, complications, delays and other known and unknown factors. We will need to transition at some point from a
company with a research and development focus to a company capable of supporting commercial activities. We may not be
successful in such a transition. We expect our financial condition and operating results to continue to fluctuate significantly from
quarter to quarter and year to year due to a variety of factors, many of which are beyond our control. Accordingly, you should
not rely upon the results of any quarterly or annual periods as indications of future operating performance. Because our
therapeutic candidates are in an early stage of development, there is a high risk of failure, and we may never succeed in
developing marketable products or generating therapeutic revenues. Our therapeutic candidates are development- stage
technologies which require more, complex future development as well as regulatory approval prior to commercialization. It is
impossible to fully mitigate the risks associated with bringing forward new technology and developing therapeutic candidates.
These therapeutic candidates may fail at any point in development , manufacturing or in clinical trials. Therefore, there is no
assurance that any of our therapeutic candidates will be successfully developed, be approved or cleared for sale by regulators, be
accepted in the market or be profitable. Any delay or setback in the development of a product- candidate could materially
adversely affect us. We may not be successful in our efforts to identify or discover additional therapeutic candidates or we may
expend our limited resources to pursue a particular therapeutic candidate or indication and fail to capitalize on therapeutic
candidates or indications that may be more profitable or for which there is a greater likelihood of success. 1-63In addition to
development risks, we also face the risk that existing or evolving drug regulations may create barriers to licensure that we are
unable to overcome, making it impossible for us to license any product we develop. Our therapeutic candidates may fail in
clinical trials. We may never achieve the product claims necessary to successfully launch any products commercially. We may
not succeed in changing the practice of medicine such that our products are adopted as we anticipate. The data we generate in
our clinical programs may not be viewed by physicians as strong enough for them to use and by third- party payers as effective
enough for them to reimburse the cost of our products. Further, changes in the practice of medicine may render our approved
products obsolete. We also face the risk of: e-eempetiters-@competitors introducing technologies which render our
development efforts or approved products obsolete; e-data-@data from our clinical trials not being strong enough to support
therapeutic approval or the marketing claims needed for market success and to achieve our financial projections; and@being
and-e-beinrg-unable to manufacture or supply, or have manufactured or supplied on our behalf, approved products cost-
effectively. Our business is highly dependent on the success of TTX- MC138, our lead candidate which is at the early stages of
development. All of our therapeutic candidates may require significant additional manufacturing, preclinical and clinical
development before we may be able to seek regulatory approval for and launch a product commercially. We currently have no
products that are approved for commercial sale and may never be able to develop marketable products. We are very early in our
development efforts, and only one of our therapeutic candidates, TTX- MC138, is in preeknteal---- clinical development with
and-- an open has-Phase yetto-be-testedinhmans-0 clinical trial and a planned Phase 1 clinical trial . [ we are unable to
successfully develop, obtain regulatory approval for , and commercialize TTX- 62MEE38—- MC138 , or we experience
significant delays in doing so, our business will be materially harmed. Advancing TTX- MC138 will require substantial
investment before we can seek regulatory approval and potentially launch commercial sales. Further development of TTX-




MC138 will require production scaleup, clinical studies, regulatory review and approval in the U. S. and other jurisdictions,
development of sufficient commercial manufacturing capacity, and significant marketing efforts before we can generate any
revenue from product sales, if approved. In developing TTX- MC138, among other risks, we may not be successful in
synthesizing or producing the components of our proprietary formulation, or there may be toxicology issues from key
components of our formulation that we have not anticipated. We have not tested-manufactured TTX- MC138 using the current
synthesis protocol, production processes, equipment and materials in the larger quantities that would be necessary to meet
clinical trial treatment demands for all anticipated patients. We may experience setbacks that could delay or prevent regulatory
approval of, or our ability to commercialize, our therapeutic candidates, including: e-sregative-@negative or inconclusive results
from our preclinical studies or clinical trials or positive results from the clinical trials of others for competing therapeutic
candidates similar to ours, leading to their approval and a possible decision by us to conduct additional preclinical testing or
clinical trials or abandon a program; e-side-@side effects related to our therapeutic candidates experienced by patients or
subjects in our clinical trials or by individuals using drugs or therapeutics that we, the FDA, other regulators or others view as
relevant to the development of our therapeutic candidates; e-delass-@delays in submitting IND applications or comparable
foreign applications or delays or failure in obtaining the necessary approvals from regulators to commence a clinical trial, or a
suspension or termination of a clinical trial once commenced; e-eendittons-@conditions imposed by the FDA or comparable
foreign authorities regarding the scope or design of our clinical trials, including our clinical endpoints; e-delays-@delays in
enrolling subjects in clinical trials, including due to the COVID- 19 pandemic; 64@high e-high-drop- out rates of subjects from
clinical trials; e-inadeguate-@inadequate supply or quality of therapeutic candidates or other materials necessary for the
conduct of our clinical trials; e-greater-@greater than anticipated clinical trial costs; e-inabitity-@inability to compete with
other therapies; ®-peer-@poor cfficacy of our therapeutic candidates during clinical trials; e-triab-@trial results taking longer
than anticipated; e-trials-@trials being subjected to fraud or data capture failure or other technical mishaps leading to the
invalidation of our trials in whole or in part; e-unfaverable-@unfavorable FDA or other regulatory agency inspection and
review of a clinical trial site; -e—fatlure-@failure of our third- party contractors or investigators to comply with regulatory
requirements or otherwise meet their contractual obligations in a timely manner, or at all; e-delass-@delays related to the impact
of the spread of the COVID- 19 pandemic, including the impact of COVID- 19 on the FDA’ s ability to continue its normal
operations; 63-e-delays-@delays and changes in regulatory requirements, policy and guidelines, including the imposition of
additional regulatory oversight around clinical development generally or with respect to our technology in particular; er-e-
varying-or@varying interpretations of data by the FDA and similar foreign regulatory agencies. We do not have complete
control over many of these factors, including certain aspects of clinical development and the regulatory submission process,
potential threats to our intellectual property rights and our manufacturing, marketing, distribution and sales efforts or that of any
future collaborator. Our therapeutic candidates may cause undesirable side effects or death or have other properties that could
halt their clinical development, prevent their regulatory approval, limit their commercial potential or result in significant
negative consequences. Undesirable side effects or death caused by any of our therapeutic candidates could cause IRBs, our
contract research organizations, or CROs, the FDA or other regulatory authorities to interrupt, delay or discontinue clinical trials
and could result in the denial of regulatory approval for our therapeutic candidates. This, in turn, could prevent us from
commercializing our therapeutic candidates and generating revenues from their sale. Also, any of these events could prevent us
from achieving or maintaining market acceptance of the affected product or could substantially increase the costs and expenses
of commercializing the product, which in turn could delay or prevent us from becoming profitable. €linieal-65Clinical
development involves a lengthy, complex and expensive process, with an uncertain outcome, and the results of preclinical
studies and early- stage clinical trials of our therapeutic candidates may not be predictive of the results of later- stage clinical
trials. To obtain the requisite regulatory approvals to commercialize any therapeutic candidates, we must demonstrate through
extensive preclinical studies and clinical trials that our therapeutic candidates are safe and effective in humans. Clinical trials are
expensive and can take many years to complete, and its outcome is inherently uncertain. In particular, the general approach for
FDA approval of a new drug is dispositive data from two well- controlled, Phase 3 clinical trials of the relevant drug in the
relevant patient population. Phase 3 clinical trials typically involve hundreds of patients, have significant costs and take years to
complete. A therapeutic candidate can fail at any stage of testing, even after observing promising signals of activity in earlier
preclinical studies or clinical trials. The results of preclinical studies and early clinical trials of our therapeutic candidates may
not be predictive of the results of later- stage clinical trials. In addition, initial success in clinical trials may not be indicative of
results obtained when such trials are completed. There is typically an extremely high rate of attrition from the failure of
therapeutic candidates proceeding through clinical trials. Therapeutic candidates in later stages of clinical trials may fail to show
the desired safety and efficacy profile despite having progressed through preclinical studies and initial clinical trials. A number
of companies in the biotechnology and biopharmaceutical industries have suffered significant setbacks in advanced clinical trials
due to lack of efficacy or unacceptable safety issues, notwithstanding promising results in earlier trials. Most therapeutic
candidates that commence clinical trials are never approved as therapeutic products, and there can be no assurance that any of
our future clinical trials will ultimately be successful or support further clinical development of TTX- MC138 or any of our
other therapeutic candidates. Therapeutic candidates that appear promising in the early phases of development may fail to reach
the market for several reasons, including: e-preelinteat-@preclinical studies or clinical trials may show the therapeutic
candidates to be less effective than expected (e. g., a clinical trial could fail to meet its primary endpoint (s)) or to have
unacceptable side effects or toxicities; e—fatkare-Bfailure to establish clinical endpoints that applicable regulatory authorities
would consider clinically meaningful; e-fathure-Ofailure to receive the necessary regulatory approvals; e-manufaeturing
Omanufacturing costs, development, scaling and formulation issues, pricing or reimbursement issues, or other factors that
make a therapeutic candidate uneconomical; and@the and-e-the-proprietary rights of others and their competing products and
technologies that may prevent one of our therapeutic candidates from being commercialized. 643-In addition, differences in



trial design between early- stage clinical trials and later- stage clinical trials make it difficult to extrapolate the results of earlier
clinical trials to later clinical trials. Our FIH clinical trial with radiolabeled TTC- MC138 is designed as a single dese
microdose trial, the purpose of which is to demonstrate safety and proof of delivery of TTX- MC138 to metastatic lesions. This
design is not meant or expected to produce efficacy signals or to show that TTX- MC138 reaches into metastatic tumor cells
although these may occur . Our planned Phase 1 clinical trial with TTX- MC138 is a Bayesian Optimal Interval Design, or
BOIN design, with dose escalation and expansion . Moreover, clinical data are often susceptible to varying interpretations and
analyses, and many companies that have believed their therapeutic candidates performed satisfactorily in clinical trials have
nonetheless failed to obtain marketing approval of their products. Additionally, we expect that some of our trials will be open-
label studies, where both the patient and investigator know whether the patient is receiving the investigational therapeutic
candidate as a monotherapy or in combination with an existing approved drug. Most typically, open- label clinical trials test only
the investigational therapeutic candidate and sometimes do so at different dose levels. Open- label clinical trials are subject to
various limitations that may exaggerate any therapeutic effect as patients in open- label clinical trials are aware when they are
receiving treatment. In addition, open- label clinical trials may be subject to an *“ investigator bias ” where those assessing and
reviewing the physiological outcomes of the clinical trials are aware of which patients have received treatment and may interpret
the information of the treated group more favorably given this knowledge. Therefore, it is possible that positive results observed
in open- label trials will not be replicated in later placebo- controlled trials. #-66In addition, the standards that the FDA and
comparable foreign regulatory authorities use when regulating our therapeutic candidates require judgment and can change,
which makes it difficult to predict with certainty how they will be applied. Although we are initially focusing our efforts on
development of small- molecule drug products, we may in the future pursue development of biological products, which could
make us subject to additional regulatory requirements. Any analysis we perform of data from preclinical and clinical activities is
subject to confirmation and interpretation by regulatory authorities, which could delay, limit or prevent regulatory approval. We
may also encounter unexpected delays or increased costs due to new government regulations. Examples of such regulations
include future legislation or administrative action, or changes in FDA policy during the period of product development and FDA
regulatory review. We cannot predict whether legislative changes will be enacted, or whether FDA or foreign regulations,
guidance or interpretations will be changed, or what the impact of such changes, if any, may be. The FDA may also require a
panel of experts, referred to as an Advisory Committee, to deliberate on the adequacy of the safety and efficacy data to support
approval. The opinion of the Advisory Committee, although not binding, may have a significant impact on our ability to obtain
approval of any therapeutic candidates that we develop. We may seek to conduct clinical trials in foreign countries, as well as in
the United States. If we continue to seek to conduct clinical trials in foreign countries or pursue marketing approvals in foreign
jurisdictions, we must comply with numerous foreign regulatory requirements governing, among other things, the conduct of
clinical trials, manufacturing and marketing authorization, pricing and third- party reimbursement. The foreign regulatory
approval process varies among countries and may include all of the risks associated with FDA approval described above as well
as risks attributable to the satisfaction of local regulations in foreign jurisdictions. Moreover, the time required to obtain
approval from foreign regulatory agencies may differ from that required to obtain FDA approval. Approval by the FDA does not
ensure approval by regulatory authorities outside the United States and vice versa. Successful completion of clinical trials is a
prerequisite to submitting a marketing application to the FDA and similar marketing applications to comparable foreign
regulatory authorities, for each therapeutic candidate and, consequently, the ultimate approval and commercial marketing of any
therapeutic candidates. We may experience negative or inconclusive results, which may result in our deciding, or our being
required by regulators, to conduct additional clinical studies or trials or abandon some or all of our product development
programs, which could have a material adverse effect on our business. Caution should be taken when interpreting the
preliminary results of our preclinical studies or clinical trials, including our Phase 0 trial. These data may differ from
future results of this study, or different conclusions or considerations may qualify such results, once additional data have
been received and fully evaluated. From time to time, we may publicly disclose interim, preliminary or topline data from
our preclinical studies and clinical trials, including our Phase 0 trial with radiolabeled TTX- MC138, which are based on
preliminary analyses of then- available data. These results and related findings and conclusions are subject to change
following more comprehensive reviews of the data related to the particular study or trial. We also make assumptions,
estimations, calculations and conclusions as part of our analyses of data, and we may not have received or had the
opportunity to fully and carefully evaluate all data. As a result, the interim, preliminary or topline results that we report
may differ from future results of the same studies, or different conclusions or considerations may qualify such results
once additional data have been received and fully evaluated. Interim data from studies or trials that we may complete,
such as our Phase 0 trial for TTX- MC138, are subject to the risk that one or more of the clinical outcomes may
materially change as patient enrollment continues and more patient data becomes available or as patients from our
clinical trials continue other treatments for their disease. The final results of the trial may not be as positive as the
interim data and these differences could be meaningful. Topline data from completed studies remain subject to audit
and verification procedures that may result in the final data being materially different from the topline data we
previously published. As a result, preliminary and topline data should be viewed with caution until the final data are
available. Further, others, including regulatory agencies, may not accept or agree with our assumptions, estimates,
calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which could impact
the value of the particular program, the approvability or commercialization of the particular product candidate or
product and our company in general. In addition, the information we choose to publicly disclose regarding a particular
study or clinical trial is typically based on extensive data, and you or others may not agree with what we determine is
material or otherwise appropriate information to include in our disclosure. 67If the interim, preliminary or topline data
that we report differs from subsequent results, or if others, including regulatory authorities, disagree with the



conclusions we reach, our ability to seek and obtain approval for, and commercialize, our product candidates may be
harmed, which could harm our business, operating results, prospects or financial condition. In addition, disclosure of
interim, preliminary or topline data by us or by our competitors could result in volatility in the price of our common
stock. If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could be delayed or
otherwise adversely affected. We may experience difficulties in patient enrollment in our clinical trials for many a-variety-of
reasons. The number of qualified clinical trial investigators and sites is limited. We expect to conduct some of our clinical trials
at the same clinical trial sites that some of our competitors use. This could reduce the number of patients available for our
clinical trials at such clinical trial site. Clinical trials of other companies may be in similar therapeutic areas as ours. This
competition will reduce the number and types of patients and qualified clinical investigators available to us because some
patients who might have opted to enroll in our trials may instead opt to enroll in a trial being conducted by a competitor or
clinical trial sites may not allow us to conduct our clinical trial at such site if competing trials are already being conducted there.
65We-We may also encounter difficulties finding a clinical trial site at which to conduct our trials. Because our therapeutics
represent a departure from more commonly used methods for cancer treatment, potential patients and their doctors may be
inclined to use conventional therapies, such as checkpoint inhibitors, chemotherapy, radiation and monoclonal antibodies, rather
than enroll patients in any of our clinical trials. Delays in patient enrollment may result in increased costs or may affect the
timing or outcome of our planned clinical trials, which could prevent completion of these clinical trials and adversely affect our
ability to advance the development of our therapeutic or any other future versions of it. Our preclinical studies of, and clinical
trials , if any, with, any of our therapeutlc candldates may fail to demonstrate adequately the safety, potency, purity and
efﬁcacy necessary of-any vent-or-for detay-continued and timely development,
regulatory approval and commercialization. Smce the number of subj ects that we plan to dose in our planned Phase 0 and Phase
1 clinical trials of TTX- MC138 is relatively small, the results from such clinical trials, once completed, may be less reliable
than results achieved in larger clinical trials, which may hinder our efforts to obtain regulatory approval for our therapeutic
candidates. Due to our limited resources and access to capital, we must make decisions on the allocation of resources to certain
programs and therapeutic candidates; these decisions may prove to be wrong and may adversely affect our business. We have
limited financial and human resources and intend to initially focus on research programs and therapeutic candidates for a limited
set of indications. As a result, we may forgo or delay pursuit of opportunities with other therapeutic candidates or for other
indications that later prove to have greater commercial potential or a greater likelihood of success. In addition, we may seek to
accelerate our development timelines, including by initiating certain clinical trials of our therapeutic candidates before earlier-
stage studies have been completed. This approach may cause us to commit significant resources to prepare for and conduct later-
stage trials for one or more therapeutic candidates that subsequently fail earlier- stage clinical testing. Therefore, our resource
allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities or
expend resources on therapeutic candidates that are not viable. There can be no assurance that we will ever be able to identify
additional therapeutic opportunities for our therapeutic candidates or to develop suitable potential therapeutic candidates through
internal research programs, which could materially adversely affect our future growth and prospects. We may focus our efforts
and resources on potential therapeutic candidates or other potential programs that ultimately prove to be unsuccessful. We-68We
may incur additional costs or experience delays in completing, or ultimately be unable to complete, the development and
commercialization of TTX- MC138 or any of our other therapeutic candidates in development. Clinical trials are required to
apply for regulatory approval to market TTX- MC138 or any of our other therapeutic candidates. Clinical trials are expensive,
difficult to design and implement, can take many years to complete and are uncertain as to outcome. We do not know whether
any clinical trials we begin will continue as planned, will need to be restructured or will be completed on schedule or at all.
Significant clinical trial delays also could allow competitors to bring products to market before we do and could impair our
ability to successfully commermahze our therapeutlc candldates any of which could materlally harm our business. GRGs—have

