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You should carefully consider the risks and uncertainties described below, together with all of the other information in this
annwal-Annual repertReport on Form 10- K. We operate in a dynamic and rapidly changing industry that involves numerous
risks and uncertainties. The risks and uncertainties described below are not the only ones we face. Other risks and uncertainties,
including those that we do not currently consider material, may impair our business. If any of the risks discussed below actually
occur, our business, financial condition, operating results or cash flows could be materially adversely affected. This annuat
Annual repertReport on Form 10- K also contains forward- looking statements that involve risks and uncertainties. Our actual
results could differ materially from those anticipated in these forward- looking statements as a result of certain factors, including
the risks we face as described below and elsewhere in this annwat-Annual repert-Report on Form 10- K. Risks Related to Our
Financial Position and Capital Needs We have incurred substantial losses since our inception and anticipate that we will
continue to incur substantial and increasing losses for the foreseeable future. Investment in biopharmaceutical product
development is highly speculative because it entails substantial upfront capital expenditures and significant risk that a product
candidate will fail to prove effective, gain regulatory approval or become commercially viable. We do not have any products
approved by regulatory authorities, have not generated any product revenues to date, and have incurred significant research,
development and other expenses related to our ongoing operations. As a result, we have not been profitable and have incurred
significant operating losses in every reporting period since our inception. For the years ended December 31, 2023 and 2022 and
2024, we reported a net loss of $ 4437 . 3 million and § 26-41 . 73 million, respectively. As of December 31, 2023 and 2022
and2021- we had an accumulated deficit of $ 217. 2 million and $ 179. 9 millienand-$338—-6-million, respectively. We do not
expect to generate product revenues for many years, if at all. We expect to continue to incur significant expenses and operating
losses for the foreseeable future. We anticipate these losses to increase as we continue to research, develop and seek regulatory
approvals for our product candidates and any additional product candidates we may acquire, and potentially begin to
commercialize product candidates that may achieve regulatory approval. We may also encounter unforeseen expenses,
difficulties, complications, delays and other unknown factors that may adversely affect our business. The size of our future net
losses will depend, in part, on the rate of future growth of our expenses and our ability to generate revenues. Our expenses will
further increase as we: * conduct additional clinical trials of our lead product, GPS, including the Phase 3 clinical trial evaluating

GPS for AML and our second chmcal candldate SLS()09 GF-H999—'—htfe-add-t&eﬂal-pefseﬂﬂel—mel-udmg—ehmea{-

ad:mtms&&t—l—ve—pefseﬂﬂel— * seek marketlng approval for any of our product candldates that successfully complete cllmcal trlals
* develop our outsourced manufacturing activities and establish sales, marketing and distribution capabilities, if we receive, or
expect to receive, marketing approval for any product candidates; ¢ in- license or acquire the rights to, and pursue development
of, other products, product candidates or technologies; * maintain, expand and protect our intellectual property portfolio; * hire
additional personnel, including clinical, manufacturing, quality control, quality assurance and other scientific personnel,
sales and marketing personnel and general and administrative personnel; and < add operational, financial and management
information systems and personnel. We currently have no source of revenues from product sales. We may never generate such
revenues or achieve profitability. Currently, we do not generate any revenues from product sales or otherwise. Even if we are
able to successfully achieve regulatory approval for our product candidates, we do not know when we will generate revenues or
become profitable, if at all. Our ability to generate revenues from product sales and achieve profitability will depend on our
ability to successfully commercialize products, including our current product candidates, and other product candidates that we
may develop, in- license or acquire in the future. Our ability to generate revenues and achieve profitability also depends on a
number of additional factors, including our ability to: ¢ successfully complete development activities, including the necessary
clinical trials; « complete and submit BLAs and NDAs to the FDA and obtain U. S. regulatory approval for indications for
which there is a commercial market; « complete and submit applications to foreign regulatory authorities in Europe, Asia and
other jurisdictions; ¢ obtain regulatory approval in territories with viable market sizes; ¢ obtain coverage and adequate
reimbursement from third parties, including government and private payors;  set commercially viable prices for our products, if
any; ¢ establish and maintain supply and manufacturing relationships with reliable third parties and / or build our own
manufacturing facility and ensure adequate, legally globally compliant manufacturing of bulk drug substances and drug products
to maintain that supply; ¢ develop distribution processes for our product candidates; * develop commercial quantities of our
product candidates, once approved, at acceptable cost levels; * obtain additional funding, if required to develop and
commercialize our product candidates; ¢ develop a commercial organization capable of sales, marketing and distribution for any
products we intend to sell ourselves, in the markets in which we choose to commercialize on our own, and successfully enter
into arrangements with third parties to sell, market, and distribute our products in markets where we choose not to
commercialize on our own; ¢ achieve market acceptance of our products; ¢ attract, hire and retain qualified personnel; and ¢
protect our rights in our intellectual property portfolio. Our revenues for any product candidate for which regulatory approval is
obtained will be dependent, in part, upon the size of the markets in the territories for which it gains regulatory approval, the
accepted price for the product, the ability to get reimbursement at any price, and whether we own the commercial rights for that
territory. If the number of our addressable disease patients is not as significant as our estimates, the indication approved by
regulatory authorities is narrower than we expect, or the reasonably accepted population for treatment is narrowed by
competition, physician choice or treatment guidelines, we may not generate significant revenues from sales of such products,




even if approved. In addition, we anticipate incurring significant costs associated with commercializing any approved product
candidate. As a result, even if we generate revenues, we may not become profitable and may need to obtain additional funding
to continue operations. If we fail to become profitable or are unable to sustain profitability on a continuing basis, then we may
be unable to continue our operations at planned levels and may be forced to reduce our operations. We will need additional
financing to fund our operations and complete the development and, if approved, the commercialization of our product
candidates. If we are unable to raise capital when needed, we could be forced to delay, reduce or eliminate our product
development programs or commercialization efforts. We expect to expend substantial resources for the foreseeable future to
continue the clinical development and manufacturing of GPS, in particular the Phase 3 study of GPS in AML, and GFH669%
SLS009 . Our existing cash will not be sufficient to complete such development activities and obtain regulatory approval for our
product candidates and, if we receive regulatory approval for our product candidates, commence commercialization activities,
and we will need to raise significant additional capital to help us do so. In addition, our operating plan may change as a result of
factors currently unknown to us, and we may need additional funds sooner than planned. If we are unable to obtain sufficient
funding for our operations, we may be delayed in pursuing our development programs for GPS and GFH669-SLS009 . Our
future capital requirements depend on many factors, including: « the scope, progress, results and costs of our ongoing and
planned development programs for our product candidates, as well as any additional clinical trials we undertake to obtain data
sufficient to seek marketing approval for our product candidates in any indication; * the timing of, and the costs involved in,
obtaining regulatory approvals for our product candidates if our clinical trials are successful; ¢ the cost of commercialization
activities for our product candidates, if any of these product candidates are approved for sale, including marketing, sales and
distribution costs; ¢ the cost of manufacturing our product candidates for clinical trials in preparation for regulatory approval,
including the cost and timing of process development, manufacturing scale- up and validation activities; * our ability to establish
and maintain strategic licensing or other arrangements and the financial terms of such agreements; ¢ the costs to in- license
future product candidates or technologies; ¢ the costs involved in preparing, filing, prosecuting, maintaining, expanding,
defending and enforcing patent claims, including litigation costs and the outcome of such litigation; * the costs in defending and
resolving future derivative and securities class action litigation; * our operating expenses; and ¢ the emergence of competing
technologies or other adverse market developments Addltlonal funds may not be avallable When we need them on terms that
are acceptable to us, or at all. We ethity—Moreover, global
and domestic events, such as pubhc health crises, geopolltlcal unrest and domestlc p0ht1cal events, have caused and could
continue to cause uncertainty and volatility in the capital markets which could impact our ability to raise capital. If adequate
funds are not available to us on a timely basis, we may not be able to continue as a going concern or we may be required to
delay, limit, reduce or terminate preclinical studies, clinical trials or other development activities for one or more of our product
candidates or target indications, or delay, limit, reduce or terminate our establishment of sales and marketing capabilities or other
activities that may be necessary to commercialize our product candidates. Raising additional capital may cause dilution to our
existing stockholders, restrict our operations or require us to relinquish rights to our product candidates on unfavorable terms to
us. We may seek additional capital through a variety of means, including through private and public equity offerings and debt
financings, collaborations, strategic alliances and marketing, distribution or licensing arrangements. To the extent that we raise
additional capital through the sale of equity or convertible debt securities, or through the issuance of shares under management
or other types of contracts, or upon the exercise or conversion of outstanding derivative securities, the ownership interests of our
stockholders will be diluted, and the terms of such financings may include liquidation or other preferences, anti- dilution rights,
conversion and exercise price adjustments and other provisions that adversely affect the rights of our stockholders, including
rights, preferences and privileges that are senior to those of our holders of common stock in the event of a liquidation. In such
event, there is a possibility that once all senior claims are settled, there may be no assets remaining to pay out to the holders of
our common stock. Debt financing, if available, could include covenants limiting or restricting our ability to take certain actions,
such as incurring additional debt, making capital expenditures, entering into licensing arrangements, or declaring dividends and
may require us to grant security interests in our assets, including our intellectual property, and for our subsidiaries to guarantee
our obligations. If we are unable to raise additional funds through equity or debt financings when needed, we may be required to
grant rights to develop and market products or product candidates that we would otherwise prefer to develop and market
ourselves. If we raise additional funds through collaborations, strategic alliances, or marketing, distribution or licensing
arrangements with third parties, we may have to relinquish valuable rights to our technologies, future revenue streams, products
or product candidates or grant licenses on terms that may not be favorable to us. Our cash and cash equivalents balance as of
December 31, 20222023 will fund our operations for less than one year. As of December 31, 26222023 , we had a cash and
cash equivalents balance of approximately $ 472 . 3-5 million. We expect our existing cash and cash equivalents balance as of
December 31, 28222023 , will be insufficient to fund current planned operations for at least the next twel#e-12 months from the
date of issuance of our consolidated financial statements for the year ended December 31, 2022-2023 , and that we will need to
raise additional capital in order to continue our operations as currently planned. In the event that we are unable to obtain
additional financing, we may be unable to continue as a going concern. There is no guarantee that we will be able to secure
additional financing. Changes in our operating plans, our existing and anticipated working capital needs, the acceleration or
modification of our development activities, any near- term or future expansion plans, increased expenses, potential acquisitions
or other events may further affect our ability to continue as a going concern. See Note 2 to our consolidated financial statements
included elsewhere in this Annual Report on Form 10- K for additional information on our assessment. Similarly, the report of
our independent registered public accounting firm on our consolidated financial statements as of and for the year ended
December 31, 2622-2023 includes an Emphasis of Matter paragraph indicating that there is substantial doubt about our ability to
continue as a going concern. Our consolidated financial statements do not include any adjustments that might result from the
outcome of this uncertainty. If we cannot continue as a viable entity, our security holders may lose some or all of their