There is no assurance that we W111 not experience addltlonal or other delays We also may experience numerous unforeseen
events during, or as a result of, any future clinical trials that could delay or prevent our ability to receive marketing approval for,
or to commercialize, TTX- MC138 or any of our other therapeutic candidates in development, including: e-regutators
@regulators , IRBs, or ethics committees may not authorize us or our investigators to commence a clinical trial or conduct a
clinical trial at a prospective trial site; 66-o-the-@the FDA or other comparable regulatory authorities may disagree with our
clinical trial design, including with respect to dosing levels administered in our planned clinical trials, which may delay or
prevent us from initiating our clinical trials with our originally intended trial design; e-we-@we may experience delays in
reaching, or fail to reach, agreement on acceptable terms with prospective trial sites and prospective CROs, which can be subject
to extensive negotiation and may vary significantly among different CROs and trial sites; o-the-@the number of subjects
required for clinical trials of any therapeutic candidates may be larger than we anticipate, or subjects may drop out of these
clinical trials or fail to return for post- treatment follow- up at a higher rate than we anticipate; ®-e#+@our third- party
contractors may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely manner, or at
all, or may deviate from the clinical trial protocol or drop out of the trial, which may require that we add new clinical trial sites
or investigators; e—dwe-@due to the impact of the COVID- 19 pandemic, we have experienced delays in our preclinical
development, including access to our lab and access to our animal facility, and may continue to experience delays and
interruptions to our preclinical studies and clinical trials, we may experience delays or interruptions to our manufacturing supply
chain, or we could suffer delays in reaching, or we may fail to reach, agreement on acceptable terms with third- party service
providers on whom we rely; e-detays-@delays and interruptions to our clinical trials could extend the duration of the trials and
increase the overall costs to finish the trials as our fixed costs are not substantially reduced during delays; e-we-@we may elect



to, or regulators, IRBs, Data Safety Monitoring Boards, or DSMBs, or ethics committees may require that we or our
investigators, suspend or terminate clinical research or trials for various reasons, including noncompliance with regulatory
requirements or a finding that the participants are being exposed to unacceptable health risks; e-we-@we may not have the
financial resources available to begin and complete the planned trials, or the cost of clinical trials of any therapeutic candidates
may be greater than we anticipate; o-the-@the supply or quality of our therapeutic candidates or other materials necessary to
conduct clinical trials of our therapeutic candidates may be insufficient or inadequate to initiate or complete a given clinical trial;
and@the and-e-the-FDA or other comparable foreign regulatory authorities may require us to submit additional data such as
long- term toxicology studies or may impose other requirements before permitting us to initiate a clinical trial. ©u+-69Qur
product development costs will increase if we experience delays in clinical trials or in obtaining marketing approvals. We do not
know whether any of our clinical trials will begin as planned, will need to be restructured or will be completed on schedule, or at
all. If we do not achieve our product development goals in the time frames we announce and expect, the approval and
commercialization of our therapeutic candidates may be delayed or prevented entirely. Significant clinical trial delays also could
shorten any periods during which we may have the exclusive right to commercialize our therapeutic candidates and may allow
our competitors to bring products to market before we do, potentially impairing our ability to successfully commercialize our
therapeutic candidates and harming our business and results of operations. Any delays in our clinical development programs
may harm our business, financial condition and results of operations significantly. Changes in methods of therapeutic candidate
manufacturing or formulation may result in additional costs or delay. As therapeutic candidates progress through preclinical to
late- stage clinical trials to marketing approval and commercialization, various aspects of the development program, such as
manufacturing methods and the product’ s formulation, may be altered along the way in an effort to optimize yield,
manufacturing batch size, minimize costs and achieve consistent quality and results. These changes carry the risk that they will
not achieve their intended objectives. Any of these changes could cause our therapeutic candidates to perform differently and
affect the results of planned clinical trials or other future clinical trials conducted with the altered materials. This could delay
completion of clinical trials, require the conduct of bridging clinical trials or the repetition of one or more clinical 67trials—-
trials , increase clinical trial costs, delay approval of our therapeutic candidates and jeopardize our ability to commercialize our
therapeutic candidates and generate revenue. In addition, there are risks associated with process development and large- scale
manufacturing for clinical trials or commercial scale including, among others, cost overruns, potential problems with process
scale- up, process reproducibility, stability issues, compliance with current good manufacturing practice, or cGMP,
requirements, lot consistency and timely availability of raw materials. Even if we obtain marketing approval for any of our
therapeutic candidates, there is no assurance that our third- party manufacturers will be able to manufacture the approved
product to specifications acceptable to the FDA or other comparable foreign regulatory authorities, to produce it in sufficient
quantities to meet the requirements for the potential commercial launch of the product or to meet potential future demand. If our
contract manufacturers are unable to produce sufficient quantities for clinical trials or for commercialization, our development
and commercialization efforts would be impaired, which would have an adverse effect on our business, financial condition,
results of operations and growth prospects. Quality problems could delay or prevent delivery of our products to clinical trials or
the market. Quality is important due to (i) the serious and costly consequences of process or product failure and (ii) it being one
required element of the regulatory approval process. Receiving quality certifications is critical to the development and
marketing success of our technologies. If we fail to meet existing or future quality standards, development or commercialization
of our technologies could be materially and adversely affected. We are required to comply with FDA’ s good clinical practice, or
GCP, regulations for our clinical programs. As it relates to the manufacturing of both our drug substance and drug product, we
are required to adhere to FDA” s current good manufacturing practice, or cGMP , regulations. Additionally, we must follow
guidelines promulgated by the International Council for Harmonization of Technical Requirements for Pharmaceuticals for
Human Use, or ICH Guidelines. The ICH Guidelines to which we are subject are ICH E6 (R2) and ICH E8 (R1), “ Designing
quality into clinical studies, ” for all tasks related to clinical programs, and ICH Q7 for the manufacture of our drug substance
and drug product. We need to implement a quality system designed to meet applicable requirements to conduct clinical trials and
sell any therapeutic and diagnostic candidates for which we obtain approval in the U. S., Europe and in other countries. We
cannot guarantee that our development standards, processes and procedures will meet applicable requirements for regulatory
approval in any jurisdiction or that they will mitigate all of the risks associated with the development and commercialization of
our therapeutic candidates. Even if we receive quality certifications, we could subsequently lose them or be required to take
corrective actions if we do not continue to meet the requirements under applicable standards. If we fail to meet applicable
quality requirements, it could have a material adverse effect on us. We-70We may not be successful in our efforts to identify or
discover additional therapeutic candidates in the future. Our research programs may initially show promise in identifying
potential therapeutic candidates, yet fail to yield therapeutic candidates for clinical development for a number of reasons,
including: e-eur-@our inability to design such therapeutic candidates with the pharmacological properties that we desire or
attractive pharmacokinetics; e-ear-@our inability to design and develop a suitable manufacturing process; er-e-petentiat
or@potential therapeutic candidates may, on further study, be shown to have harmful side effects or other characteristics that
indicate that they are unlikely to be medicines that will receive marketing approval and achieve market acceptance. Research
programs to identify new therapeutic candidates require substantial technical, financial and human resources. If we are unable to
identify suitable compounds for preclinical and clinical development, we will not be able to obtain product revenue in future
periods, which likely would result in significant harm to our financial position and adversely impact our stock price. 68H-If
product liability lawsuits are brought against us, we may incur substantial financial or other liabilities and may be required to
limit commercialization of our therapeutic candidates. We face an inherent risk of product liability once we begin testing TTX-
MC138 and any of our other therapeutic candidates in clinical trials and will face an even greater risk if we commercialize any
products. For example, we may be sued if our therapeutic candidates cause or are perceived to cause injury or are found to be



otherwise unsuitable during clinical trials, 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 or 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 therapeutic candidates. Even a successful defense of these claims would require significant financial and management
resources. Regardless of the merits or eventual outcome, liability claims may result in: e—nabiit-@inability to bring a
therapeutic candidate to the market; e-deereased-@decreased demand for our products; e-njury-@injury to our reputation;
writhdrawal-@withdrawal of clinical trial subjects and inability to continue clinical trials; e—nttatien-@initiation of
investigations by regulators; e-@regulatory or IRB action resulting in a clinical trial being placed on clinical hold; fines
Ofines , injunctions or criminal penalties; e-eests-@costs to defend the related litigation; e-diverston-@diversion of
management’ s time and our resources; e-substanttal-@substantial monetary awards to trial participants; e-preduet-@product
recalls, withdrawals or labeling, marketing or promotional restrictions; 71@loss edess-of revenue; e-exhaustion-@exhaustion of
any available insurance and our capital resources; ®-the-@the inability to commercialize any therapeutic candidate, if approved;
and-e-deeline-and@decline in our share price. Our inability to obtain sufficient product liability insurance at an acceptable cost
to protect against potential product liability claims could prevent or inhibit the commercialization of products we develop. We
will need to obtain insurance for clinical trials as TTX- MC138, and any of our other therapeutic candidates begin clinical
development. However, we may be unable to obtain, or may obtain on unfavorable terms, clinical trial insurance in amounts
adequate to cover any liabilities from any of our clinical trials. Our insurance policies may also have various exclusions, and we
may be subject to a product liability claim for which we have no coverage. We may 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. Even if our agreements with any future corporate collaborators
entitle us to indemnification against losses, such indemnification may not be available or adequate should any claim arise.
69Risks—-- Risks related to regulatory approval, healthcare regulations and ongoing regulatory complianceWe are very early in
our development efforts. A#-Only one of our therapeutic candidates has reached are-stitbinpreelinteat--- clinical development.
If we are unable to advance our therapeutic candidates to clinical development, obtain regulatory approval and ultimately
commercialize our therapeutic candidates or experience significant delays in doing so, our business will be materially harmed.
We have very limited experience in conducting and managing the clinical trials necessary to obtain regulatory approvals,
including approval by the FDA, and, as a company, we have no experience in obtaining approval of any product- candidate. The
time required to obtain FDA and other approvals is unpredictable but typically takes one or more years following completion of
clinical trials, depending upon the type, complexity and novelty of the product- candidate. We may encounter delays or
rejections during any stage of the-regulatory review and approval process based upon the failure of clinical or laboratory data to
demonstrate compliance with, or upon the failure of a product- candidate to meet, FDA requirements for safety, efficacy and
quality. The standards that the FDA and its foreign counterparts use when regulating us are not always applied predictably or
uniformly and can change. Because the therapeutic candidates we are developing may represent a new class of drug, the FDA
and its foreign counterparts have not yet established any definitive relevant policies, practices or guidelines in relation to these
therapeutic candidates. The lack of policies, practices or guidelines may hinder or slow review by the FDA of regulatory filings
that we may submit. Moreover, the FDA may respond to these submissions by defining requirements we may not have
anticipated. Such responses could lead to significant delays in and added costs for the clinical development of our therapeutic
candidates. Any analysis of data from preclinical and clinical activities that we perform is subject to confirmation and
interpretation by regulatory authorities, which could delay, limit or prevent regulatory approval. We may also encounter
unexpected delays or increased costs due to new government regulations, for example, from future legislation or administrative
action, or from changes in FDA policy during the period of product development, clinical trials and FDA regulatory review. It is
impossible to predict whether legislative changes will be enacted, or whether FDA or foreign regulations, guidance or
interpretations will be changed, or what the impact of such changes, if any, may be. In addition, the FDA may delay, limit, or
deny approval of an IND or a product- candidate for many reasons, including: e-disagreement-@disagreement with the design
or implementation of clinical trials; e-we-@we may be unable to demonstrate to the satisfaction of the FDA that a product-
candidate is safe and effective for any indication; e-we-@we may be unable to demonstrate that a product- candidate’ s clinical
and other benefits outweigh its safety risks; 72@the o-the-FDA may disagree with our interpretation of data from
manufacturing results, preclinical studies or clinical trials; e-the-@the results of our clinical trials may not demonstrate the
safety or efficacy required by the FDA for approval; or@the ere-the-FDA may find deficiencies in our manufacturing processes
or facilities; and the FDA” s approval policies or regulations may significantly change in a manner rendering our clinical data
insufficient for approval. After submission of a New Drug Application, or NDA, the FDA may refuse to review the application,
deny approval of the application, require additional testing or data or, if the NDA is filed and later approved, require post-
marketing testing and surveillance to monitor the safety or efficacy of a product. Under the Prescription Drug User Fee Act, or
PDUFA, the FDA has agreed to certain performance goals in the review of NDAs. The FDA’ s timelines are flexible and subject
to change based on workload and other potential review issues which may delay FDA’ s review of an NDA. For example,
during the COVID- 19 public health emergency, a number of companies announced receipt of complete response letters due to
the FDA” s inability to complete required inspections for their applications. FDA may not be able to continue its current pace
and review timelines could be extended. Further, the terms of approval of any NDA, including the product labeling, may be
more restrictive than we desire which could affect the marketability of our products. 76Even—- Even if we comply with all FDA
regulatory requirements, we may not obtain regulatory approval for any of our product- candidates. If we fail to obtain
regulatory approval for any of our product- candidates, we will have no commercialized products for sale and therefore have no
ability to general significant, if any, revenue. Any delay or failure in obtaining required approvals could have a material adverse



effect on our ability to generate revenues from the particular therapeutic candidate for which we are seeking approval.
Furthermore, any regulatory approval to market a product may be subject to limitations on the approved uses for which we may
market the product or the labeling or other restrictions. In addition, the FDA has the authority to require a Risk Evaluation and
Mitigation Strategy, or REMS, plan as part of or after approval, which may impose further requirements or restrictions on the
distribution or use of an approved product, such as limiting prescribing to certain physicians or medical centers that have
undergone specialized training, limiting treatment to patients who meet certain safe- use criteria and requiring treated patients to
enroll in a registry. These limitations and restrictions may limit the size of the market for the product and affect reimbursement
by third- party payors. We are also subject to numerous foreign regulatory requirements governing, among other things, the
conduct of clinical trials, manufacturing and marketing authorization, pricing and third- party reimbursement. The foreign
regulatory approval process varies among countries and may include all of the risks associated with FDA approval described
above as well as risks attributable to the satisfaction of local regulations in foreign jurisdictions. Moreover, the time required to
obtain approval may differ from that required to obtain FDA approval. Approval by the FDA does not ensure approval by
regulatory authorities outside the United States and vice versa. If we or any collaborators, manufacturers or service providers fail
to comply with applicable federal, state or foreign laws or regulations, we could be subject to enforcement actions, which could
affect our ability to develop, market and sell our products successfully and could harm our reputation and lead to reduced
acceptance of our products by the market. Enforcement actions can include, among others: -s-adverse-@adverse regulatory
inspection findings; e-warning-@warning lctters; e—voluntary-@voluntary or mandatory product recalls or public notification or
medical product safety alerts to healthcare professionals; e-restrtetions-@restrictions on, or prohibitions against, marketing our
products; e-restrietions-@restrictions on, or prohibitions against, importation or exportation of our products; -e-suspenstest
@suspension of review or refusal to approve pending applications or supplements to approved applications; e-exelaston
73@exclusion from participation in government- funded healthcare programs; e-exelasterr-@exclusion from cligibility for the
award of government contracts for our products; e-staspenster-@suspension or withdrawal of product approvals; e-preduet
Oproduct scizures; e-injunetions-Ginjunctions ; andAcivil and-e-etvitand criminal penalties and fines. In addition, if any of
our products cause serious or unexpected side effects or are associated with other safety risks after receiving marketing
approval, a number of potential significant negative consequences could result, including: e—regtlator-@regulatory authorities
may withdraw their approval of the product; H-e-we-@we may be required to recall the product, change the way it is
administered, conduct additional clinical trials or change the labeling of the product; e-the-@the product may be rendered less
competitive and sales may decrease; e-htigation-@litigation or class action lawsuits; e-euwr-@our reputation may suffer
generally both among clinicians and patients; er-e-regulatery-or@regulatory authorities may require certain labeling statements,
such as warnings or contraindications or limitations on the indications for use or impose restrictions on distribution in the form
of a REMS in connection with approval, if any. We may voluntarily suspend or terminate our clinical trials if at any time we
believe that they present an unacceptable risk to participants or if preliminary data demonstrate that our products are unlikely to
receive regulatory approval or unlikely to be successfully commercialized. We have received Orphan Drug Designations for
TTX- siPDLI for pancreatic cancer and TTX- MC138 for pancreatic cancer, and may in the future seek Orphan Drug
Designation for TTX- MC138 in other indications and for some of our other current and future therapeutic candidates, but we
may be unable to obtain such designations or to maintain the benefits associated with orphan drug status, including market
exclusivity, which may cause our revenue, if any, to be reduced. Under the Orphan Drug Act, the FDA may grant orphan
designation to a therapeutic candidate or biologic intended to treat a rare disease or condition, defined as a disease or condition
with a patient population of fewer than 200, 000 in the United States, or a patient population greater than 200, 000 in the United
States when there is no reasonable expectation that the cost of developing and making available the drug or biologic in the
United States will be recovered from sales in the United States for that drug or biologic. Orphan Drug Designation must be
requested before submitting an NDA. In the United States, Orphan Drug Designation entitles a party to financial incentives such
as opportunities for grant funding towards clinical trial costs, tax advantages and user- fee waivers. After the FDA grants
Orphan Drug Designation, the generic identity of the drug and its potential orphan use are disclosed publicly by the FDA.
Orphan Drug Designation does not convey any advantage in, or shorten the duration of, the regulatory review and approval
process. H-74If a therapeutic candidate that has obtained Orphan Drug Designation subsequently receives the first FDA
approval for a particular active ingredient for the disease for which it has such designation, the product is entitled to Orphan
Drug Exclusivity, which means that the FDA may not approve any other applications, including an NDA, to market the same
biologic for the same indication for seven years, except in limited circumstances such as a showing of clinical superiority to the
product with Orphan Drug Exclusivity or if the FDA finds that the holder of the Orphan Drug Exclusivity has not shown it can
assure the availability of sufficient quantities of the orphan drug to meet the needs of patients with the disease or condition for
which the drug was designated. As a result, even if one of our therapeutic candidates receives Orphan Drug Exclusivity, the
FDA can still approve other drugs that have a different active ingredient for use in treating the same indication or disease.
Furthermore, the FDA can waive Orphan Drug Exclusivity if we are unable to manufacture sufficient supply of the approved
product. We may-seelchave received two Orphan Drug Pestgnation-Designations in the U. S. and may pursue additional
Designations for FFX—siPBEL-FEX-ME38-andseme-of our-other current or future therapeutic candidates in additional
orphan indications in which there is a medically plausible basis for the use of these products. Even when we obtain Orphan
Drug Designation, exclusive marketing rights in the United States may be limited if we seek approval for an indication broader
than the orphan designated indication and may be lost if the FDA later determines that the request for designation was
materially defective or if the manufacturer is unable to assure sufficient quantities of the product to meet the needs of patients
with the rare disease or condition. In addition, although we intend to seek Orphan Drug Designation for other therapeutic
candidates, we may never receive such designations. For example, the FDA has expressed concerns regarding the regulatory
considerations for Orphan Drug Designation as applied to tissue agnostic therapies, and the FDA may interpret the Federal



Food, Drug and Cosmetic Act, or FD & C Act, and regulations promulgated thereunder in a way that limits or blocks our ability
to obtain Orphan Drug Designation or Orphan Drug Exclusivity, if our therapeutic candidates are approved, for our targeted
indications. On August 3, 2017, Congress passed the FDA Reauthorization Act of 2017, or FDARA. FDARA, among other
things, codified FDA’ s pre- existing regulatory interpretation to require that a drug sponsor demonstrate the clinical superiority
of an orphan drug that is otherwise the same as a previously approved drug for the same rare disease in order to receive Orphan
Drug Exclusivity. The 72legistation—- legislation reverses prior precedent holding that the Orphan Drug Act unambiguously
requires that FDA recognize the orphan exclusivity period regardless of a showing of clinical superiority. Moreover, in the
Consolidated Appropriations Act of 2021, Congress did not further change this interpretation when it clarified that the
interpretation codified in FDARA would apply in cases where FDA issued an orphan designation before the enactment of
FDARA, but where product approval came after the enactment of FDARA. FDA may further reevaluate the Orphan Drug Act
and its regulations and policies. We do not know if, when, or how FDA may change orphan drug regulations and policies in the
future, and it is uncertain how any changes might affect our business. Depending on what changes FDA may make to its orphan
drug regulations and policies, our business could be adversely impacted. A Breakthrough Therapy designation by FDA, even if
granted for any of our product candidates, may not lead to a faster development or regulatory review or approval process and it
does not increase the likelihood that our product candidates will receive marketing approval. We may seek Breakthrough
Therapy designation for some or all of our current and future product candidates. A breakthrough therapy is defined as a drug or
biologic that is intended, alone or in combination with one or more other drugs or biologics, to treat a serious or life- threatening
disease or condition and preliminary clinical evidence indicates that the drug or biologic may demonstrate substantial
improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects
observed early in clinical development. For product candidates that have been designated as breakthrough therapies, interaction
and communication between FDA and the sponsor of the trial can help to identify the most efficient path for clinical
development while minimizing the number of patients placed in ineffective control regimens. Drugs designated as breakthrough
therapies by FDA may also be eligible for other expedited approval programs, including Accelerated Approval. Designation
75Designation as a breakthrough therapy is within the discretion of FDA. Accordingly, even if we believe one of our product
candidates meets the criteria for designation as a breakthrough therapy, FDA may disagree and instead determine not to make
such designation. In any event, the receipt of a Breakthrough Therapy designation for a product candidate may not result in a
faster development process, review or approval compared to candidate products considered for approval under non- expedited
FDA review procedures and does not assure ultimate approval by FDA. In addition, even if one or more of our product
candidates qualify as breakthrough therapies, FDA may later decide that the product no longer meets the conditions for
qualification. Thus, even though we intend to seek Breakthrough Therapy designation for some or all of our current and future
product candidates, there can be no assurance that we will receive Breakthrough Therapy designation. A Fast Track designation
by the FDA, even if granted for any of our product candidates, may not lead to a faster development or regulatory review or
approval process, and does not increase the likelihood that our product candidates will receive marketing approval. If a drug is
intended for the treatment of a serious or life- threatening condition and the drug demonstrates the potential to address unmet
medical needs for this condition, the drug sponsor may apply for FDA Fast Track designation for a particular indication. We
may seek Fast Track designation for some or all of our current and future product candidates, but there is no assurance that the
FDA will grant this status to any of our current or future product candidates. Marketing applications filed by sponsors of
products in Fast Track development may qualify for Priority Review under the policies and procedures offered by the FDA, but
the Fast Track designation does not assure any such qualification or ultimate marketing approval by the FDA. The FDA has
broad discretion whether or not to grant Fast Track designation, so even if we believe a particular product candidate is eligible
for this designation, there can be no assurance that the FDA would decide to grant it. Even if we do receive Fast Track
designation, we may not experience a faster development process, review or approval compared to conventional FDA
procedures, and receiving a Fast Track designation does not provide assurance of ultimate FDA approval. In addition, the FDA
may withdraw Fast Track designation if it believes that the designation is no longer supported by data from our clinical
development program. In addition, the FDA may withdraw any Fast Track designation at any time. Accelerated approval by
FDA, even if granted for TTX- MC138 or any other future therapeutic candidate, may not lead to a faster development or
regulatory review or approval process and it does not increase the likelihood that our therapeutic candidates will receive
marketing approval. We may seek approval of TTX- MC138 and may seek approval of future therapeutic candidates using the
FDA’ s accelerated approval pathway. A therapeutic candidate may be eligible for accelerated approval if it treats a serious or
life- threatening condition and generally provides a meaningful advantage over available therapies. In addition, it must
demonstrate an effect on a surrogate F3endpoint-—- endpomt that is reasonably likely to predict clinical benefit. As a condition of
approval, FDA may require that a sponsor of a drug receiving accelerated approval perform adequate and well- controlled post-
marketing clinical trials. These confirmatory trials must be completed with due diligence. In addition, unless it determines
otherwise, FDA currently requires pre- approval of promotional materials for products receiving accelerated approval, which
could adversely affect the timing of the commercial launch of the product. Thus, even if we seek to utilize the accelerated
approval pathway, we may not be able to obtain accelerated approval and, even if we do, we may not experience a faster
development, regulatory review or approval process for that therapeutic candidate. In addition, receiving accelerated approval
does not assure that the product’ s accelerated approval will eventually be converted to a traditional approval. A variety of
factors, including inadequate funding for the FDA, the SEC and other government agencies could hinder their ability to hire and
retain key leadership and other personnel, prevent new products and services from being developed or commercialized in a
timely manner or otherwise prevent those agencies from performing normal business functions on which the operation of our
business may rely, which could negatively impact our business. The ability of FDA to review and approve new products can be
affected by a variety of factors, including government budget and funding levels, ability to hire and retain key personnel, accept