investment in us. Adverse developments affecting the financial services industry, such as actual events or concerns involving
liquidity, defaults or non- performance by financial institutions or transactional counterparties, could adversely affect our current
and projected business operations and its financial condition and results of operations. Actual events involving limited liquidity,
defaults, non- performance or other adverse developments that affect financial institutions, transactional counterparties or other
companies in the financial services industry or the financial services industry generally, or concerns or rumors about any events
of these kinds or other similar risks, have in the past and may in the future lead to market- wide liquidity problems. For example,
on March 10, 2023, Silicon Valley Bank, or SVB, was closed by the California Department of Financial Protection and
Innovation, which appointed the Federal Deposit Insurance Corporation, or the FDIC, as receiver. Similarly, on March 12, 2023,
Signature Bank and Silvergate Caprtal Corp were each swept into recervershrp If any Al-t-hettgh—a—sta-temeﬂt—by—t-he—Bepartmeﬁt
of our counterpartles he a
any a

etueeeuﬂtefpaf&es—te-aﬁy—sueh—mstruments that we may enter into in the future were to be placed into recelvershlp, we may be
unable to access such funds. In addition, if any parties with whom we conduct business are unable to access funds pursuant to
such instruments or lending arrangements with such a financial institution, such parties’ ability to pay their obligations to us or to
enter into new commercial arrangements requlrrng addrtronal payrnents tous could be adversely affected—I-ﬁ—t-hts—fegafd—