payments of user fees, and statutory, regulatory, and policy changes. Average review times at the agency have fluctuated in
recent years as a result of these and other factors. In particular, it has been reported that FDA’ s planned expansion of its
oncology division is delayed. In addition, government funding of the SEC and other government agencies on which our
operations may rely, including those that fund research and development activities, is subject to the political process, which is
inherently fluid and unpredictable. Disruptions-76Disruptions at FDA and other agencies may also slow the time necessary for
new therapeutic candidates to be reviewed and / or approved by necessary government agencies, which would adversely affect
our business. For example, over the last several years, the U. S. government has shut down several times, and certain regulatory
agencies, such as FDA and the SEC, have had to furlough critical employees and stop critical activities. Separately, since March
2020 when foreign and domestic inspections of facilities were largely placed on hold in connection with the COVID- 19
pandemic, FDA has been working to resume pre- pandemic levels of inspections, including routine surveillance, bioresearch
monitoring and pre- approval inspections on a prioritized basis. Should FDA determine that an inspection is necessary for
approval and an inspection cannot be completed during the review cycle due to restrictions on travel or for other reasons, and
FDA does not determine that a remote interactive evaluation will be adequate, the agency has stated that it generally intends to
issue, depending on the circumstances, a complete response letter or defer action on the application until an inspection can be
completed. During the COVID- 19 public health emergency, a number of companies announced receipt of complete response
letters due to FDA’ s inability to complete required 1nspect10ns for their applications. Regulatory authorities outside the U. S.
may adopt similar restrictions or other policy measures in response to a the-engeing-COVID-—19-pandemic and may experience
delays in their regulatory activities. If a prolonged government shutdown occurs, or if global health concerns eentine-to-prevent
FDA or other regulatory authorities from conducting their regular inspections, reviews, or other regulatory activities, it could
significantly impact the ability of the FDA to timely review and process our regulatory submissions, which could have a
material adverse effect on our business. Further, future government shutdowns could impact our ability to access the public
markets and obtain necessary capital in order to properly capitalize and continue our operations. Even if we receive regulatory
approval of TTX- MC138 or any of our other therapeutic candidates, we will be subject to ongoing regulatory requirements and
continued regulatory review, which may result in significant additional expense. We may be subject to penalties if we fail to
comply with regulatory requirements or experience unanticipated problems with our therapeutic candidates. Any regulatory
approvals that we receive for TTX- MC138 or another product- candidate may require post- marketing surveillance to monitor
the safety and efficacy of the product and may require us to conduct post- approval clinical studies. The FDA may also require a
REMS in order to approve our therapeutic candidates, which could entail requirements for a medication guide, physician
communication plans or additional elements to ensure safe use, such as restricted distribution methods, patient registries and
other risk minimization tools. In addition, if the FDA or a comparable foreign regulatory authority approves our therapeutic
candidates, the manufacturing processes, labeling, packaging, distribution, adverse event reporting, storage, advertising,
promotion, import, export and recordkeeping for our therapeutic candidates will be subject to extensive and ongoing regulatory
requirements. These requirements can include submissions of safety and other post- marketing information and reports,
registration, as well as continued compliance with cGMP and GCP, for any clinical trials that we conduct post- approval and
applicable product tracking and tracing F4requirements—- requlrements Compliance with ongoing and changing requirements
takes substantial resources and, should we be unable to remain in compliance, our business could be materially and adversely
affected. In addition, if we pursue, and ultimately obtain, accelerated approval of TTX- MC138 based on a surrogate endpoint,
the FDA would require us to conduct a confirmatory trial to verify the predicted clinical benefit as well as additional safety
studies. The results from the confirmatory trial may not support the clinical benefit, which would result in the approval being
withdrawn. Manufacturers and their facilities are required to comply with extensive FDA and comparable foreign regulatory
authority requirements, including ensuring that quality control and manufacturing procedures conform to cGMP regulations. As
such, we and our contract manufacturers will be subject to continual review and inspections to assess compliance with cGMP
and adherence to commitments made in any marketing application, and previous responses to inspection observations.
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. Any-77Any regulatory approvals that we receive for our
therapeutic candidates may be subject to limitations on the approved indicated uses for which the product may be marketed or to
the conditions of approval, or contain requirements for potentially costly post- marketing testing, including Phase 4 clinical trials
and surveillance to monitor the safety and efficacy of the therapeutic candidate. The FDA may also require a REMS as a
condition of approval of our therapeutic candidates, which could entail requirements for long- term patient follow- up, a
medication guide, physician communication plans or additional elements to ensure safe use, such as restricted distribution
methods, patient registries and other risk minimization tools. In addition, if the FDA or a comparable foreign regulatory
authority approves our therapeutic candidates, we will have to comply with requirements including submissions of safety and
other post- marketing information and reports and registration. Later discovery of previously unknown problems with our
therapeutic candidates, including adverse events of unanticipated severity or frequency, or with our third- party manufacturers or
manufacturing processes, or failure to comply with regulatory requirements, or the making of unsupported claims, may result in
revisions to the approved labeling to add new safety information; imposition of post- market studies or clinical trials to assess
new safety risks; or imposition of distribution restrictions or other restrictions under a REMS program. Other potential
consequences include, among other things: e-restrietions-@restrictions on the marketing or manufacturing of our products,
withdrawal of the product from the market or product recalls; e—fines-@fines , warning letters or holds on clinical trials; o
refusal-@refusal by the FDA to approve pending applications or supplements to approved applications filed by us or suspension
or withdrawal of approvals; e-preduet-@product seizure or detention or refusal to permit the import or export of our therapeutic
candidates; and-e—eensent-and@consent decrees or injunctions or the imposition of civil or criminal penalties. Products may be
promoted only for the approved indications and in accordance with the provisions of the approved label. However, companies



may share truthful and not misleading information that is not inconsistent with the labeling. The FDA and other agencies
actively enforce the laws and regulations prohibiting the promotion of off- label uses and a company that is found to have
improperly promoted off- label uses may be subject to significant liability. The policies of the FDA and of other regulatory
authorities may change, and additional government regulations may be enacted that could prevent, limit or delay regulatory
approval of our therapeutic candidates. We cannot predict the likelihood, nature or extent of government regulation that may
arise from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to
changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory
compliance, we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability.
We may 75We-expeet-to-develop, or enter into a collaboration or partnership to develop, in vitro diagnostics, including
potentially complementary diagnostics and / or companion diagnostics, for our current or future therapeutic candidates. If we, or
our future collaborators, are unable to successfully develop such diagnostics, or experience significant delays in doing so, we
may not realize the full commercial potential of our future therapeutic candidates. We have little experience in the development
of in vitro diagnostics and, as such, we may rely on future collaborators in developing appropriate in vitro diagnostics to pair
with our current or future therapeutic candidates. We have not yet begun discussions with any potential partners with respect to
the development of complementary diagnostics and / or companion diagnostics and may be unsuccessful in entering into
collaborations for the development of any complementary and / or companion diagnostics for our programs and our current or
future therapeutic candidates. In vitro diagnostics are subject to regulation by the FDA and similar regulatory authorities outside
the United States as medical devices and require separate regulatory approval or clearance prior to commercialization. If we, our
collaborators, or any third- parties that we engage to assist us, are unable to successfully develop complementary diagnostics
and / or companion diagnostics for our therapeutic candidates and any future therapeutic candidates, or experience delays in
doing so: e-the-@the development of our therapeutic candidates and any other future therapeutic candidates may be adversely
affected if we are unable to appropriately select patients for enrollment in our clinical trials; and78@we aned-e—we-may not
realize the full commercial potential of our therapeutic candidates and any other future therapeutic candidates that receive
marketing approval if, among other reasons, we are unable to appropriately identify, or it takes us longer to identify, patients
who are likely to benefit from therapy with our products, if approved. If any of these events were to occur, our business would
be harmed, possibly materially. Our relationships with customers and third- party payors will be subject to applicable anti-
kickback, fraud and abuse and other healthcare laws and regulations, which could expose us to criminal sanctions, civil
penalties, exclusion from government healthcare programs, contractual damages, reputational harm and diminished profits and
future earnings. Although we do not currently have any drugs on the market, if we begin commercializing our current or future
therapeutic candidates, we will be subject to additional healthcare statutory and regulatory requirements and enforcement by the
federal government and the states and foreign governments in which we conduct our business. Healthcare providers, physicians
and third- party payors play a primary role in the recommendation and prescription of any current or future therapeutic
candidates for which we obtain marketing approval. Our future arrangements with third- party payors and customers may
expose us to broadly applicable fraud and abuse and other healthcare laws and regulations that may constrain the business or
financial arrangements and relationships through which we market, sell and distribute our current or future therapeutic
candidates for which we obtain marketing approval. Restrictions under applicable federal and state healthcare laws and
regulations, include the following: e-the-@the federal Anti- Kickback Statute prohibits, among other things, persons from
knowingly and witfully-willfully soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or in
kind, to induce or reward either the referral of an individual for, or the purchase, order or recommendation of, any good or
service, for which payment may be made under federal and state healthcare programs such as Medicare and Medicaid. The Anti-
Kickback Statute has been interpreted to apply to arrangements between pharmaceutical manufacturers on the one hand and
prescribers, purchasers, and formulary managers on the other hand. The term remuneration has been interpreted broadly to
include anything of value. A person or entity does not need to have actual knowledge of the statute or specific intent to violate it
in order to have committed a violation; 76-e-the-@the federal False Claims Act imposes criminal and civil penalties, including
through civil whistle- blower or qui tam actions, against individuals or entities for knowingly presenting, or causing to be
presented, to the federal government, 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. In addition, manufacturers can be held liable under
the False Claims Act even when they do not submit claims directly to government payors if they are deemed to *“ cause ” the
submission of false or fraudulent claims. False Claims Act liability is potentially significant in the healthcare industry because
the statute provides for treble damages and mandatory penalties. Government enforcement agencies and private whistle-
blowers have investigated pharmaceutical companies for or asserted liability under the False Claims Act for a variety of alleged
promotional and marketing activities, such as providing free products to customers with the expectation that the customers
would bill federal programs for the products; providing consulting fees and other benefits to physicians to induce them to
prescribe products; engaging in promotion for “ off- label ” uses; and submitting inflated best price information to the Medicaid
Rebate Program. In addition, the government may assert that a claim including items and services resulting from a violation of
the federal Anti- Kickback Statute constitutes a false of fraudulent claim for purposes of the False Claims Act; o-the-@the
federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, imposes criminal and civil liability for
executing a scheme to defraud any healthcare benefit program, or knowingly and wwfalty-willfully falsifying, concealing or
covering up a material fact or making any materially false statement in connection with the delivery of or payment for healthcare
benefits, items or services; similar to the federal Anti- Kickback Statute, a person or entity does not need to have actual
knowledge of the statute or specific intent to violate it in order to have committed a violation; 79@the e-the-federal physician
payment transparency requirements, sometimes referred to as the “ Sunshine Act ” under the ACA require manufacturers of
drugs, devices, biologics and medical supplies that are reimbursable under Medicare, Medicaid, or the Children’ s Health



Insurance Program to report to the Department of Health and Human Services information related to physician payments and
other transfers of value and the ownership and investment interests of such physicians (defined to include doctors, dentists,
optometrists, podiatrists and chiropractors) and their immediate family members. Effective January 1, 2022, these reporting
obligations will extend to include transfers of value made to certain non- physician providers such as physician assistants and
nurse practitioners; o-HIPAA-GHIPAA , as amended by the Health Information Technology for Economic and Clinical Health
Act 0f 2009, or HITECH, and its implementing regulations, which also imposes obligations on certain covered entity healthcare
providers, health plans, and healthcare clearinghouses as well as their business associates that perform certain services involving
the use or disclosure of individually identifiable health information, including mandatory contractual terms, with respect to
safeguarding the privacy, security and transmission of individually identifiable health information. HITECH also created new
tiers of civil monetary penalties, amended HIPAA to make civil and criminal penalties directly applicable to business associates,
and gave state attorneys general new authority to file civil actions for damages or injunctions in federal courts to enforce the
federal HIPAA laws and seek attorneys’ fees and costs associated with pursuing federal civil actions; and-e-anategets
and@analogous state laws and regulations, such as state anti- kickback and false claims laws that may apply to sales or
marketing arrangements and claims involving healthcare items or services reimbursed by non- governmental third- party payors,
including private insurers; and some state laws require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal government in addition to
requiring drug manufacturers to report information related to payments to physicians and other health care providers or
marketing expenditures, and state 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 pre- empted by HIPAA, thus complicating compliance
efforts. Ensuring that our future business arrangements with third- parties comply with applicable healthcare laws and
regulations could involve substantial costs. It is possible that governmental authorities will conclude that our business practices
do not comply with current or future statutes, regulations or case law involving applicable fraud and abuse or other healthcare
laws and regulations. If our operations, including anticipated activities to be conducted by our sales team, were to be found to be
in violation of any of these laws or any other governmental regulations that may apply to us, we may be subject to significant
civil, criminal and administrative penalties, damages, fines, exclusion from government funded healthcare programs, such as
Medicare and Medicaid, and the curtailment or restructuring of our operations. If any of the physicians or other providers or
entities with whom we expect to do #Hbusiness—- business is found to be not in compliance with applicable laws, they may be
subject to criminal, civil or administrative sanctions, including exclusions from government funded healthcare programs.
Obtaining and maintaining regulatory approval for our therapeutic candidates in one jurisdiction does not mean that we will be
successful in obtaining regulatory approval for that or of any of our other therapeutic candidates in other jurisdictions. Obtaining
and maintaining regulatory approval for our therapeutic candidates in one jurisdiction does not guarantee that we will be able to
obtain or maintain regulatory approval in any other jurisdiction, while a failure or delay in obtaining regulatory approval in one
jurisdiction may have a negative effect on the regulatory approval process in others. For example, even if the FDA grants
marketing approval for TTX- MC138, comparable regulatory authorities in foreign jurisdictions must also approve the
manufacturing, marketing and promotion of the product- candidate in those countries. Approval procedures vary among
jurisdictions and can involve requirements and administrative review periods different from, and greater than, those in the
United States, including additional preclinical studies or clinical trials, as preclinical studies and clinical trials conducted in one
jurisdiction may not be accepted by regulatory authorities in other jurisdictions. In many jurisdictions outside the United States,
a product- candidate must be approved for reimbursement before it can be approved for sale in that jurisdiction. In some cases,
the price that we charge for our product is also subject to regulatory approval. We-80We may also submit marketing
applications in other countries. Regulatory authorities in jurisdictions outside of the United States have requirements for
approval of therapeutic candidates with which we must comply prior to marketing in those jurisdictions. Obtaining foreign
regulatory approvals and compliance with foreign regulatory requirements could result in significant delays, difficulties and
costs for us and could delay or prevent the introduction of our products in certain countries. If we fail to comply with the
regulatory requirements in international markets and / or receive applicable marketing approvals, our target market will be
reduced and our ability to realize the full market potential of our therapeutic candidates will be harmed. Ongoing healthcare
legislative and regulatory reform measures may have a material adverse effect on our business and results of operations.
Changes in regulations, statutes or the interpretation of existing regulations could impact our business in the future by requiring,
for example, changes to our manufacturing arrangements; additions or modifications to product labeling; the recall or
discontinuation of our products; or additional record- keeping requirements. If any such changes were to be imposed, they could
adversely affect the operation of our business. In the United States, there have been and likely will continue to be a number of
legislative initiatives to contain healthcare costs. For example, in March 2010, the ACA was passed, which substantially
changed the way health care is financed by both governmental and private insurers, and significantly impacted the U. S.
biotechnology and biopharmaceutical industries. The ACA, among other things, addressed a new methodology by which rebates
owed by manufacturers under the Medicaid Drug Rebate Program are calculated for drugs that are inhaled, infused, instilled,
implanted or injected, increased the minimum Medicaid rebates owed by manufacturers under the Medicaid Drug Rebate
Program and extended the rebate program to individuals enrolled in Medicaid managed care organizations, established annual
fees and taxes on manufacturers of certain branded prescription drugs, and created a new Medicare Part D coverage gap
discount program, in which manufacturers must agree to offer 70 % point- of- sale discounts from the negotiated prices of
applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for the manufacturer’ s
outpatient drugs to be covered under Medicare Part D. Since its enactment, there have been numerous judicial, administrative,
executive, and legislative challenges to certain aspects of the ACA, and we expect there will be additional challenges and
amendments to the ACA in the future. On December 14, 2018, a U. S. District Court Judge in Texas ruled that the ACA is



unconstitutional in its entirety because the “ individual mandate ” was repealed by Congress as part of the Tax Act.
Additionally, on December 18, 2019, the U. S. Court of Appeals for the 5th Circuit upheld the District Court ruling that the
individual mandate was unconstitutional and remanded the case back to the District Court to determine whether the remaining
provisions of the ACA are invalid as well. On March 2, 2020, the U. S. Supreme Court granted the petitions for writs of
certiorari to review this case. On June 17, 2021, the Court dismissed the most recent judicial challenge to the ACA brought by
several states without specifically ruling on the constitutionality of the ACA. It is unclear how such litigation and other efforts
to repeal and replace the ACA will impact the ACA and our business. In addition, the former Trump administration issued
various Executive Orders which eliminated cost sharing subsidies and included provisions that would impose a fiscal burden on
states or a cost, fee, tax, penalty or regulatory burden on individuals, healthcare providers, health insurers, or manufacturers of
pharmaceuticals or medical devices. 78Additionaly—- Additionally , Congress has introduced several pieces of legislation
aimed at significantly revising or repealing the ACA. On December 20, 2019, former President Trump signed into law the
Further Consolidated Appropriations Act (H. R. 1865), which repealed the so called *“ Cadillac ” tax, the health insurance
provider tax, and the medical device excise tax. It is unclear whether the ACA will be overturned, repealed, replaced, or further
amended. We cannot predict what affect further changes to the ACA would have on our business. Other-810ther legislative
changes have been proposed and adopted in the United States since the ACA was enacted. The Budget Control Act of 2011,
among other things, created measures for spending reductions by Congress. A Joint Select Committee on Deficit Reduction,
tasked with recommending a targeted deficit reduction of at least § 1. 2 trillion for the years 2013 through 2021, was unable to
reach required goals, thereby triggering the legislation’ s automatic reduction to several government programs, including
aggregate reductions of Medicare payments to providers of 2 % per fiscal year. These reductions went into effect on April 1,
2013, and subsequent legislative amendments to the statute, including the Bipartisan Budget Act of 2018, or BBA, will remain
in effect through 2030, unless additional congressional action is taken. However, these Medicare sequester reductions were wilt
be-suspended from May 1, 2020, through December 31, 2020, due to the COVID- 19 pandemic. The BBA also amended the
ACA, effective January 1, 2019, by increasing the point- of- sale discount that is owed by pharmaceutical manufacturers who
participate in Medicare Part D and closing the coverage gap in most Medicare drug plans, commonly referred to as the *“ donut
hole. ” On January 2, 2013, the American Taxpayer Relief Act of 2012 was signed into law, which, among other things, further
reduced Medicare payments to several types of providers, including hospitals, imaging centers and cancer treatment centers, and
increased the statute of limitations period for the government to recover overpayments to providers from three to five years.
Moreover, increasing efforts by governmental and third- party payors in the United States and abroad to cap or reduce
healthcare costs may cause such organizations to limit both coverage and the level of reimbursement for newly approved
products and, as a result, they may not cover or provide adequate payment for our therapeutic candidates. There has been
increasing legislative and enforcement interest in the United States with respect to specialty drug pricing practices. Specifically,
there have been several recent U. S. Congressional inquiries and proposed and enacted federal and state legislation designed to,
among other things, bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the
relationship between pricing and manufacturer patient programs, and reform government program reimbursement methodologies
for drugs. At the federal level, the former Trump administration’ s budget for fiscal year 2021 included a $ 135 billion
allowance to support legislative proposals seeking to reduce drug prices, increase competition, lower out- of- pocket drug costs
for patients, and increase patient access to lower- cost generic and biosimilar drugs. ©#-820n March 10, 2020, the former
Trump administration sent “ principles ” for drug pricing to Congress, calling for legislation that would, among other things, cap
Medicare Part D beneficiary out- of- pocket pharmacy expenses, provide an option to cap Medicare Part D beneficiary monthly
out- of- pocket expenses, and place limits on pharmaceutical price increases. The former Trump administration previously
released a *“ Blueprint ™ to lower drug prices and reduce out of pocket costs of drugs that contained proposals to increase
manufacturer competition, increase the negotiating power of certain federal healthcare programs, incentivize manufacturers to
lower the list price of their products and reduce the out- of- pocket costs of drug products paid by consumers. The U. S.
Department of Health and Human Services, or HHS, has solicited feedback on some of these measures and has implemented
others under its existing authority. For example, in May 2019, CMS issued a final rule that would allow Medicare Advantage
Plans the option of using step therapy, a type of prior authorization, for Part B drugs beginning January 1, 2020. This final rule
codified CMS’ s policy change that was effective January 1, 2019. On July 24, 2020, former President Trump signed four
Executive Orders aimed at lowering drug prices. The Executive Orders direct the Secretary of HHS to: (1) eliminate protection
under an AKS safe harbor for certain retrospective price reductions provided by drug manufacturers to sponsors of Medicare
Part D plans or pharmacy benefit managers that are not applied at the point- of- sale; (2) allow the importation of certain drugs
from other countries through individual waivers, permit the re- importation of insulin products, and prioritize finalization of the
proposed rule to permit the importation of drugs from Canada; (3) ensure that payment by the Medicare program for certain
Medicare Part B drugs is not higher than the payment by other comparable countries (depending on whether pharmaceutical
manufacturers agree to other measures); and (4) require Federally Qualified Health Centers, or FQHCs, participating in the
340B drug program to provide insulin and injectable epinephrine to certain low- income individuals at the discounted price paid
by the FQHC, plus a minimal administrative fee. On October 1, 2020, the FDA issued the final rule allowing importation of
certain prescription drugs from Canada. On August 6, 2020, former President Trump signed an additional Executive Order
directing U. S. government agencies to encourage the domestic procurement of Essential Medicines, Medical Countermeasures,
and Critical Inputs, which include among other things, active pharmaceutical ingredients and drugs intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of COVID- 19. The FDA has been directed to release a full list of Essential
Medicines, Medical Countermeasures, and Critical Inputs affected by this Order by November 5, 2020. On September 13, 2020,
former President Trump signed an Executive 790tder—- Order directing HHS to implement a rulemaking plan to test a payment
model, pursuant to which Medicare would pay, for certain high- cost prescription drugs and biological products covered by



Medicare Part B, no more than the most- favored- nation price (i. e., the lowest price) after adjustments, for a pharmaceutical
product that the drug manufacturer sells in a member country of the Organization for Economic Cooperation and Development
that has a comparable per- capita gross domestic product. Although a number of these and other measures may require
additional authorization to become effective, Congress and the Trump administration have each indicated that it will continue to
seek new legislative and / or administrative measures to control drug costs. Any reduction in reimbursement from Medicare and
other government programs may result in a similar reduction in payments from private payors. Additionally, on July 9, 2021,
President Biden issued an executive order directing the FDA to, among other things, continue to clarify and improve the
approval framework for generic drugs and identify and address any efforts to impede generic drug competition. At the state
level, legislatures are increasingly passing legislation and implementing regulations designed to control pharmaceutical and
biologic product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access
and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from other
countries and bulk purchasing. These laws, and future state and federal healthcare reform measures may be adopted in the
future, any of which may result in additional reductions in Medicare and other healthcare funding and otherwise affect the prices
we may obtain for any of our therapeutic candidates for which we may obtain regulatory approval or the frequency with which
any such therapeutic candidate is prescribed or used. Additionally, we expect to experience pricing pressures in connection with
the sale of any future approved therapeutic candidates due to the trend toward managed healthcare, the increasing influence of
health maintenance organizations, cost containment initiatives and additional legislative changes. ¥W-e-83We are subject to
certain U. S. and foreign anti- corruption, anti- money laundering, export control, sanctions, and other trade laws and
regulations. We can face serious consequences for violations. Among other matters, U. S. and foreign anti- corruption, anti-
money laundering, export control, sanctions, and other trade laws and regulations, which are collectively referred to as Trade
Laws, prohibit companies and their employees, agents, clinical research organizations, legal counsel, accountants, consultants,
contractors, and other partners from authorizing, promising, offering, providing, soliciting, or receiving directly or indirectly,
corrupt or improper payments or anything else of value to or from recipients in the public or private sector. Violations of Trade
Laws can result in substantial criminal fines and civil penalties, imprisonment, the loss of trade privileges, debarment, tax
reassessments, breach of contract and fraud litigation, reputational harm, and other consequences. We have direct or indirect
interactions with officials and employees of government agencies or government- affiliated hospitals, universities, and other
organizations. We plan to engage third- parties for clinical trials and / or to obtain necessary permits, licenses, patent
registrations, and other regulatory approvals, and we could be held liable for the corrupt or other illegal activities of our
personnel, agents, or partners, even if we do not explicitly authorize or have prior knowledge of such activities. Healthcare
reform in the U. S. and other countries may materially and adversely affect us. In the U. S. and in many foreign jurisdictions,
the legislative landscape continues to evolve. Our revenue prospects could be affected by changes in healthcare spending and
policies in our target markets. We operate in a highly regulated industry and new laws or judicial decisions, or new
interpretations of existing laws or decisions, related to healthcare availability, the method of delivery or payment for healthcare
products and services could materially and adversely affect us. There is significant interest in promoting healthcare reform, as
evidenced by the enactment in the U. S. of the Patient Protection and Affordable Care Act, as amended by the Health Care and
Education Reconciliation Act in 2010, or together, the ACA. It is likely that many governments will continue to consider new
healthcare legislation or changes to existing legislation. We cannot predict the initiatives that may be adopted in the future or
whether initiatives that have been adopted will be repealed or modified, or how they may affect us. The continuing efforts of
governments, insurance companies, managed care organizations and other third- party payors to contain or reduce healthcare
costs may adversely affect: e—the-@the demand for any products for which we may obtain regulatory approval; $6-e-eur-@our
ability to set a price that we believe is fair for our products; e-eur-@our ability to generate revenues and achieve or maintain
profitability; and@the and-e-the-level of taxes that we are required to pay. Under the ACA, there are many programs and
requirements for which details or consequences are still not fully understood. We are unable to predict what healthcare programs
and regulations will ultimately be implemented at any level of government in or outside the U. S., but any changes that decrease
reimbursement for our approved products, reduce volumes of medical procedures or impose new cost- containment measures
could adversely affect us. Prescription Drug Pricing Reduction ActOn August 16, 2022 , the Inflation Reduction Act of 2022
was passed, which among other things, allows for CMS to negotiate prices for certain single- source drugs and biologics
reimbursed under Medicare Part B and Part D, beginning with ten high- cost drugs paid for by Medicare Part D starting in 2026,
followed by 15 Part D drugs in 2027, 15 Part B or Part D drugs in 2028, and 20 Part B or Part D drugs in 2029 and beyond. The
legislation subjects drug manufacturers to civil monetary penalties and a potential excise tax for failing to comply with the
legislation by offering a price that is not equal to or less than the negotiated “ maximum fair price ” under the law or for taking
price increases that exceed inflation. The legislation also caps Medicare beneficiaries’ annual out- of- pocket drug expenses at $
2, 000. The effect of Inflation Reduction Act of 2022 on our business and the healthcare industry in general is not yet known.
We-84We are subject to geopolitical risks, economic volatility, anti- corruption laws, export and import restrictions, local
regulatory authorities and the laws and medical practices in foreign jurisdictions. The costs of healthcare internationally have
risen significantly over the past decade. Numerous initiatives and reform by legislators, regulators and third- party payers to
curb these costs have reduced reimbursement rates. One outcome of these dynamics is that hospitals and others are
consolidating into larger integrated delivery networks and group purchasing organizations in an effort to reduce administrative
costs and increase purchasing power. This consolidation has resulted in greater pricing pressure on suppliers, decreased average
selling prices and changes in medical practices. If we secure marketing approval for our therapeutic candidates, our commercial
success will be determined by, among other things, our ability to obtain acceptable pricing for approved products which will be
subject to, among other things, the factors described above. The expansion of group purchasing organizations, integrated
delivery networks and large single accounts among hospitals could also put price pressure on our approved products. We expect



that market demand, government regulation, third- party reimbursement policies, government contracting requirements and
societal pressures will continue to change the worldwide healthcare industry, resulting in further business consolidations and
alliances among our customers and competitors. The result may be further downward pressure on the prices we are able to
obtain, thus adversely affecting us. Even if we obtain regulatory approval of our therapeutic candidates, the products may not
gain market acceptance among physicians, patients, hospitals, cancer treatment centers and others in the medical community.
Risks related to commercializationWe currently have no marketing and sales organization and have no experience as a company
in commercializing products, and we may have to invest significant resources to develop these capabilities. If we are unable to
establish marketing and sales capabilities or enter into agreements with third- parties to market and sell any products for which
we obtain regulatory approval, we may not be able to generate product revenue. We have no sales, marketing or distribution
capabilities, nor have we commercialized a product. If any of our therapeutic candidates ultimately receives regulatory approval,
we expect to establish a marketing and sales organization with technical expertise and supporting distribution capabilities to
commercialize each such product in major markets, which will be expensive and time consuming. We have no prior experience
as a company in the marketing, sale and distribution of pharmaceutical products, and there are significant risks involved in
building and managing a sales organization, including our ability to hire, retain and incentivize $tequatified—- qualified
individuals, generate sufficient sales leads, provide adequate training to sales and marketing personnel and effectively manage a
geographically dispersed sales and marketing team. Any failure or delay in the development of our internal sales, marketing and
distribution capabilities would adversely impact the commercialization of these products. We may also choose to collaborate
with third- parties that have direct sales forces and established distribution systems, either to augment our own sales force and
distribution systems or in lieu of building our own sales force and distribution systems. We may not be able to enter into
collaborations or hire consultants or external service providers to assist us in sales, marketing and distribution functions on
acceptable financial terms, or at all. In addition, our product revenues and our profitability, if any, may be lower if we rely on
third- parties for these functions than if we were to market, sell and distribute any products that we develop and for which we
receive regulatory approval ourselves. We likely will have little control over such third- parties, and any of them may fail to
devote the necessary resources and attention to sell and market our products effectively. If we are not successful in
commercializing our products, either on our own or through arrangements with one or more third- parties, we may not be able to
generate any future product revenue and we would incur significant additional losses. Coverage and reimbursement may be
limited or unavailable in certain market segments for our therapeutic candidates, if approved, which could make it difficult for
us to sell any therapeutic candidates profitably. In the United States and in other countries, patients who are prescribed treatment
for their conditions generally rely on third- party payors to reimburse all or part of the costs associated with their treatment.
Signtfteant-85Significant uncertainty exists as to the coverage and reimbursement status of any products for which we may
obtain regulatory approval. In the United States, sales of any products for which we may receive regulatory marketing approval
will depend, in part, on the availability of coverage and reimbursement from third- party payors. Third- party payors include
government authorities such as Medicare, Medicaid, TRICARE, and the Veterans Administration, managed care providers,
private health insurers, and other organizations. Patients who are provided medical treatment for their conditions generally rely
on third- party payors to reimburse all or part of the costs associated with their treatment. Coverage and adequate reimbursement
from governmental healthcare programs, such as Medicare and Medicaid, and commercial payors is critical to new product
acceptance. Patients are unlikely to use our therapeutic candidates unless coverage is provided, and reimbursement is adequate
to cover a significant portion of the cost. We cannot be sure that coverage and reimbursement will be available for, or accurately
estimate the potential revenue from, our therapeutic candidates or assure that coverage and reimbursement will be available for
any product that we may develop. Government authorities and other third- party payors decide which drugs and treatments they
will cover and the amount of reimbursement. Coverage and reimbursement by a third- party payor may depend upon a number
of factors, including the third- party payor’ s determination that use of a product is: @a e-a-covered benefit under its health plan;
e-safe-@safe , effective and medically necessary; e-appropriate-@appropriate for the specific patient; e-eest-@cost - effective;
and-e-neither-and@neither cxperimental nor investigational. Our ability to commercialize any products successfully will
depend in part on the extent to which coverage and adequate reimbursement for these products and related treatments will be
available from third- party payors, including government health care programs and private health insurers. Moreover, a payor’ s
decision to provide coverage for a drug product does not imply that an adequate reimbursement rate will be approved. If
coverage and adequate reimbursement is not available, or is available only to limited levels, we may not be able to successfully
commercialize our therapeutic candidates. Even if coverage is provided, the approved reimbursement amount may not be high
enough to allow us to establish or maintain pricing sufficient to realize a sufficient return on our investment. In the United
States, no uniform policy of coverage and reimbursement for products exists among third- party payors. Therefore, coverage
and reimbursement for our products can differ significantly from payor to payor. As a result, obtaining coverage and
reimbursement approval of a product from a government or other third- party payor is a time- consuming and costly process that
could 82reguire--- require us to provide to each payor supporting scientific, clinical and cost- effectiveness data for the use of
our products on a payor- by- payor basis, with no assurance that coverage and adequate reimbursement will be obtained. Even if
we obtain coverage for a given product, the resulting reimbursement payment rates might not be adequate for us to achieve or
sustain profitability or may require co- payments that patients find unacceptably high. Additionally, third- party payors may not
cover, or provide adequate reimbursement for, long- term follow- up evaluations required following the use of therapeutic
candidates, once approved. It is difficult to predict at this time what third- party payors will decide with respect to the coverage
and reimbursement for our therapeutic candidates, if approved. Fhe-86The Medicare Prescription Drug, Improvement, and
Modernization Act of 2003, also called the Medicare Modernization Act, or the MMA, established the Medicare Part D program
to provide a voluntary prescription drug and biologic benefit to Medicare beneficiaries. Under Part D, Medicare beneficiaries
may enroll in prescription drug plans offered by private entities that provide coverage of outpatient prescription drugs and



biologics. Unlike Medicare Parts A and B, Part D coverage is not standardized. Part D prescription drug plan sponsors are not
required to pay for all covered Part D drugs and biologics, and each drug plan can develop its own formulary that identifies
which drugs and biologics it will cover, and at what tier or level. However, Part D prescription drug formularies must include
products within each therapeutic category and class of covered Part D drugs, though not necessarily all the drugs and biologics
in each category or class. Any formulary used by a Part D prescription drug plan must be developed and reviewed by a
pharmacy and therapeutic committee. Government payment for some of the costs of prescription drugs and biologics may
increase demand for products for which we obtain marketing approval. Any negotiated prices for any of our products covered
by a Part D prescription drug plan will likely be lower than the prices we might otherwise obtain. Moreover, while the MMA
applies only to drug benefits for Medicare beneficiaries, private payors often follow Medicare coverage policy and payment
limitations in setting their own payment rates. Any reduction in payment that results from the MMA may result in a similar
reduction in payments from non- governmental payors. For a drug or biologic product to receive federal reimbursement under
the Medicaid or Medicare Part B programs or to be sold directly to U. S. government agencies, the manufacturer must extend
discounts to entities eligible to participate in the 340B drug pricing program. The required 340B discount on a given product is
calculated based on the average manufacturer price, or AMP, and Medicaid rebate amounts reported by the manufacturer. As of
2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of
2010, or collectively the ACA, expanded the types of entities eligible to receive discounted 340B pricing, although under the
current state of the law these newly eligible entities (with the exception of children’ s hospitals) will not be eligible to receive
discounted 340B pricing on orphan drugs. As the required 340B discount is determined based on AMP and Medicaid rebate
data, the revisions to the Medicaid rebate formula and AMP definition described above could cause the required 340B discount
to increase. The Centers for Medicare & Medicaid Services, or CMS, has previously and may in the future implement reductions
in Medicare Part B reimbursement for 340B drugs through notice and comment rulemaking. It is unclear how such
reimbursement reductions could affect covered hospitals who might purchase our products in the future, and affect the rates we
may charge such facilities for our approved products. Changes to these current laws and state and federal healthcare reform
measures that may be adopted in the future may result in additional reductions in Medicare and other healthcare funding and
otherwise affect the prices we may obtain for any therapeutic candidates for which we may obtain regulatory approval or the
frequency with which any such therapeutic candidate is prescribed or used. We face substantial competition, which may result in
others discovering, developing or commercializing products before or more successfully than we do. The development and
commercialization of new oncology drug products is highly competitive. We may face competition with respect to any
therapeutic candidates that we seek to develop or commercialize in the future from major biotechnology and biopharmaceutical
companies, specialty biotechnology and biopharmaceutical companies, and other biotechnology and biopharmaceutical
companies worldwide. Potential competitors also include academic institutions, government agencies, and other public and
private research organizations that conduct research, seek patent protection, and establish collaborative arrangements for
research, development, manufacturing, and commercialization. Net+-87Not only must we compete with other companies that are
focused on therapeutics that treat cancer, but also any therapeutic candidates that we successfully develop and commercialize
will compete with existing and new therapies that may become available in the future. Our competitors may develop more
successful products similar to ours sooner than we can commercialize ours, which may negatively impact our results.
Companies that we are aware of with targeted therapeutics in the treatment of various cancers $3ineluede—- include Ionis,
Moderna, Alnylam, BioNTech, Dicerna, Siranomics, among others which have therapeutic candidates in various stages of
preclinical and clinical developments. Arrowhead Pharmaceuticals is a clinical stage company with a pipeline of investigational
RNAI therapeutics. However, we know of no other companies currently in clinical development with miRNA therapeutics
targeting metastatic disease. For additional information regarding our competition, see “ Business- Competition. ” Many of our
current or potential competitors, either alone or with their strategic partners, have significantly greater financial resources and
expertise in research and development, manufacturing, preclinical testing, conducting clinical trials, obtaining regulatory
approvals, and marketing approved products than we do. Mergers and acquisitions in the biopharmaceutical and biotechnology
industries may result in even more resources being concentrated among a smaller number of our competitors. Smaller or early-
stage companies may also prove to be significant competitors, particularly through collaborative arrangements with large and
established companies. These competitors also compete with us in recruiting and retaining qualified scientific and management
personnel and establishing clinical trial sites and patient registration for clinical trials, as well as in acquiring technologies
complementary to, or necessary for, our programs. Our commercial opportunity could be reduced or eliminated if our
competitors develop and commercialize products that are safer, more effective, more convenient, or less expensive than any
products that we may develop. Furthermore, products currently approved for other indications could be discovered to be
effective treatments of the biological processes that drive cancers as well, which could give such products significant regulatory
and market timing advantages over TTX- MC138 or other therapeutic candidates that we may identify. Our competitors also
may obtain FDA or other regulatory approval for their products more rapidly than we do, which could result in our competitors
establishing a strong market position before we are able to enter the market. Additionally, products or technologies developed
by our competitors may render our potential therapeutic candidates uneconomical or obsolete and we may not be successful in
marketing any therapeutic candidates we may develop against competitors. The availability of competitive products could limit
the demand, and the price we are able to charge, for any products that we may develop and commercialize. If, in the future, we
are unable to establish sales and marketing and patient support capabilities or enter into agreements with third- parties to sell
and market our current or future therapeutic candidates, we may not be successful in commercializing our current or future
therapeutic candidates if and when they are approved, and we may not be able to generate any revenue. We do not currently
have a sales or marketing infrastructure and have no experience in the sales, marketing, patient support or distribution of drugs.
We currently intend to partner with a larger commercial organization to market any of our therapeutic candidates, if approved,



though our intentions may change in the future. To achieve commercial success for any approved therapeutic candidate for
which we retain sales and marketing responsibilities, we must build our sales, marketing, patient support, managerial and other
non- technical capabilities or make arrangements with third- parties to perform these services. In the future, we may choose to
build a focused sales and marketing infrastructure to sell, or participate in sales activities with our collaborators for, some of our
current or future therapeutic candidates if and when they are approved. There are risks involved with both establishing our own
sales and marketing and patient support 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 drug launch. If the
commercial launch of a therapeutic 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 current or future therapeutic candidates on our own include: e-eu+-@our inability to
recruit and retain adequate numbers of effective sales and marketing personnel; -o-the-@the inability of sales personnel to obtain
access to physicians or persuade adequate numbers of physicians to prescribe any future drugs, if approved; 88@the e—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 product lines; and-e-unfereseerr-and@unforeseen costs and expenses associated with creating an
independent sales and marketing organization. 84H-If we enter into arrangements with third- parties to perform sales,
marketing, patient support and distribution services, our drug revenues or the profitability of these drug revenues to us are likely
to be lower than if we were to market and sell any current or future therapeutic candidates that we develop ourselves. In addition,
we may not be successful in entering into arrangements with third- parties to sell and market our current or future therapeutic
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 current or future therapeutic
candidates 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 current or future therapeutic candidates. Further, our
business, results of operations, financial condition and prospects will be materially adversely affected. Sales of our products may
involve a lengthy sales cycle. Many factors are expected to influence the sales cycle for our approved products. These factors
include the future state of the market, the perceived value of our therapeutic candidates, the evolution of competing
technologies, insurance coverage or prior authorization requirements and changes in medical practices. Any of these may
adversely affect our sales cycles and the rate of market acceptance of our approved products. Risks related to third- parties and
suppliersWe expect to rely on third- party manufacturing and supply vendors, and our supply of research and development,
preclinical and clinical development materials may become limited or interrupted or may not be of satisfactory quantity or
quality. We have very limited manufacturing facilities and personnel. We currently rely, and expect to continue to rely, primarily
on third- parties for the manufacture of TTX- MC138 and any future potential therapeutic candidates that we may develop.
There can be no assurance that our preclinical and clinical development product supplies will not be limited or interrupted, or
that they will be of satisfactory quality or continue to be available at acceptable prices. For example, the extent to which the
COVID- 19 pandemic impacts our ability to procure sufficient supplies for the development of our therapeutic candidates will
depend on the severity and duration of the spread of the virus and the actions undertaken to contain COVID- 19 or treat its
effects. Since the beginning of the COVID- 19 pandemic, several vaccines for COVID- 19 have received Emergency Use
Authorization by the FDA, some of which later received marketing approval. Additional vaccines may be authorized or
approved in the future. The resultant demand for vaccines and potential for manufacturing facilities and materials to be
commandeered under the Defense Production Act of 1950, or equivalent foreign legislation, may make it more difficult to
obtain materials or manufacturing slots for the products needed for our clinical trials, which could lead to delays in these trials.
Any replacement of our manufacturer could require significant effort and expertise because there may be a limited number of
qualified replacements. We may be unable to establish additional agreements, or extend existing agreements, with third- party
manufacturers or to do so on terms acceptable to us. Even if we are able to establish agreements with third- party manufacturers,
reliance on third- party manufacturers entails additional risks, including: e-relianee-@reliance on the third- party for sufficient
quantity and quality at acceptable costs which could delay, prevent or impair our development or commercialization efforts;
the-@the possible breach of the manufacturing agreement by the third- party; e—faitare-@failure to meet our manufacturing
specifications; e—fathare-Gfailure to meet our manufacturing schedule; e-misapprepriattonr-@misappropriation of our
proprietary information, including our trade secrets and know- how; 89@the -o-the-possible termination or nonrenewal of the
agreement by the third- party at a time that is costly or inconvenient for us; 85-e-disruptions-@disruptions to the operations of
our manufacturers or suppliers caused by conditions unrelated to our business or operations, including the bankruptcy of a
manufacturer or supplier; and-e-relianee-and@reliance on the third- party for regulatory compliance, quality assurance and
safety reporting. Our reliance on others for our manufacturing will reduce our control over these activities but will not relieve us
of our responsibility to ensure compliance with all applicable regulations regarding manufacturing. Our therapeutic candidates
and any products that we may develop may compete for access to manufacturing facilities with other therapeutic candidates and
products. There are a limited number of manufacturers that operate in accordance with cGMP regulations that might be capable
of manufacturing for us which could restrict our ability to supply products and, as a result, have a material adverse effect on us.
Any of these events could lead to clinical trial delays or failure to obtain regulatory approval or could otherwise adversely affect
our ability to commercialize our approved products. Some of these events could be the basis for costly FDA action, including
injunction, recall, seizure or total or partial suspension of production. We will have limited control over the day- to- day
manufacturing and quality operations of our contract manufacturers. While we wil-intend to ensure vendor management
oversight and exercise commercially reasonable efforts to oversee operations and embed our quality system standards and
controls in our manufacturing agreements, we will remain subject to the performance of our contract manufacturers. We must



will be depend-dependent on our suppliers for proper oversight and control of their operations while we will be deemed the
responsible party . Our outside manufacturers may themselves rely on other parties that they do not control. Our suppliers
might fail to obtain, or experience delays in obtaining, regulatory approvals applicable to the aspects of their business that
pertains to us. As a result, the development and commercialization of our products may be delayed. If this occurs, we may need
to identify alternative sources of supply which may not be feasible, or which may adversely affect our timelines and financial
results. Our dependence upon others for the manufacture of our therapeutic candidates or products may adversely affect our
ability to commercialize any products that receive marketing approval on a timely and competitive basis. Thus, our current and
anticipated future dependence upon others for manufacturing may adversely affect our timelines, our future profit margins or our
ability to commercialize any therapeutic candidates that receive marketing approval on a timely and competitive basis. We rely
on third- parties to conduct certain aspects of our preclinical studies and clinical trials. If these third- parties do not successfully
carry out their contractual duties, meet expected deadlines or comply with regulatory requirements, we may not be able to obtain
regulatory approval of or commercialize any potential therapeutic candidates. We depend, or may depend in the future, upon
third- parties to conduct certain aspects of our preclinical studies and clinical trials, under agreements with universities, medical
institutions, CROs, strategic collaborators and others. We expect to have to negotiate budgets and contracts with such third-
parties, which may result in delays to our development timelines and increased costs. We will rely especially heavily on
universities, medical institutions, CROs and other third- parties for the conduct of our clinical trials. While we are obligated to
ensure compliance by third- parties with clinical trial protocols and other aspects of our clinical trials, and to have mechanisms
in place to monitor our clinical trials, the sites at which they are conducted, and the investigators and other personnel involved
in our clinical trials, we have limited control over these entities and individuals and limited visibility into their day- to- day
activities, including with respect to their compliance with the approved clinical protocol. Our reliance on third- parties does not
relieve us of our regulatory responsibilities for ensuring that each of our trials is conducted in accordance with the applicable
protocol, legal and regulatory requirements and scientific standards. We and these third- parties are required to comply with
GCP requirements ;-for therapeutic candidates in clinical development. Regulatory authorities enforce GCP requirements
through periodic inspections of trial sponsors, clinical investigators and trial sites. If we or any of these third- parties fail to
comply with applicable GCP requirements, the clinical data generated in our clinical trials may be deemed unreliable and the
FDA or comparable foreign regulatory authorities may require us to suspend or terminate these trials or perform additional
preclinical studies or clinical trials before approving our marketing applications. We cannot be certain that, upon inspection,
such regulatory authorities will determine that any of our clinical trials comply with GCP requirements. $66ur-900ur failure or
any failure by these third- parties to comply with these regulations or to recruit a sufficient number of patients meeting
requirements for enrollment in the trial may require us to repeat clinical trials, which would delay the regulatory approval
process. Moreover, our business may be implicated if any of these third- parties violates federal or state fraud and abuse or false
claims laws and regulations or healthcare privacy and security laws. Any third- parties conducting aspects of our preclinical
studies or clinical trials will not be our employees and, except for remedies that may be available to us under our agreements
with such third- parties, we cannot control whether or not they devote sufficient time and resources to our preclinical studies and
clinical programs. These third- parties may also have relationships with other commercial entities, including our competitors, for
whom they may also be conducting clinical trials or other therapeutic development activities, which could affect their
performance on our behalf. If these third- parties do not successfully carry out their contractual duties or obligations or meet
expected deadlines, if they need to be replaced, or if the quality or accuracy of the preclinical or clinical data they obtain is
compromised due to the failure to adhere to our protocols or regulatory requirements or for other reasons or if, due to federal or
state orders or absenteeism due to the COVID- 19 pandemic, they are unable to meet their contractual and regulatory
obligations, our development timelines, including clinical development timelines, may be extended, delayed or terminated and
we may not be able to complete development of, obtain regulatory approval of or successfully commercialize our therapeutic
candidates. As a result, our financial results and the commercial prospects for our therapeutic candidates would be harmed, our
costs could increase and our ability to generate revenue could be delayed. If any of our relationships with these third- party
CROs or others terminate, we may not be able to enter into arrangements with alternative CROs or other third- parties or to do
so on commercially reasonable terms. Switching or adding additional CROs involves additional cost and requires management
time and focus. In addition, there is a natural transition period when a new CRO begins work. As a result, delays may occur,
which can materially impact our ability to meet our desired development timelines. Though we carefully manage our
relationships with our CROs, there can be no assurance that we will not encounter similar challenges or delays in the future or
that these delays or challenges will not have a material adverse impact on our business, financial condition and prospects. Parties
conducting some or all of our product manufacturing may not perform satisfactorily. Outside manufacturers may not be able to
or may not comply with cGMP regulations or similar regulatory requirements outside the U. S. Our failure, or the failure of our
manufacturers, to comply with applicable regulations could delay clinical development or marketing approval or result in
sanctions being imposed on us, including clinical holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of
approvals, license revocation, seizures or recalls of therapeutic candidates or products, operating restrictions and criminal
prosecutions, any of which could significantly and adversely affect supplies of our products. We may not have arrangements for
redundant supply or a second source for key materials, components or our products and therapeutic candidates. If our contract
manufacturers cannot perform as expected, we may be required to replace such manufacturers. There may be only a small
number of potential alternative manufacturers who could manufacture our therapeutic candidates. We may incur added costs and
delays in identifying, gaining access to and qualifying any such replacement. We are highly dependent on others to provide
services for certain core aspects of our business. To conserve financial resources, we utilize consultants, advisors and other
parties for certain functions including regulatory affairs, clinical trials, medical practice issues, product management and human
resources. If other parties are not available to provide services through completion of our programs at the time we require their



services, or if the expertise we require is not readily available, the development and commercialization of our therapeutic
candidates may be delayed. #-91If our third- party manufacturers use hazardous and biological materials in a manner that
causes injury or violates applicable law, we may be liable for damages. Our research and development activities involve the
controlled use of potentially hazardous substances, including chemical materials, by our third- party manufacturers. Our
manufacturers are subject to federal, state and local laws and regulations in the U. S. governing the use, manufacture, storage,
handling and disposal of medical and hazardous materials. Although we believe that our manufacturers’ procedures for using,
handling, storing and disposing of these materials comply with legally prescribed standards, we §7eannet--- cannot completely
eliminate the risk of contamination or injury resulting from medical or hazardous materials. As a result of any such
contamination or injury, we may incur liability or local, city, state or federal authorities may curtail the use of these materials
and interrupt our business operations. In the event of an accident, we could be held liable for damages or penalized with fines,
and the liability could exceed our resources. We do not have any insurance for liabilities arising from medical or hazardous
materials. Compliance with applicable environmental laws and regulations is expensive, and current or future environmental
regulations may impair our research, development and production efforts, which could harm our business, prospects, financial
condition or results of operations. We may not be successful in establishing and maintaining strategic partnerships, which could
adversely affect our ability to develop and commercialize products. A part of our strategy is to seek, evaluate and, when
strategically attractive, enter into development and commercial partnerships. Potential partners may include larger medical
products companies. These potential partners often have their own internal development programs and priorities which may be a
potential source of competition for our therapeutic candidates. We must develop technologies of value and then demonstrate the
value of our technologies and therapeutic candidates if we are to be successful in arranging strategic partnerships on terms that
will be attractive. There are no assurances that we will succeed in arranging any partnerships. Identifying appropriate partners
for our therapeutic candidates and the negotiation process is lengthy, time- consuming and complex and we have limited
resources to do this. In order for us to successfully partner our therapeutic candidates, potential partners must view these
therapeutic candidates as economically and technologically valuable with features or benefits that are superior to existing
products or therapeutic candidates in development. We may not be able to maintain such strategic partnerships if, for example,
development or approval of a product is delayed or sales of an approved product are disappointing. Any delay in entering into
strategic partnership agreements related to our therapeutic candidates could delay their development and commercialization and
reduce their competitiveness even if they reach the market. In addition, strategic partners may not perform as we expect or may
breach their agreements with us. We may not be able to adequately protect our rights under these agreements and attempting to
do so is likely to be time - consuming and expensive. Furthermore, our strategic partners will likely seek to control certain
decisions regarding the development and commercialization of our therapeutic candidates and may not conduct those activities
in the manner or time we would like. If we fail to establish and maintain strategic partnerships related to our therapeutic
candidates, we will bear all of the risk and costs related to the development and commercialization of our therapeutic candidates.
This may require us to seek additional financing, hire additional employees and otherwise develop expertise which we do not
have. These factors could materially and adversely affect the development or commercial success of any product- candidate for
which we do not arrange a strategic partnership. Risks-92Risks related to managing our business and operationsWe face risks
related to health epidemics, pandemics and other widespread outbreaks of contagious disease, including a the-engeing-COVID-
+9-pandemic, which could significantly disrupt our operations, impact our financial results or otherwise adversely affect our
business. Significant outbreaks of contagious diseases and other adverse public health developments could have a material
adverse effect on our business operations and operating results. For example, the spread of COVID —+9-has had, and
identification of new variants of COVID- 19 could have, an adverse effect on segments of the global economy and our
operations. As a result of the engeing-COVID- 19 pandemic or similar public health crises that may arise, we may experience
disruptions that could adversely affect our operations, research and development, preclinical studies, clinical trials and
manufacturing activities we may conduct, some of which may include: -e—delays-@delays or difficulties in commencing
enrollment of patients in our planned clinical trials; e-the-@the impact from potential delays, including potential difficulties in
clinical site initiation, including difficulties in recruiting clinical site investigators and clinical site staff; 88-e-diverstomn
@diversion of healthcare resources away from the conduct of clinical trials, including the diversion of hospitals serving as our
clinical trial sites and hospital staff supporting the conduct of our clinical trials; e-interraption-@interruption of key clinical
trial activities, such as clinical trial site data monitoring, due to limitations on travel imposed or recommended by federal or state
governments, employers and others or interruption of clinical trial subject visits and study procedures that are deemed non-
essential, which may impact the integrity of subject data and clinical trial endpomts e-interruption-@interruption or delays in
the operations of the FDA or other regulatory authorities, which may impact review and approval timelines; e-interraption
Ginterruption of, or delays in receiving, supplies of our product candidates from our contract manufacturing organizations due
to staffing shortages, production slowdowns or stoppages and disruptions in delivery systems; e-interraptions-@interruptions in
preclinical studies due to restricted or limited operations at our laboratory facility; e—timitatiens-@limitations on employee
resources that would otherwise be focused on the conduct of our preclinical studies and clinical trials, including because of
sickness of employees or their families or the desire of employees to avoid contact with large groups of people; and-e-
nterruption-and@interruption or delays to our sourced discovery and clinical activities. In March 2021, we moved our
laboratory operations to facilities leased from the Massachusetts Biomedical Initiatives, Inc., or MBI, in Worcester,
Massachusetts. In December 2022, we signed a two- year sublease for ofﬁce #and lab space in Newton Massachusetts —n-tate
January-, which commenced February 1, 2023 --w 0 . This new space allows
both lab personnel and the rest of the-our Massachusetts team to be housed in one location. Whlle we believe we will have
sufficient access to the Newton facility, there is no assurance that this will be the case. Should access to the Newton facility be
limited, or should other pandemic- related restrictions be imposed, our development work would be further adversely affected.




The extent of such adverse effects will depend on future developments which are highly uncertain and cannot be predicted. In
addition, the Newton facilities may not meet all our requirements. The extent to which the engeing-COVID- 19 pandemic or
other health problems ultimately affect our business, preclinical studies and clinical trials will depend on future developments,
which are highly uncertain and cannot be predicted with confidence, such as the ultimate geographic spread of the disease, the
duration of the pandemic, travel restrictions and social distancing in the United States and other countries, business closures or
business disruptions and the effectiveness of actions taken in the United States and other countries to contain and treat the
disease. We-93We will need to grow the size of our organization, and we may experience difficulties in managing this growth.
As of March 20, 2623-2024 , we had +9-10 employees including five-three with Ph. D.” s. We also utilize various outside
companies and individuals under consulting or other arrangements to support our operations. As our clinical development and
commercialization plans and strategies develop, and as we continue to operate as a public company, we expect to need
additional human resources in areas including management, clinical and regulatory, manufacturing, research, medical, sales,
marketing, financial, and other. Future growth would impose significant added responsibilities on members of management,
including: e-reeruiting-@recruiting , integrating, retaining and motivating additional employeeS' e-managing-Omanaging our
development efforts effectively, including the clinical, manufacturing and quality review process for our therapeutic candidates,
while complying with our contractual obligations to contractors, collaboration partners and other third- parties; and-e—improvitg
and@improving our operational, financial and management controls, reporting systems and procedures. 890ut--- Our future
financial performance and our ability to commercialize our therapeutic candidates, if approved, will depend, in part, on our
ability to effectively manage any future growth, and our management may also have to divert a disproportionate amount of its
attention away from day- to- day activities in order to devote a substantial amount of time to managing these growth activities.
We currently rely, and for the foreseeable future will continue to rely, in substantial part on third- parties, including independent
organizations, advisors and consultants, to provide certain services to support and perform our operations. There can be no
assurance that the services of these third- parties will continue to be available to us on a timely basis when needed, or that we
can find qualified replacements. In addition, if we are unable to effectively manage our outsourced activities or if the quality,
accuracy or quantity of the services provided is compromised for any reason, our clinical trials may be delayed or terminated,
and we may not be able to obtain, or may be substantially delayed in obtaining, regulatory approval of our therapeutic
candidates or otherwise advance our business. There can be no assurance that we will be able to manage our existing consultants
or find other suitable outside contractors and consultants on economically reasonable terms, or at all. If we are not able to
effectively expand our organization by hiring new employees and expanding our groups of consultants and contractors, we may
not be able to successfully execute the tasks necessary to further develop and commercialize our therapeutic candidates and,
accordingly, may not achieve our development and commercialization goals. Our future success depends on our ability to retain
key executives and to attract, retain and motivate qualified personnel. Our ability to compete in the highly competitive oncology
industry depends upon our ability to attract and retain highly qualified managerial, scientific and meedteal-operations personnel.
We are dependent on our management, scientific and medical personnel and advisors, including our Executive Chairman,
Philippe Calais, PhD; our interim CEO, CFO, Principal Financial Officer and director, Thomas A. Fitzgerald; our co-
founder and €EO6-Chief Sclentlfic Ofﬁcer Rebeﬁ—Mtehael—Bud-}ey—Dr Zdravka Medarova, our co- founder and adwsor
Biueuree—founderDr. Anna Moore >3 our board of drrectors and mernbers of our scwntlﬁc and business adv1sory boards as
well as our many consultants. The loss of the services of any of these individuals or entities , and our inability to find suitable
replacements, could result in delays in product development and materially harm our business. Recruiting and retaining
qualified scientific, clinical, manufacturing and sales and marketing personnel will also be critical to our success. The loss of the
services of our executive officers or other key employees could impede the achievement of our research, development and
commercialization objectives and seriously harm our ability to successfully implement our business strategy. Furthermore,
replacing executive officers and key employees may be difficult and may take an extended period of time because of the limited
number of individuals in our industry with the breadth of skills and experience required to successfully develop, gain regulatory
approval of and commercialize drugs. Competition to hire from this limited pool is intense, and we may be unable to hire, train,
retain or motivate these key personnel on acceptable terms given the competition among numerous pharmaceutical and
biotechnology companies for similar personnel. We also experience competition for the hiring of scientific and clinical
personnel from universities and research institutions. Failure to succeed in clinical trials may make it more challenging to recruit
and retain qualified scientific personnel. Fhe-94The estimates of market opportunity and forecasts of market growth included in
this prespeetas-annual report or that we may otherwise provide may prove to be inaccurate, and even if the markets in which
we compete achieve the forecasted growth, our business may not grow at similar rates, or at all. Market opportunity estimates
and growth forecasts included in this prespeetas-annual report or that we may otherwise provide are subject to significant
uncertainty and are based on assurnptlons and estimates which may not prove to be accurate. The-These estimates and forecasts
ineluded-nrthisprespeetus-relating to size and expected growth of our target market may prove to be inaccurate. Even if the
markets in which we compete meet the size estimates and growth forecasts included herein in-this-prespeetas-, our business may
not grow at similar rates, or at all. Our growth is subject to many factors, including our success in implementing our business
strategy, which is subject to many risks and uncertainties. We may be exposed to significant foreign exchange risk. We incur
expenses, and may in the future derive revenues, in a variety of currencies. As a result, we are exposed to foreign currency
exchange risk as our results of operations and cash flows are subject to fluctuations in foreign currency exchange rates. To date,
we have not had significant proportions of our spending tied to foreign currencies but this may change in the future. Thus,
Softuetnations—- fluctuations in currency exchange rates could affect our results as expressed in U. S. dollars. We currently do
not engage in hedging transactions to protect against uncertainty in future exchange rates between particular foreign currencies.
We cannot predict the impact of foreign currency fluctuations, and foreign currency fluctuations in the future may adversely




affect our financial condition, results of operations and cash flows. Compliance with governmental regulations regarding the
treatment of animals used in research could increase our operating costs, which would adversely affect the commercialization of
our products. The Animal Welfare Act, or AWA, is the federal law that covers the treatment of certain animals used in research.
Currently, the AWA imposes a wide variety of specific regulations that govern the humane handling, care, treatment and
transportation of certain animals by producers and users of research animals, most notably relating to personnel, facilities,
sanitation, cage size, and feeding, watering and shipping conditions. Third- parties with whom we contract are subject to
registration, inspections and reporting requirements under the AWA and comparable rules, regulations, and or obligations that
may exist in many foreign jurisdictions. Furthermore, some states have their own regulations, including general anti- cruelty
legislation, which establish certain standards in handling animals. Comparable rules, regulations, and / or obligations exist in
many foreign jurisdictions. If we or our contractors fail to comply with regulations concerning the treatment of animals used in
research, we may be subject to fines and penalties and adverse publicity, and our operations could be adversely affected. Our
ability to use our net operating loss carryforwards and certain tax credit carryforwards may be subject to limitation. We have net
operating loss carryforwards and tax credit carryforwards for U. S. federal and state income tax purposes which begin to expire
in future years. Additionally, under Section 382 of the Internal Revenue Code of 1986, as amended, or the Code, changes in our
ownership may limit the amount of our net operating loss carryforwards and tax credit carryforwards that could be utilized
annually to offset our future taxable income, if any. This limitation would generally apply in the event of a cumulative change in
ownership of our company of more than 50 percentage points within a three- year period. Any such limitation may significantly
reduce our ability to utilize our net operating loss carryforwards and tax credit carryforwards before they expire. Private
placements and other transactions that have occurred since our inception, as well as our initial public offering, may trigger such
an ownership change pursuant to Section 382. Any such limitation, whether as the result of future securities offerings, our initial
public offering, prior private placements, sales of our common stock by our existing stockholders or additional sales of our
common stock by us, could have a material adverse effect on our results of operations in future years. The reduction of the
corporate tax rate under the Tax Cuts and Jobs Act of 2017, or the Tax Cuts and Jobs Act, may cause a reduction in the
economic benefit of our net operating loss carryforwards and other deferred tax assets available to us. Our ability to utilize those
net operating loss carryforwards could be limited by an *“ ownership change  as described above, which could result in
increased tax liability to us. Risks-95Risks related to eur-intellectual propertyOur success depends in part on our ability to
protect our intellectual property. It is difficult and costly to protect our proprietary rights and technology, and we may not be
able to ensure their protection. Our business will depend in large part on obtaining and maintaining patent, trademark and trade
secret protection of our proprietary technologies and our therapeutic candidates, their respective components, synthetic
intermediates, formulations, combination therapies, methods used to manufacture them and methods of treatment, as well as
successfully defending these patents against third- party challenges. Our ability to stop unauthorized third- parties from making,
using, selling, offering to sell or importing our therapeutic candidates is dependent upon the extent to which we have rights
under valid and enforceable patents that cover these activities and whether a court would issue an injunctive remedy. If we are
unable to secure and maintain patent protection for any product or technology we develop, or if the scope of the patent
protection secured is not sufficiently broad, our competitors could develop and commercialize products and technology similar
or identical to ours, and our ability to commercialize any therapeutic candidates we may develop may be adversely affected. The
patenting process is expensive and time- consuming, and we may not be able to file and prosecute all necessary or desirable
patent applications at a reasonable cost or in a timely manner. The patenting process is subject to numerous risks and there can
be no assurance that we will be successful in obtaining patents for which we have applied. In addition, we may not pursue,
obtain, or Stmaintair-- maintain patent protection in all relevant markets. It is also possible that we will fail to identify
patentable aspects of our research and development output before it is too late to obtain patent protection. 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 and are reliant on our licensors or licensees. The
strength of patents in the biotechnology and biopharmaceutical fields involves complex legal and scientific questions and can be
uncertain. The patent applications that we own or license may fail to result in issued patents with claims that cover our
therapeutic candidates or uses thereof in the United States or in other foreign countries. Even if the patents do successfully issue,
third- parties may challenge the validity, enforceability or scope thereof, which may result in such patents being narrowed,
invalidated or held unenforceable. Furthermore, even if they are unchallenged, our patents and patent applications may not
adequately protect our technology, including our therapeutic candidates, or prevent others from designing around the claims in
our patents. If the breadth or strength of protection provided by the patent applications we hold with respect to our therapeutic
candidates is threatened, it could dissuade companies from collaborating with us to develop, and threaten our ability to
commercialize, our therapeutic candidates. Further, if we encounter delays in our clinical trials, the period of time during which
we could market our therapeutic candidates under patent protection would be reduced. We cannot be certain that we were the
first to file any patent application related to our technology, including our therapeutic candidates, and, if we were not, we may be
precluded from obtaining patent protection for our technology, including our therapeutic candidates. Some of the patents that we
control were filed prior to March 16, 2013, and are thus based on the “ first- inventor- to- invent ” criterion. We cannot be
certain that we are the first to invent the inventions covered by pending patent applications and, if we are not, we may be
subject to priority disputes. Furthermore, for United States applications in which all claims are entitled to a priority date before
March 16, 2013, an interference proceeding can be provoked by a third- party or instituted by the United States Patent and
Trademark Office, or USPTO, to determine who was the first to invent any of the subject matter covered by the patent claims of
our applications. Similarly, for United States applications in which at least one claim is not entitled to a priority date before
March 16, 2013, derivation proceedings can be instituted to determine whether the subject matter of a patent claim was derived
from a prior inventor’ s disclosure. We may be required to disclaim part or all of the term of certain patents. There may be prior



art of which we are not aware that may affect the validity or enforceability of a patent or patent application claim. There also
may be prior art of which we are aware, but which we do not believe affects the validity or enforceability of a claim, which
may, nonetheless, ultimately be found to affect the validity or enforceability of a claim. Ne-96No assurance can be given that if
challenged, our patents would be declared by a court to be valid or enforceable or that even if found valid and enforceable,
would adequately protect our therapeutic candidates, or would be found by a court to be infringed by a competitor’ s technology
or product. We may analyze patents or patent applications of our competitors that we believe are relevant to our activities and
consider that we are free to operate in relation to our therapeutic candidates, but our competitors may achieve issued claims,
including in patents we consider to be unrelated, which block our efforts or may potentially result in our therapeutic candidates
or our activities infringing such claims. The possibility exists that others will develop products that have the same effect as our
products on an independent basis and that do not infringe our patents or other intellectual property rights or will design around
the claims of patents that may issue that cover our products. Recent or future patent reform legislation could increase the
uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued
patents. Under the enacted Leahy- Smith America Invents Act, or the America Invents Act, after March 2013, the United States
moved from a “ first- to- invent ” to a “ first- inventor- to- file ” system. Under a * first- inventor- to- file ” system, assuming the
other requirements for patentability are met, the first inventor to file a patent application generally will be entitled to a patent on
the invention regardless of whether another inventor had made the invention earlier. The America Invents Act includes a
number of other significant changes to U. S. patent law, including provisions that affect the way patent applications are
prosecuted, redefine prior art and establish a new post- grant review system. The effects of these changes are currently unclear,
as the USPTO only recently developed new regulations and procedures in connection with the America Invents Act and many of
the substantive changes to patent law, including the * first- inventor- to- file ” provisions. In addition, the courts have yet to
address many of these provisions and the applicability of the America Invents Act and new regulations on specific patents
discussed herein, for which issues have not been determined and would need to be reviewed. However, the America Invents Act
and its implementation 92eeutd—- could increase the uncertainties and costs surrounding the prosecution of our patent
applications and the enforcement or defense of our issued patents, all of which could have a material adverse effect on our
business and financial condition. The degree of future protection for our proprietary rights is uncertain because legal means
afford only limited protection and may not adequately protect our rights or permit us to gain or keep our competitive advantage.
For example: e-others-@others may be able to make or use compounds that are similar to the compositions of our therapeutic
candidates but that are not covered by the claims of our patents or those of our licensors; e—we-@we or our licensors, as the case
may be, may fail to meet our obligations to the U. S. government in regards to any licensed patents and patent applications
invented or developed using U. S. government funding, leading to the loss of patent rights; e-we-@we or our licensors, as the
case may be, might not have been the first to file patent applications for these inventions; e-others-@others may independently
develop similar or alternative technologies or duplicate any of our technologies; ®-t-@it is possible that our pending patent
applications will not result in issued patents; ®-#-@it is possible that there are prior public disclosures that could invalidate our
or our licensors’ patents, as the case may be, or parts of our or their patents; e-it-@it is possible that others may circumvent our
owned or licensed patents; -e-#-@it is possible that there are unpublished applications or patent applications maintained in
secrecy that may later issue with claims covering our products or technology similar to ours; e-the-@the laws of foreign
countries may not protect our or our licensors’, as the case may be, proprietary rights to the same extent as the laws of the
United States; o-the-@the claims of our owned or licensed issued patents or patent applications, if and when issued, may not
cover our therapeutic candidates; ®-ear-@our owned or in- licensed issued patents may not provide us with any competitive
advantages, may be narrowed in scope, or be held invalid or unenforceable as a result of legal challenges by third- parties;
970@the o-the-inventors of our owned or licensed patents or patent applications may become involved with competitors, develop
products or processes which design around our patents, or become hostile to us or the patents or patent applications on which
they are named as inventors; e-it-@it is possible that our owned or licensed patents or patent applications omit individual (s) that
should be listed as inventor (s) or include individual (s) that should not be listed as inventor (s), which may cause these patents
or patents issuing from these patent applications to be held invalid or unenforceable; -e—we-@we have engaged in scientific
collaborations in the past and w#H-expect to continue to do so in the future. Such collaborators may develop adjacent or
competing products to ours that are outside the scope of our patents; e-we-@we may not develop additional proprietary
technologies for which we can obtain patent protection; e-it-@it is possible that therapeutic candidates or diagnostic tests we
develop may be covered by third- parties’ patents or other exclusive rights; or@the er-e-the-patents of others may have an
adverse effect on our business. 93Fhe—- The patents covering the therapeutic use of our lead candidate, TTX- MC138, are
currently issued only in the U. S. and there are no foreign applications pending for this invention at this time. We have limited
foreign intellectual property rights and may not be able to protect our intellectual property rights throughout the world. We have
limited intellectual property rights outside the United States. Filing, prosecuting and defending patents on therapeutic candidates
in all countries throughout the world would be prohibitively expensive, and our intellectual property rights in some countries
outside the United States can be less extensive than those in the United States. In addition, the laws of some foreign countries do
not protect intellectual property rights to the same extent as federal and state laws in the United States. Consequently, we may
not be able to prevent third- parties from practicing our inventions in all countries outside the United States, or from selling or
importing products made using our inventions in and into the United States or other jurisdictions. 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, but enforcement is not as strong as in the
United States. 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. Many companies have encountered significant problems in protecting
and defending intellectual property rights in foreign jurisdictions. The legal systems of certain countries, particularly certain



developing countries, do not favor the enforcement of patents, trade secrets and other intellectual property protection,
particularly those relating to oncology products, which could make it difficult for us to stop the infringement of our patents or
marketing of competing products in violation of our proprietary rights generally. Proceedings to enforce our patent rights in
foreign jurisdictions could result in substantial costs and divert our efforts and attention from other aspects of our business,
could put our patents at risk of being invalidated or interpreted narrowly and our patent applications at risk of not issuing and
could provoke third- parties to assert claims against us. We may not prevail in any lawsuits that we initiate, and the damages or
other remedies awarded, if any, may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual
property rights around the world may be inadequate to obtain a significant commercial advantage from the intellectual property
that we develop or license. Third- party claims of intellectual property infringement may be costly and time consuming to
defend, and could prevent or delay our product discovery, development and commercialization efforts. Our commercial success
depends in part on our ability to develop, manufacture, market and sell our therapeutic candidates and use our proprietary
technologies without infringing the proprietary rights of third- parties. There is a substantial amount of litigation involving
patents and other intellectual property rights in the biotechnology and biopharmaceutical industries, as well as administrative
proceedings for challenging patents, including interference, derivation, inter partes review, post grant review, and reexamination
proceedings before the USPTO or oppositions and other comparable proceedings in foreign jurisdictions. ¥We-98We may be
exposed to, or threatened with, future litigation by third- parties having patent or other intellectual property rights alleging that
our therapeutic candidates and / or proprietary technologies infringe their intellectual property rights. Numerous U. S. and
foreign issued patents and pending patent applications, which are owned by third- parties, exist in the fields in which we are
developing our therapeutic candidates. As the biotechnology and biopharmaceutical industries expand and more patents are
issued, the risk increases that our therapeutic candidates may give rise to claims of infringement of the patent rights of others.
Moreover, it is not always clear to industry participants, including us, which patents cover various types of drugs, products or
their methods of use or manufacture. Thus, because of the large number of patents issued and patent applications filed in our
fields, there may be a risk that third- parties may allege they have patent rights encompassing our therapeutic candidates,
technologies or methods. If a third- party claims that we infringe its intellectual property rights, we may face a number of issues,
including, but not limited to: e-infringement-GQinfringement and other intellectual property claims which, regardless of merit,
may be expensive and time- consuming to litigate and may divert our management’ s attention from our core business;
substanttal-@substantial damages for infringement, which we may have to pay if a court decides that the therapeutic candidate
or technology at issue infringes on or violates the third- party’ s rights, and, if the court finds that the infringement was willful,
we could be ordered to pay treble damages and the patent owner’ s attorneys’ fees; @a 94-e—a-court prohibiting us from
developing, manufacturing, marketing or selling our therapeutic candidates, or from using our proprietary technologies, unless
the third- party licenses its product rights to us, which it is not required to do; e-f-@if a license is available from a third- party,
we may have to pay substantial royalties, upfront fees and other amounts, and / or grant cross- licenses to intellectual property
rights for our therapeutic candidates and any license that is available may be non- exclusive, which could result in our
competitors gaining access to the same intellectual property; and@the and-e-the-need to redesign our therapeutic candidates or
processes so they do not infringe, which may not be possible or may require substantial monetary expenditures and time. In
addition, there could be public announcements of the results of hearings, motions or other interim proceedings or developments,
and, if securities analysts or investors perceive these results to be negative, it could have a substantial adverse effect on the price
of our common stock. This type of litigation or proceeding could substantially increase our operating losses and reduce our
resources available for development activities. We may not have sufficient financial or other resources to adequately conduct
such litigation or proceedings. Some of our competitors may be able to sustain the costs of complex 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 or could otherwise have a material adverse effect on our business, results of operations, financial
condition and prospects. Furthermore, because of the substantial amount of discovery required in connection with intellectual
property litigation or administrative proceedings, there is a risk that some of our confidential information could be compromised
by disclosure. If we are not able to obtain and enforce patent and other intellectual property protection for our technologies,
development and commercialization of our therapeutic candidates may be adversely affected and our business materially
harmed. Our success depends in part on our ability to obtain and maintain patents and other forms of intellectual property rights,
including in- licensing intellectual property rights of others, for our therapeutic candidates, methods used to manufacture our
therapeutic candidates and methods for treating patients using our therapeutic candidates, as well as our ability to preserve our
trade secrets, to prevent third- parties from infringing our proprietary rights and to operate without infringing the proprietary
rights of others. ¥e-99We and our current or future licensors and licensees may not be able to apply for or prosecute patents on
certain aspects of our technologies at reasonable cost, in a timely fashion, or at all. The patent position of oncology companies
can be highly uncertain because it involves complex legal and factual questions. There is no guarantee that any of our pending
patent applications will result in issued or granted patents, that any of our issued or granted patents will not later be found to be
invalid or unenforceable, or that any issued or granted patents will include claims that are sufficiently broad to cover our
therapeutic candidates or delivery technologies or provide meaningful protection from our competitors. If third- parties disclose
or misappropriate our proprietary rights, it may materially and adversely affect us. While we will endeavor to try to protect our
technologies with intellectual property rights such as patents, the process of obtaining patents is time- consuming, expensive and
sometimes unpredictable. The USPTO and various foreign governmental patent agencies require compliance with a number of
procedural, documentary, fee payment and other provisions during the process of pursuing patent coverage. There are situations
in which noncompliance can result in abandonment or lapse of a patent or patent application, resulting in partial or complete loss
of patent rights in the relevant jurisdiction. In such an event, competitors might be able to enter the market earlier than otherwise



would have been the case. The standards applied by the USPTO and foreign patent offices in granting patents are not always
applied uniformly or predictably. For example, there is no uniform worldwide policy regarding patentable subject matter or the
scope of claims allowable in oncology patents. Moreover, changes in either the patent laws or in the interpretations of patent
laws may diminish the value of our intellectual property. As such, we do not know the degree of future protection that we might
have with respect to our proprietary technologies. Further, patents have a limited lifespan. In the United States and in
industrialized countries generally, a patent expires 20 years after the first claim of priority (or first provisional U. S. patent
application). Various limited extensions may be available; however, the life of a patent, and the protection it affords, is limited.
Without patent protection for our technologies, we may be more susceptible to competition, including from generic versions of
our therapeutic candidates. Further, the extensive period of time between patent filing and regulatory approval for a product-
candidate limits the time during which we can market a product- candidate under patent protection, which may particularly and
adversely affect our profitability. 95inteHeetaat--- Intellectual property litigation and administrative patent office patent validity
challenges in one or more countries could cause us to spend substantial resources and distract our personnel from their normal
responsibilities. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims may
cause us to incur significant expenses and could distract our technical and management personnel from their regular
responsibilities. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments and if securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially increase our
operating losses and reduce the resources available for development activities or any future sales, marketing, patient support or
distribution activities. We may not have sufficient financial or other resources to conduct such litigation or proceedings
adequately. As noted above, some of our competitors may be able to sustain the costs of such litigation or proceedings more
effectively than we can because of their greater financial resources. Uncertainties resulting from the initiation and continuation
of patent litigation or other proceedings could compromise our ability to compete in the marketplace, including compromising
our ability to raise the funds necessary to continue our clinical trials, continue our research programs, license necessary
technology from third- parties, or enter into development collaborations that would help us commercialize our current or future
therapeutic candidates, if approved. Any of the foregoing events would harm our business, financial condition, results of
operations and prospects. Cenfidenttality-100Confidentiality agreements with employees and others may not prevent
unauthorized disclosure of proprietary information. Among the ways we attempt to protect our intellectual property is by
entering into confidentiality agreements with our employees, consultants, and outside scientific advisors, contractors and
collaborators. These agreements are intended to protect (i) proprietary know- how that may not be patentable or that we may
elect not to patent, (i) processes for which patents are difficult to enforce and (iii) other elements of our technology not covered
by patents. Although we use reasonable efforts to protect our intellectual property, our employees, consultants, contractors, or
outside scientific advisors might intentionally or inadvertently disclose our intellectual property to competitors or others. In
addition, competitors may otherwise gain access to our intellectual property or independently develop substantially equivalent
information and techniques. Enforcing a claim that another party illegally obtained and is using any of our intellectual property
is expensive and time consuming, and the outcome is unpredictable. In addition, courts outside the U. S. sometimes are less
willing than U. S. courts to protect intellectual property. Misappropriation or unauthorized disclosure of our intellectual property
could materially and adversely affect our competitive position and may have a material adverse effect on us. Third- parties may
assert that our employees or consultants have wrongfully used or disclosed confidential information or misappropriated trade
secrets. As is common in the biotechnology and biopharmaceutical industries, we employ individuals who were previously
employed at universities or other biotechnology or biopharmaceutical companies, including our competitors or potential
competitors. Although no claims against us are currently pending, and although we try to ensure that our employees 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 our employees, consultants or independent contractors have inadvertently or otherwise used or disclosed intellectual
property, including trade secrets or other proprietary information, of a former employer or other third- parties. 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. Even if we are successful in defending against such claims, litigation
or other legal proceedings relating to intellectual property claims may cause us to incur significant expenses and could distract
our technical and management personnel from their normal responsibilities. In addition, there could be public announcements of
the results of hearings, motions or other interim proceedings or developments, and, if securities analysts or investors perceive
these results to be negative, it could have a substantial adverse effect on the price of our common stock. This type of litigation or
proceeding could substantially increase our operating losses and reduce our resources available for development activities. We
may not have sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of our
competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
substantially greater financial resources. Uncertainties resulting from the initiation and continuation of patent litigation or other
intellectual property related proceedings could adversely affect our ability to compete in the marketplace. 96Patent—- Patent
terms may be inadequate to protect our competitive position on our therapeutic 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 claimed U. S. provisional filing date. Various extensions such as patent term adjustments and
/ or extensions, may be available, but the life of a patent, and the protection it affords, is limited. Even if patents covering our
therapeutic 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 therapeutic candidates, patents
protecting such candidates might expire before or shortly after such candidates are commercialized. As a result, our owned and
licensed patent portfolio may not provide us with sufficient rights to exclude others from commercializing products similar or



identical to ours. €hanges-101Changes in patent law could diminish the value of patents in general, thereby impairing our
ability to protect our current or future therapeutic candidates. As is the case with other biopharmaceutical companies, our
success is heavily dependent on intellectual property, particularly patents. Obtaining and enforcing patents in the
biopharmaceutical industry involve both technological and legal complexity and is therefore costly, time consuming and
inherently uncertain. Recent patent reform legislation in the U. S. and other countries, including the Leahy- Smith America
Invents Act, or Leahy- Smith Act, signed into law on September 16, 2011, could increase those uncertainties and costs. The
Leahy- Smith Act includes a number of significant changes to U. S. patent law. These include provisions that affect the way
patent applications are prosecuted, redefine prior art and provide more efficient and cost- effective avenues for competitors to
challenge the validity of patents. In addition, the Leahy- Smith Act has transformed the U. S. patent system into a * first inventor
to file ” system. The first- inventor- to- file provisions, however, only became effective on March 16, 2013. Accordingly, it is
not yet clear what, if any, impact the Leahy- Smith Act will have on the operation of our business. However, the Leahy- Smith
Act and its implementation could make it more difficult to obtain patent protection for our inventions and increase the
uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued
patents, all of which could harm our business, results of operations and financial condition. The U. S. Supreme Court has ruled
on several patent cases in recent years, either narrowing the scope of patent protection available in certain circumstances or
weakening the rights of patent owners in certain situations. Additionally, there have been recent proposals for additional changes
to the patent laws of the U. S. and other countries that, if adopted, could impact our ability to obtain patent protection for our
proprietary technology or our ability to enforce our proprietary technology. Depending on future actions by the U. S. Congress,
the U. S. courts, the USPTO and the relevant law- making bodies in other countries, 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 patents and
patents that we might obtain in the future. If we are unable to adequately protect and enforce our trade secrets, our business and
competitive position would be harmed. In addition to the protection afforded by patents we may own or license, we seek to rely
on trade secret protection, confidentiality agreements, and license agreements to protect proprietary know- how that may not be
patentable, processes for which patents are difficult to enforce and any other elements of our product discovery and
development processes that involve proprietary know- how, information, or technology that may not be covered by patents.
Although we require all of our employees, consultants, advisors and any third- parties who have access to our proprietary know-
how, information, or technology to enter into confidentiality agreements, trade secrets can be difficult to protect, and we have
limited control over the protection of trade secrets used by our collaborators and suppliers. We cannot be certain that we have or
will obtain these agreements in all circumstances, and we cannot guarantee that we have entered into such agreements with each
party that may have or have had access to our trade secrets or proprietary information. Moreover, any of these parties might
breach the agreements and intentionally or inadvertently disclose our trade secret information and we may not be able to obtain
adequate remedies for such breaches. In addition, competitors may otherwise gain access to our trade secrets or independently
develop substantially equivalent information and techniques. Furthermore, the laws of some foreign countries do not protect
proprietary rights and trade secrets to the same extent or in the same manner as the laws of the U. S. As a result, we may
encounter significant problems in protecting and defending our intellectual property both in the U. S. and abroad. If we are
unable to prevent unauthorized material disclosure of our intellectual property to third- parties, we will not be able to establish or
maintain a competitive advantage in our market, which could materially adversely affect our business, financial condition,
results of operations and future prospects. 97Enfereing-—- Enforcing a claim that a party illegally disclosed or misappropriated a
trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. If we choose to go to court to stop a
third- party from using any of our trade secrets, we may incur substantial costs. These lawsuits may consume our time and other
resources even if we are successful. Although we take steps to protect our proprietary information and trade secrets, including
through contractual means with our employees and consultants, third- parties may independently develop substantially
equivalent proprietary information and techniques or otherwise gain access to our trade secrets or disclose our technology. If any
of our trade secrets were to be lawfully obtained or independently developed by a competitor or other third- party, we would
have no right to prevent them from using that technology or information to compete with us. Fh#s-102Thus , we may not be
able to meaningfully protect our trade secrets. It is our policy to require our employees, consultants, outside scientific
collaborators, sponsored researchers and other advisors to execute confidentiality agreements upon the commencement of
employment or consulting relationships with us. These agreements provide that all confidential information concerning our
business or financial affairs developed or made known to the individual or entity during the course of the party’ s relationship
with us is to be kept confidential and not disclosed to third- parties except in specific circumstances. In addition, we take other
appropriate precautions, such as physical and technological security measures, to guard against misappropriation of our
proprietary technology by third- parties. In the case of employees, the agreements provide that all inventions conceived by the
individual, and which are related to our current or planned business or research and development or made during normal
working hours, on our premises or using our equipment or proprietary information, are our exclusive property. Although we
require all of our employees to assign their inventions to us, we may be unsuccessful in executing such an agreement with each
party who, in fact, conceives or develops intellectual property that we regard as our own. The assignment of intellectual property
rights may not be self- executing, or the assignment agreements may be breached, and we may be forced to bring claims against
third- parties, or defend claims that they may bring against us, to determine the ownership of what we regard as our intellectual
property. Such claims could have a material adverse effect on our business, financial condition, results of operations, and
prospects. We may initiate, become a defendant in, or otherwise become party to lawsuits to protect or enforce our intellectual
property rights, which could be expensive, time- consuming and unsuccessful. Competitors may infringe any patents we may
own or license. In addition, any patents we may own or license also may become involved in inventorship, priority, validity or
unenforceability disputes. To counter infringement or unauthorized use, we may be required to file infringement claims, which



can be expensive and time- consuming. We may not prevail in any lawsuits that we initiate, and the damages or other remedies
awarded, if any, may not be commercially meaningful. In addition, in an infringement proceeding, a court may decide that one
or more of any patents we may own or license is not valid or is unenforceable or that the other party’ s use of our technology
that may be patented falls under the safe harbor to patent infringement under 35 U. S. C. § 271 (e) (1). There is also the risk
that, even if the validity of these patents is upheld, the court may refuse to stop the other party from using the technology at
issue on the grounds that any patents we may own or license do not cover the technology in question or that such third- party’ s
activities do not infringe our patent applications or any patents we may own or license. An adverse result in any litigation or
defense proceedings could put one or more of any patents we may own or in- license at risk of being invalidated, held
unenforceable, or interpreted narrowly and could put our patent applications at risk of not issuing. Such litigation or proceedings
could substantially increase our operating losses and reduce the resources available for development activities or any future
sales, marketing, patient support or distribution activities. We may not have sufficient financial or other resources to conduct
such litigation or proceedings adequately. Some of our competitors may be able to sustain the costs of such litigation or
proceedings more effectively than we can because of their greater financial resources and more mature and developed
intellectual property portfolios. Uncertainties resulting from the initiation and continuation of patent litigation or other
proceedings could have a material adverse effect on our ability to compete in the marketplace. Depending upon the timing,
duration and specifics of FDA marketing approval of our current or future therapeutic candidates, one or more of the U. S.
patents we own or license may be eligible for limited patent term restoration under the Drug Price Competition and Patent Term
Restoration Act of 1984, referred to as the Hatch- Waxman Amendments. The Hatch- Waxman Amendments permit a patent
restoration term of up to five years as compensation for patent term lost during product development and the FDA regulatory
review process. Different laws govern the extension of patents on approved pharmaceutical products in Europe and other
jurisdictions. However, we may not be granted a patent 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. For example, we may not be granted an
extension in the U. S. if all of our patents covering an approved product expire more than fourteen years from the date of NDA
approval for a product covered by those patents. Moreover, the applicable time period or the scope of patent protection afforded
could be less than we 98request-- request . If we are unable to obtain patent term extension or restoration or the term of any
such extension is less than we request, our competitors may obtain approval of competing products following our patent
expiration, and our ability to generate revenues could be materially adversely affected. Pest-103Post - grant proceedings
provoked by third- parties or brought by the USPTO may be necessary to determine the validity or priority of inventions with
respect to our patent applications or any patents we may own or license. These proceedings are expensive, and an unfavorable
outcome could result in a loss of our current patent rights and could require us to cease using the related technology or to attempt
to license rights to it from the prevailing party. Our business could be harmed if the prevailing party does not offer us a license
on commercially reasonable terms. In addition to potential USPTO post- grant proceedings, we may become a party to patent
opposition proceedings in the EPO, or similar proceedings in other foreign patent offices or courts where our patents may be
challenged. The costs of these proceedings could be substantial and may result in a loss of scope of some claims or a loss of the
entire patent. An unfavorable result in a post- grant challenge proceeding may result in the loss of our right to exclude others
from practicing one or more of our inventions in the relevant country or jurisdiction, which could have a material adverse effect
on our business. Litigation or post- grant proceedings within patent offices may result in a decision adverse to our interests and,
even if we are successful, may result in substantial costs and distract our management and other employees. We may not be able
to prevent, misappropriation of our trade secrets or confidential information, particularly in countries where the laws may not
protect those rights as fully as in the U. S. Furthermore, because of the substantial amount of discovery required in connection
with intellectual property litigation, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation. In addition, there could be public announcements of the results of hearings, motions or other
interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the price of our common stock. We may not be able to detect infringement against any patents we
may own or license. Even if we detect infringement by a third- party of any patents we may own or license, we may choose not
to pursue litigation against or settlement with the third- party. If we later sue such third- party for patent infringement, the third-
party may have certain legal defenses available to it, which otherwise would not be available except for the delay between when
the infringement was first detected and when the suit was brought. Such legal defenses may make it impossible for us to enforce
any patents we may own or license against such third- party. perceived failure by us to comply with such laws and regulations
may harm our business and operations.The global data protection landscape is rapidly evolving,and we may be or become
subject to or affected by numerous federal,state and foreign laws and regulations,as well as regulatory guidance,governing the
collection,use,disclosure,transfer,security and processing of personal data,such as information that we collect about participants
and healthcare providers in connection with clinical trials. +08Imptementation—-- Implementation standards and enforcement
practices are likely to remain uncertain for the foreseeable future,which may (i) create uncertainty in our business,(ii) affect our
or our service providers’ ability to operate in certain jurisdictions or to collect,store,transfer use and share personal data,(iii)
result in liability or (iv) impose additional compliance or other costs on us.Any failure or perceived failure by us to comply with
federal,state,or foreign laws or self- regulatory standards could result in negative publicity,diversion of management time and
effort,or proceedings against us by governmental entities or others.California passed the California Data Privacy Protection Act
of 2018,or the CCPA,which went into effect in January 2020.The CCPA provides new data privacy rights for consumers and
new operational requirements for companies,which may increase our compliance costs and potential liability. The CCPA gives
California residents expanded rights to access and delete their personal information,opt out of certain personal information
sharing,and receive detailed information about how their personal information is used.The CCPA provides for civil penalties for



violations,as well as for private rights of action for certain data breaches that result in the loss of personal information. While
there is currently an exception for protected health information that is subject to HIPAA and clinical trial regulations,as
currently written,the CCPA may impact certain of our business activities.The CCPA may lead to similar laws in other U.S.states
or at a national level,which could increase our potential liability and adversely affect our business.In addition to our operations
in the United States,which may be subject to healthcare and other laws relating to the privacy and security of health information
and other personal information,if we establish operations or conduct clinical trials in Europe,we will be subject to European data
privacy laws,regulations and guidelines.The General Data Protection Regulation,(EU) 2016 / 679,or GDPR,became effective on
May 25,2018,and deals with the collection,use,storage,disclosure,transfer,or other processing of personal data,including personal
health data,regarding individuals in the European Economic Area,or EEA.The GDPR imposes a broad range of strict
requirements on companies subject to the GDPR,including requirements relating to having legal bases for processing personal
information relating to identifiable individuals and transferring such information outside the EEA,including to the United
States,providing details to those individuals regarding the processing of their personal health and other sensitive data,obtaining
consent of the individuals to whom the personal data relates,keeping personal information secure,having data processing
agreements with third- parties who process personal information,responding to individuals’ requests to exercise their rights in
respect of their persenal-109personal information,reporting security breaches involving personal data to the competent national
data protection authority and affected individuals,appointing data protection officers,conducting data protection impact
assessments,and record- keeping. The GDPR increases substantially the penalties to which we could be subject in the event of
any non- compliance,including fines of up to € 10 million or up to 2 % of our total worldwide annual turnover for certain
comparatively minor offenses,or up to € 20 million or up to 4 % of our total worldwide annual turnover
(i.e.,revenues),whichever is greater,for more serious offenses.The GDPR also confers a private right of action on data subjects
and consumer associations to lodge complaints with supervisory authorities,seek judicial remedies,and obtain compensation for
damages resulting from violations of the GDPR.In addition,the GDPR includes restrictions on cross- border data
transfers.Further,national laws of member states of the EU are in the process of being adapted to the requirements under the
GDPR possibly implementing national laws which may partially deviate from the GDPR and impose different obligations from
country to country.As a result,we do not expect to operate in a uniform legal landscape in the EEA.Also,as it relates to
processing and transfer of genetic data,the GDPR specifically allows national laws to impose additional and more specific
requirements or restrictions.European laws have historically differed quite substantially in this field,leading to additional
uncertainty. The U.K.” s decision to leave the EU,often referred to as Brexit,has created uncertainty with regard to data protection
regulation in the U.K.In particular,it is unclear how data transfers to and from the U.K.will be regulated now that the U.K.has
left the EU. +89°%e-We may conduct clinical trials in the EEA where the GDPR would increase our responsibility and liability
in relation to personal data that we process when such processing is subject to the GDPR,and when we are required to have in
place additional mechanisms and safeguards to ensure eemphanee-Risks related to our eemmoen-Common stoekThe-priee
StocklIf you purchase our securities, you may be subject to substantial dilution in the book value of euryour shares of
common stock . You may suffer substantial dilution in the net tangible book value of the common stock you purchase as a
result of future offerings of equity or equity- related securities. There is no public market for any of our pre- funded
warrants or our common stock purchase warrantsThere is no established public trading market for the pre- funded
warrants or common stock purchase warrants we have issued. We will not list the pre- funded warrants or common
stock purchase warrants on any securities exchange or nationally recognized trading system, including the Nasdaq
Capital Market. Therefore, we do not expect a market to ever develop for the pre- funded warrants or common stock
purchase warrants. Without an active market, the liquidity of the pre- funded warrants and common stock purchase
warrants will be limited. The pre- funded warrants and common stock purchase warrants are speculative in nature. The
pre- funded warrants and common stock purchase warrants do not confer any rights of common stock ownership on
their holders, such as voting rights or the right to receive dividends, but merely represent the right to acquire shares of
common stock at a fixed price. Commencing on the date of issuance, holders of pre- funded warrants and common stock
purchase warrants may exercise their right to acquire the underlying common stock and pay the respective stated
warrant exercise price per share. 111Until holders of pre- funded warrants and common stock purchase warrants
acquire shares of our common stock upon exercise thereof, such holders will have no rights with respect to shares of our
common stock, except as provided in the pre- funded warrants and common stock purchase warrants, respectively.
Upon exercise of the pre- funded warrants and common stock purchase warrants, such holders will be entitled to the
rights of a common stockholder only as to matters for which the record date occurs after the exercise date. The price of
our common stock may be volatile or may decline regardless of our operating performance, and-shareholders may not be able
to re%ell their shares at or above the price at which they purchase tho%e shares. Prier-to-ourinitial-publie-offeringthere-had-been
: ; d ading-Trading volume in shares of our common stock on
the Nasdaq Capital Market has been hmlted You may not be able to sell your shares quickly or at the market price if trading in
shares of our common stock is not active erif-priee-moventents-are-volatie- An active or liquid market in our common stock
may not develop or, if it does develop, it may not sustain. As a result of these and other factors, shareholders may not be able to
resell their shares of our common stock at or above the price at which they purchase those shares in this offering . Further, an
inactive market may also impair our ability to raise capital by selling shares of our common stock and may impair our ability to
enter into strategic collaborations or acquire companies or products by using our shares of common stock as consideration. The
price of our common stock may be-velatde-and-fluctuate substantially, which could result in substantial losses for purchasers of
our common stock. Our stock price has been volatile since our initial public offering and-has-deelined-signifteantlyfronrour
-m-rt-xﬁ-l—pttb-l—te—e—ffeﬂﬂg—pﬂee— The stock market in general and the market for the stocks of many smaller biopharmaceutical
companies in particular, have experienced extreme price and volume fluctuations often unrelated or disproportionate to the




operating performance of particular companies ;. We believe that this has occurred for numerous reasons including as a result
of the COVID- 19 pandemic, economic events and expectations, ane-the war in the Ukraine and the current armed conflict in
Israel and the Gaza Strip, with Israel having declared of war on Hamas, a U. S. designated Foreign Terrorist
Organization, due to recent attacks . Broad market and industry factors may negatively affect the market price of our common
stock, regardless of our actual operating 99performanee-- performance . As a result of the foregoing, shareholders may not be
able to sell their common stock at or above the price at which they purchase those shares in this offering or otherwise . The
market price for our common stock may be influenced by many factors, including: -e-the-@the success of competitive drugs or
technologies; e—resuts-@results of clinical trials of our current or future therapeutic candidates or those of our competitors; -
regutatory-Oregulatory or legal developments in the U. S. and other countries; e-developments-@developments or disputes
concerning patent mpllcatlons, issued patents or other proprietary rights; e-the-@the recruitment or departure of key personnel;
o-the-@the level of expenses related to any of our current or future therapeutic candidates or clinical development programs; e
the-@the results of our efforts to discover, develop, acquire or license additional current or future therapeutic candidates or
drugs; e-aetaal-@Gactual or anticipated changes in estimates as to financial results, development timelines or recommendations
by securities analysts; e—vartations-@variations in our financial results or those of companies that are perceived to be similar to
us; e-ehanges-Bchanges in the structure of healthcare payment systems; e-market-@market conditions in the pharmaceutical
and biotechnology sectors; e-general-@general cconomic, industry and market conditions; and-e-the-112@potential delisting
from Nasdaq; and@the other factors described in this “ Risk Factors ” section. fa-If the market price of our common stock
declines, you may not realize any return on your investment in us and further you may lose some or all of your
investment. Additionally, in the past, securities class action litigation has often been instituted against companies following
periods of volatility in the market price of a company’ s securities. This type of litigation, if instituted, could result in substantial
costs and a diversion of management’ s attention and resources. Securities sales practice requirements may limit a
stockholder’ s ability to buy and sell our securities. Effective June 30, 2020, the SEC implemented Regulation Best
Interest requiring that “ A broker, dealer, or a natural person who is an associated person of a broker or dealer, when
making a recommendation of any securities transaction or investment strategy involving securities (including account
recommendations) to a retail customer, shall act in the best interest of the retail customer at the time the
recommendation is made, without placing the financial or other interest of the broker, dealer, or natural person who is
an associated person of a broker or dealer making the recommendation ahead of the interest of the retail customer. ”
This is a significantly higher standard for broker- dealers to recommend securities to retail customers than under prior
FINRA suitability rules. FINRA suitability rules still apply to institutional investors and require that in recommending
an investment to a customer, a broker- dealer must have reasonable grounds for believing that the investment is suitable
for that customer. Prior to recommending securities to their customers, broker- dealers must make reasonable efforts to
obtain information about the customer’ s financial status, tax status, investment objectives and other information, and,
for retail customers, determine that the investment is in the customer’ s “ best interest, ” and meets other SEC
requirements. Both SEC Regulation Best Interest and FINRA’ s suitability requirements may make it more difficult for
broker- dealers to recommend that their customers buy speculative, low- priced securities. They may affect investing in
our common stock, which may have the effect of reducing the level of trading activity in our securities. As a result, fewer
broker- dealers may be willing to make a market in our common stock, reducing a stockholder’ s ability to resell shares
of our common stock. Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to
relinquish rights to our technologies or current or future therapeutic candidates. Until such time, if ever, as we can generate the
cash we need from operations, we expect to finance our cash needs through a combination of private and public equity offerings,
debt financings, collaborations, strategic alliances and marketing, distribution or licensing arrangements. We do not currently
have any committed external source of funds. To the extent that we raise additional capital through the sale of common stock or
securities convertible into or exchangeable for common stock, the ownership interest of our shareholders will be diluted, and the
terms of these new securities may include liquidation or other preferences that materially adversely affect the rights of our
shareholders. Debt financing, if available, would increase our fixed payment obligations and 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 funds through collaborations, strategic alliances or marketing, distribution or
licensing arrangements with third- parties, we may have to relinquish valuable rights to our intellectual property, future revenue
streams, research programs or current or future therapeutic candidates or grant licenses on terms that may not be favorable to us.
[f we are unable to raise additional funds when needed, we may be required to delay, scale back or discontinue the development
and commercialization of one or more of our therapeutic candidates, delay our pursuit of potential licenses or acquisitions, et
grant rights to develop and market current or future thempeutlc candidates that we w ould otherwne prefeI to de\ e]op and market
ourselves —H000Our-exeetntive-offieers-, ¢ G affthe
- or eompany-restrict or curtail our operatlons. 113We will need to raise substantial additional fundmg If we are unable
to raise capital when needed , we would be forced to delay, scale back or discontinue some of our therapeutic candidate
development programs or commercialization efforts. The development of pharmaceutical drugs is capital intensive. We
are currently advancing clinical development of TTX- MC138. Our current cash resources are insufficient to fund our
planned operations or development plans beyond sometime in the late third or early fourth quarter of 2024. We may not
be able to complete our planned clinical trial, we may only be able to complete the trial in a small subset of patients and
in only one tumor type. Even if completed, we will require additional funds to advance further. If we are capital
constrained, we may not be able to meet our obligations. If we are unable to meet our obligations, or we experience a
disruption in our cash flows, it could limit or halt our ablhty to contmue to develop our therapeutlc candldates or even to
continue operations, either of which occurrence w bttty otd p




among-these-stockholders-may-have-anadverse effect on us and our shareholders. We expect our expenses to contlnue to

increase in connection with our ongoing activities, particularly as we continue the priee-research and development of ,
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ﬂ:ﬂd—‘—&S'S'GS‘Sﬂ‘rg—Sl”m[lcdm au:ountlmy transactions dl]d other techmcdl dccountmg and...... be unenfouedble we may incur
additional costs associated with reselving-operating as a public company. If we are unable to raise capital when needed, we
would be forced to delay, scale back or discontinue the development and commercialization of one or more of our
therapeutic candidates, delay our pursuit of potential licenses or acquisitions, or significantly reduce our operations. Our
future capital requirements will depend on and could increase significantly as a result of many factors, including: Gthe
scope, progress, results and costs of drug discovery, preclinical development, laboratory testing and clinical trials for our
current or future therapeutic candidates; Qthe potential additional expenses attributable to adjusting our development
plans (including any supply- related matters) to the COVID- 19 pandemic; Othe scope, prioritization and number of our
research and development programs; Othe costs, timing and outcome of regulatory review of our current or future
therapeutic candidates; Gour ability to establish and maintain collaborations on favorable terms, if at all; Othe



achievement of milestones or occurrence of other developments that trigger payments under any additional collaboration
agreements we obtain; Othe extent to which we are obligated to reimburse, or are entitled to reimbursement of, clinical
trial costs under future collaboration agreements, if any; Gthe costs of preparing, filing and prosecuting patent
applications, maintaining and enforcing our intellectual property rights and defending intellectual property- related
claims; Othe extent to which we acquire or license other current or future therapeutic candidates and technologies; GOthe
costs of securing manufacturing arrangements for clinical and commercial production; andQthe costs of establishing or
contracting for sales and marketing capabilities if we obtain regulatory approvals to market our current or future
therapeutic candidates. 114Identifying potential current or future therapeutic candidates and conducting preclinical
testing and clinical trials is a time- consuming, expensive and uncertain process that takes years to complete, and we
may never generate the necessary data or results required to obtain marketing approval and achieve drug sales. In
addition, our current or future therapeutic candidates, if approved, may not achieve commercial success. Our
commercial revenues, if any, will be derived from sales of drugs that we do not expect to be commercially available for
many years, if ever. Accordingly, we will need to continue to rely on additional funding to achieve our business
objectives. Any additional fundraising efforts may divert our management from their day- to- day activities, which may
adversely affect our ability to develop and commercialize our current or future therapeutic candidates. Disruptions in
the financial markets in general, and those due to the COVID- 19 pandemic and geopolitical events in particular, have
made equity and debt financing more difficult to obtain and may have a material adverse effect on our ability to meet
our fundraising needs. We cannot guarantee that future financing will be available in sufficient amounts or on terms
favorable to us, if at all. Moreover, the terms of any financing may adversely affect the holdings or the rights of our
stockholders and the issuance of additional securities, whether equity or debt, by us, or the possibility of such matters
issuance, may cause the market price of our shares to decline . The FederalForumProvistonrsale of additional equity or
convertible securities would dilute all of our stockholders. The incurrence of indebtedness could result in fixed payment
obligations, and we may be required to agree to certain restrictive covenants, such as limitations on our ability to incur
additional debt, limitations on our ability to acquire, sell or license intellectual property rights and other operating
restrictions that could adversely impact our ability to conduct our business. We could also impese-addittonatlitigation
eosts-be required to seek funds through arrangements with collaborators or otherwise at an earlier stage than otherwise
would be desirable and we may be required to relinquish rights to some of our technologies or current or future
therapeutlc candldates or otherw1se agree to terms unfavorable to us, any of which may have a material adverse effect on
v b our mv&hd—busmess, operatlng results and prospects . If we
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164et-or development programs, the commerclahzatlon of any therapeutlc candldates, be unable to expand our
operations or otherwise capitalize on our business opportunities, as desired, or restrict or curtail operations, any of
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listing would in all likelihood make our common stock significantly less liquid and wewld-adversely affect its value. As initially
disclosed on the-our Current Report on Form 8- K filed with the SEC on Beeember-9-May 18 , 2622-2023 , we received a
letter from the Listing Qualifications Department, or the Staff, of The Nasdaq Stock Market LLC, or Nasdaq, on May
16, 2023, that we are not in compliance with the SEC;we-teeetved-writtennotifieationfrom-stockholders’ equity
requirement for continued listing on the Nasdaq Capital Market. notifying-us-that-ourstoek-had-failed-to-comply-with
Nasdaq Listing Rule 5550 ('b) (1) requires that companies listed on the Nasdaq Capital Market maintain stockholders’
equity of at least $ 2, 500, 000, or the Stockholders’ Equity Requirement, or that they meet one of the alternative listing
standards, market value of listed securities of at least $ 35 million or net income of $ 500, 000 from continuing operations
in the most recently completed fiscal year, or in two of the three most recently completed fiscal years. We were given 45
calendar days, or until June 30, 2023, to submit a plan to Nasdaq describing how we intend to seek to regain compliance
with the Stockholders’ Equity Requirement, or the Compliance Plan. If the Compliance Plan was determined to be
acceptable to the Staff, the Staff would have the discretion to grant the Company an extension of 180 calendar days from
the date of the Staff notification to regain compliance with the Stockholders’ Equity Requirement. The Company
submitted the Compliance Plan to Nasdaq on June 30, 2023, and supplemented it with additional materials on July 24,
2023. 1150n July 26, 2023, the Company received a Delisting Determination Letter from the Staff advising the Company
that the Staff had determined not to accept the Company’ s Compliance Plan, that the Company’ s request for an
extension had been denied, and that the Company’ s common stock was subject to delisting from the Nasdaq Capital
Market, or the Delisting Determination. In accordance with Nasdaq Listing Rule 5815 (2) (2), the Company was
provided with seven calendar days, or until August 2, 2023, to request a hearing before the Nasdaq Hearings Panel, or
the Panel, to appeal the Delisting Determination. The Company submitted a request or-for a hearing to Nasdaq, and on
August 2, 2023, was notified by Nasdaq that an oral hearing, or the Hearing, by the Panel to discuss the Delisting
Determination had been scheduled. The Hearing was held on October S, 2023. On October 26, 2023, the Company
received a letter from the Panel granting an extension to continue its listing on Nasdaq until January 22, 2024, subject to
(1) on or before November 14, 2023, following the filing of its Form 10- Q for the period ended September 30, 2023, the



Company providing a detailed update to the Panel regarding its meeting the stockholders’ equity requirement (we
provided this update to the Panel) and (2) on or before January 22, 2024, the Company providing an update to the Panel
on how it demonstrates long- term compliance with the stockholder’ s equity requirement and the-other Ranel- Upon in
the-event-ofa delisting from the Nasdaq Capital Market,our stock would likely be traded in the over- the- counter inter- dealer
quotation system,more commonly known as the OTC.OTC transactions involve risks in addition to those associated with
transactions in securities traded on the securities exchanges,such as the Nasdaq Capital Market,or ,together, Exchange- listed
stocks.Many OTC stocks trade less frequently and in smaller volumes than Exchange- listed stocks.Accordingly,our stock
would be less liquid than it would be otherwise.Also,the prices of OTC stocks are often more volatile than Exchange- listed
stocks. Addltlonally, many-institutional investors are usually prohibited from investing in OTC stocks,and it might be more

challenglng to raise capltal When needed Mlnlmum B1d Price Requlrement ”) requlred —bee&use—t-he—bld—pﬂee—feﬁeiﬁeemmeﬂ

contmued hstlng on the Nasdaq Capltal Market pursuant to Nasdaq Llstlng Rule 5550 (a) ). The Nasdaq letter does not
result in the immediate delisting of the Company’ s common stock from the Nasdaq Capital Market . [n accordance with
Nasdaq Listing Rule 5810 (¢) (3) (A) (5etthe * Compliance Period Rule ), we have been provided an initial period of 180
calendar days, or until Fane-+May 6 , 2023-2024 , er-( the * Compliance Date ) to regain compliance with the Minimum Bid
Price Requirement. If, at any time during this 180- day period, the elesirg-bid price for ear-the Company’ s common stock
closes at $ 1. 00 or more per share for a minimum of 10 consecutive business days, or such longer period up to 20 consecutive
business days as may be determined by the Staff in its discretion, as required under the Compliance Period Rule, Nasdae-the
Staff will provide written notification to us-the Company that it eursteelcomplies with the Minimum Bid Price Requirement
and the common stock will continue to be eligible for listing on the-The Nasdaq Capital Market unless other eligibility
deficiencies exist . [ swe-de-the Company does not regain compliance with the Minimum Bid Price Requirement by the
Compliance Date, we-the Company may be eligible for an additional 180 calendar day compliance period. To qualify, swe-the
Company would be required to meet the continued listing requirement for the market value of publicly held shares and all other
initial listing standards for the Nasdaq Capital Market, with the exception of the Minimum Bid Price Requirement, and would
need to provide written notice to Nasdaq of ewrits intention to cure the deficiency during the additional compliance period. ¥
116If it appears to the Nasdag-staff-Staff that we-the Company will not be able to cure the deficiency, the Nasdag-staff-Staff
will provide written notice to #s-the Company that ear-its common stock will be subject to delisting. At that time, swe-the
Company may appeal the staffStaff * s delisting determination to a Nasdaq Hearing Panel (serthe “ Panel ”) . We-The
Company expeet-expects that eur-its stock would remain listed pending the Panel’ s decision , subject to the Company’ s
ability to regain compliance with the Stockholders’ Equity Requirement (as defined below) . There can be no assurance
that, if we-do-the Company does appeal any-saeh-the Staff> s delisting determination to the Panel, such appeal would be
successful . Upon a delisting from the Nasdagq...... more challenging to raise capital when needed . We will continue to monitor
the closing bid price of our common stock and seek to regain compliance with the Minimum Bid Price Requirement within the
allotted compliance period; however, there can be no assurance that we will regain compliance with the Minimum Bid
Requirement or that , if we do appeal a subsequent delisting determination, that-such appeal would be successful. General-Risk
FaetorsOur-we-rely on certain or all of these exemptions.If some investors find our common stock less attractive as a result,there
may be a less active trading market for our common stock and our stock price may be more volatile.Under the JOBS Act,EGCs
can also delay adopting new or revised accounting standards until such time as those standards apply to private companies,which
may make our financial statements less comparable to companies that comply with new or revised accounting pronouncements
as of public company effective dates. HHIf securities analysts do not publish research or reports about our business or if they
publish negative evaluations of our stock,the price of our stock could decline.The trading market for our common stock may be
influenced,in part, y-on the research and reports that industry or financial analysts publish about us or our business.If begun,we
may lose research coverage by industry or financial analysts.If no or few analysts maintain coverage of us,the trading price of
our stock would likely decrease.If one or more of the analysts covering our business downgrade their evaluations of our
stock,the price of our stock would likely decline.If one or more of these analysts cease to cover our stock,we could lose visibility
in the market for our stock,which in turn could cause our stock price to decline.We do not intend to pay cash dividends on our
common stock,so any returns W111 be hmlted to the value of our stock We currently 1nternal eeﬁaptrteﬁ-hef&ns—a—reaseﬂab-}e

over financial reporting.In preparation of our ﬁnan01al statements to meet the requlrements of our IPO,we determlned that
material weakness in our internal control over financial reporting existed during the year ended December 31,2021.Prior to our
IPO in 2021,we did not design and therefore did not have an effective control environment commensurate with our current
financial reporting requirements.Specifically,we lacked a sufficient number of professionals with segregated duties with an
appropriate level of accounting knowledge,training and experience to appropriately analyze,record and disclose accounting
matters timely and accurately.In connection with the preparation of our financial statements as of and for the years ended
December 31, 2023-and-2022 and 2021 ,we identified material weaknesses in our control over financial reporting,and
determined that many of these material weaknesses remained unremediated from when they were first identified during the year
ended December 31,2021,in connection with the preparation of our financial statements for our IPO.While these material
weaknesses did not result in a misstatement for the years ended December 31, 2023-and-2022 and 2021 ,cach of the above
material weaknesses could have resulted in a misstatement of the aforementioned account balances or disclosures that could
have resulted in a material misstatement to the annual or interim financial statements that would not have been prevented or
detected.In order to remediate the material weaknesses in our internal control over financial reporting and address the material
weaknesses in our accounting processes,we plan to establish more robust accounting policies and procedures,and review the



adoption of new accounting positions and the need for financial statement disclosures.Also,in September 2022,we engaged an
independent consultant to assist us in determining what personnel are needed,in evaluating new accounting policies,and in
enhancing the robustness of our reporting systems and procedures.This work is ongoing.We began implementing and
plan systems sor-and procedures. This work is ongoing. 118We began implementing and plan to continue to implement
steps to address those—- the internal control deficiencies that contributed to the material weaknesses, including the
following: @when funding allows, hiring of eur-additional finance and accounting personnel with requisite experience
and technical accounting expertise, supplemented by third- party €ROs-resources; @documenting and formally assessing
ot-our accounting and financial reporting policies and procedures; and@assessing significant accounting transactions
and other eontractors-technical accounting and financial reporting issues, preparing accounting memoranda addressing
these issues and maintaining these memoranda in er-our eensultants;-may-fat-corporate records. While we believe that
these efforts will improve er-our sufferseeurity-breaches-internal control over financial reporting , whiehs-implementation
of these and other measures will be ongoing and will require validation and testing of the design and operating effectiveness of
our internal controls over a sustained period of financial reporting cycles.We cannot reasonably estimate when these
remediation measures will be completed nor can we assure you that the measures we have taken to date,and are continuing to
take,will be sufficient to remediate the material weaknesses we have identified or avoid potential future material weaknesses.If
the steps we take do not correct the material weaknesses in a timely manner,we will be unable to conclude that we maintain
effective internal controls over financial reporting. Furthermore,we may not have identified all material weaknesses,and our
current controls and any new controls that we develop may become inadequate because of changes in conditions in our
business.Accordingly,there continues to be a reasonable possibility that these de Ilc1cncics or others could result in a
misstatement material-disraption-of our-entrent-or-our accounts : :
the-implementation-of seetrity-meastures;out— or internal computer systems and those of OUr...... futLue therapeutic cand1ddtes
or inappropriate disclosure disclosures of confidential or proprietary information, we...... our efforts will prevent information
security breaches that would result in a material misstatement of our financial statements that would not be prevented or
detected on a timely basis. If we continue to fail to maintain an effective system of internal control over financial
reporting, we may not be able to accurately report our financial results or prevent fraud. As a result, stockholders could
lose confidence in our financial and other public reporting, which would harm our business ;tegal-and the trading price
of our common stock. Effectlve 1nternal controls over financial reportlng are necessary or-for reputational-hararto-us to
provide reliable v p financial eendition-reports and,
together with adequate dlsclosure controls and procedures, are des1gned to prevent fraud Any failure to implement
required new prev or chinteal-data
improved controls, or pa-&eﬂ-ts—pefseﬂal—data—dlfﬁcultles encountered in thelr 1mplementat10n, could resultimrsignifieant
hability-understate(e-cause us to fail to meet our reporting obligations . g-In addition , any testing state-breachnotifieation
taws)federal{e—e HPAAas-amended-by HHFECH)-us conducted in connection with Section 404 , or any subsequent
testing by and-internationaHaw-(e—g--the-EuropeanUnion;-or-our E-independent registered public accounting firm , may
reveal deficiencies in General-DataProtectionRegulation;or-our GBPR)-and-internal controls over financial reporting that

are deemed to be material weaknesses or that may require prospective or retroactive changes to our financial statements
or identify other areas for further attention or 1mprovement Inferlor 1nternal controls could also cause 1nvest0rs &

materr&l—adverse—rmpaet—lo lose confidence in o4

eeﬂs-eqtteﬂees—&n-y—e-ﬁ\\ lmh wuld hd\ a negatlve ma-teﬂa-l—&dverse—cl[ul on the tradlng pr1ce euebusrness—resu-l-ts—o[
operations-our stock. We will be required to disclose changes made in our internal controls and procedures on a quarterly
basis , and our management will be required to assess the effectiveness of these controls annually. However, for as long as
we are an EGC, our 1ndependent reglstered public accounting firm will not be required to attest to the effectiveness of
our internal controls over financial eondittor;prospeets-reporting pursuant to Section 404. We could be and- an eash-flows
EGC for up to five years . Any— An faiture-by-steh-third-independent assessment of the effectiveness of our internal
controls over financial reporting could detect problems that our management’ s assessment might not. Undetected
material weaknesses in our internal controls over financial reporting could lead to restatements of our financial
statements and require us to incur the expense of remedlatlon. Antl p&r—ﬁes—te—takeover pr0v1s1ons under our charter

could -}e&d-llmlt the market price of our common stock and may prevent or frustrate attempts by our stockholders to
replace or remove our current management.Our amended and restated certificate of incorporation and amended and
restated bylaws contain provisions that could delay or prevent a change of control of our company or changes in our
board of directors that our stockholders might consider favorable.Some of these provisions include:@a prohibition on
stockholder action through written consent, which requires that all stockholder actions be taken at a meeting of our



stockholders; 119@a e-a-requirement that special meetings of stockholders be called only by the board of directors acting
pursuant to a resolution approved by the affirmative vote of a majority of the directors then in office; e-advanee-@advance
notice requirements for stockholder proposals and nominations for election to our board of directors; @a e-arequirement that no
membe1 of our bomd of dnecton may be remov ed hom office bv our stock holders except for cause dlld in addition to any other

of our voting stock then entitled to vote in the election of directors; @a O—a—lequnement offor approv al e-Pby not less than two-
thirds of all outstanding shares of our voting stock to amend any bylaws by stockholder action or to amend specific provisions of
our certificate of incorporation; and@the and-e-the-authority of the board of directors to issue preferred stock on terms
determined by the board of directors without stockholder approval and which preferred stock may include rights superior to the
rights of the holders of common stock.In addition,because we are incorporated in Delaware,we are governed by the provisions
of Section 203 of the Delaware General Corporate Law,or DGCL,which may prohibit certain business combinations with
stockholders owning 15 % or more of our outstanding voting stock.These antitakeover provisions and other provisions in our
amended and restated certificate of incorporation and amended and restated bylaws could make it more difficult for

stockholders or potentm d-rsrupt-teﬁ—acqulrers to obtaln control of e&ebttsrness—l:ﬂee—m&&y—e&rer—eempames—we—h&ve—eﬂ

ou d also have—delay or 1mpede a materla-l
advefse—effeet—eﬁ—merger, tender offer or proxy contest 1nvolv1ng our company. These provisions could also discourage
proxy contests and make it more difficult for you and other stockholders to elect directors of etr-your business;finanetat
eonditiorrchoosing or cause us to take other corporate actions you desire. Any delay or prevention of a change of control
transaction or changes in or-our results-board of eperattens—We-directors could cause the market price of er-our common

stock to decline. Our amended and restated bylaws designate a certain court as the third—parties-tpon-whom-we-depend
sole and exclusive forum for certain types of actions and proceedings that may be initiated adversely-atfeeted-by

earthqualkes;-othernatural-disasters;-or-our stockholders political and military events, and our...... our disaster recovery and
business continuity pldns which could llmlt have—a—materta-l—adyerse—effeet—eﬁ—om stockholders ablllty to obtaln a favorable
judicial forum bu v
appropriate-for disputes w1th us ot Or our dlrectors bﬂﬁtﬁess—Hewever— officers, or employees. Pursuant to our amended
and restated bylaws, unless we consent in writing to the eventselection of an alternative forum, aeeident-or-ineident-at
t-hese—~ the Court -faeﬂfttes—we—earrnet—assure—yeu—ﬂ%&t—ﬂ%e—&meuﬂts—ot insuranee-Chancery of the State of Delaware will be

the sole manufacturing-faeilities-ofourthird—party-eontraet
and exclusive forum aeetdent-orineident-or-for any state law claims ether

feaseﬁ—eveﬁ—fm (1) a—sheﬁ—peﬂed-e%&me,—dnv derivative action eraH-ofeur— or researehand-developmentprograms-may-be
harmed—Our-proceeding brought on our behalf, (ii) any actlon assertlng a clalm of breach of ﬁduclary duty owed by any
of our directors, officers, cmployees or agents to us or ;9 Ay
miseonduet-or-our stockholders, (iii) any action asserting a clalm arlslng pursuant to any prov1s1on of et-heﬁ the tmpropet
aetivities-Delaware General Corporation Law , ineludingnorrour amended and restated certificate of incorporation and
our amended and restated bylaws, (iv) any action to interpret, apply, enforce or determlne the vahdlty of our certificate
of incorporation or by - laws or (v) any action asserting a claim 7
nstder-trading—We-are-expesed-to-therisk-that our employees, principal inv estlgdtms CROs ...... provision of benetlts or
advantages to physicians is governed by the internal affairs doctrine national-ant—briberylaws-of EU-Member-States-, sueh-in
each case subject to the Court of Chancery having personal jurisdiction over the indispensable parties named as
defendants therein, or the- U3&BriberyAet20+0Infringementof these—- the Delaware Forum Provision laws could result
in substantial fines and......, administrative penalties, fines or imprisonment . The Delaware Forum Provision collection, use,
disclosure, transfer...... financial markets and confidence in economic conditions will not apply to eeeur—Our-general-business
strategy—m&y—be—adverseb%ffeeted—by—any causes of action ar1s1ng under stueh-eeonomie-downturn,-volatile-business

i tetab the Securities Act eurrenteguity-and-ereditmarkets

deteﬂefate—m the Exchange Act or de—net—nﬁpfeve—rt—may—make—anv debt-other claim orfor equity-finaneing-which the
federal courts have exclusive jurisdiction. Unless we seek-consent in writing to the selection of ebtain-mere-diffientt;more

eostly;-and-—- an mere-diutive-Fature-to-seeure-alternate forum, the United States District Court for the District of

Massachusetts shall be the sole and exclusive forum for resolv1ng any complaint assertlng ﬂeeessary—ﬁﬂanemg—m—a cause of
action arising under the Securities Act, timely
growth-strategy-the Federal Forum Provision , as

baelee%our prlnclpal ofﬁce is located in Boston, Massachusetts
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and restated bylaws provide that any person or entity purchasing or otherwise acquiring any interest in our shares of
common stock i is arisk-deemed to have notice of and consented to the Delaware F orum Prov1s10n and the Federal Forum

waived observed mCIedsed economic uncertainty in the Umted ...... dlld re;sulatlons and any hulule or our perceived hulme by
us to comp]y with...... place qddmoml mechdmsms and safe(nuuds to ensure eomplldnce with the federal securltles GDP-R—