ﬁﬂaﬂeia-l—ser%rees—l—ndustfyh Srmrlar 11npacts have occurred in the past such as durlng the 2008 2010 ﬁnan01al Crisis. Inﬂatlon

and rapid increases in interest rates have led to a decline in the trading Value of prevrously 1ssued government securities with
interest rates below current market 1nterest rates - y i

eapaetty—e—ﬁsueh—pfegram— There 1s no guarantee that the U S. Departrnent of Treasury, F DIC and F ederal Reserve Board will
provide access to uninsured funds in the future in the event of the closure of other banks or financial institutions, or that they
would do so in a timely fashion. Although we assess our banking relationships as we believe necessary or appropriate, our
access to funding sources and other credit arrangements in amounts adequate to finance or capitalize our current and projected
future business operations could be significantly impaired by factors that affect us, the financial institutions with which we have
arrangements directly, or the financial services industry or economy in general. These factors could include, among others,
events such as liquidity constraints or failures, the ability to perform obligations under various types of financial, credit or
liquidity agreements or arrangements, disruptions or instability in the financial services industry or financial markets, or
concerns or negative expectations about the prospects for companies in the financial services industry. These factors could
involve financial institutions or financial services industry companies with which we have financial or business relationships, but
could also include factors involving financial markets or the financial services industry generally. In addition, investor concerns
regarding the U. S. or international financial systems could result in less favorable commercial financing terms, including higher
interest rates or costs and tighter financial and operating covenants, or systemic limitations on access to credit and liquidity
sources, thereby making it more difficult for us to acquire financing on acceptable terms or at all. Any decline in available
funding or access to our cash and liquidity resources could, among other risks, adversely impact our ability to meet our operating
expenses, financial obligations or fulfill our other obligations, result in breaches of our financial and / or contractual obligations
or result in violations of federal or state wage and hour laws. Any of these impacts, or any other impacts resulting from the
factors described above or other related or similar factors not described above, could have material adverse impacts on our
liquidity and our current and / or projected business operations and financial condition and results of operations. In addition, any
further deterioration in the macroeconomic economy or financial services industry could lead to losses or defaults by parties
with whom we conduct business, which in turn, could have a material adverse effect on our current and / or projected business
operations and results of operations and financial condition. For example, a party with whom we conduct business may fail to
make payments when due, default under their agreements with us, become insolvent or declare bankruptcy. Any bankruptcy or
insolvency, or the failure to make payments when due, of any counterparty of ours, or the loss of any significant relationships,
could have material adverse impacts on our liquidity and our current and / or projected business operations and financial
condition and results of operations. Risks Related to the Development and Regulatory Approval of Our Product Candidates
Clinical- stage biopharmaceutical companies with product candidates in clinical development face a wide range of challenging
activities which may entail substantial risk. The success of our product candidates will depend on several factors, including the
following: * designing, conducting and successfully completing preclinical development activities, including preclinical efficacy
and IND- enabling studies, for our product candidates or product candidates we are interested in in- licensing or acquiring; ®
designing, conducting and completing clinical trials for our product candidates with positive results; ¢ receipt of regulatory
approvals from applicable authorities; * obtaining and maintaining patent and trade secret protection and regulatory exclusivity
for our product candidates; * making arrangements with third- party manufacturers, receiving regulatory approval of our
manufacturing processes and our third- party manufacturers’ facilities from applicable regulatory authorities and ensuring
adequate supply of drug product; * manufacturing our product candidates at an acceptable cost; ¢ effectively launching
commercial sales of our product candidates, if approved, whether alone or in collaboration with others; ¢ achieving acceptance
of our product candidates, if approved, by patients, the medical community and third- party payors; ¢ effectively competing with
other therapies; * if our products candidates are approved, obtaining and maintaining coverage and adequate reimbursement by



third- party payors, including government payors, for our product candidates; * complying with all applicable regulatory
requirements, including FDA eurrent-Good-Chnieal-Practices;oreGER—- GCP and eurrent-Good-Mantfactaring Practiees;or
cGMP requirements , and-as well as, standards, rules and regulations governing promotional and other marketing activities; ¢
maintaining a continued acceptable safety profile of the products during development and following approval; and ¢ maintaining
and growing an organization of scientists and businesspeople bustiess-peopte-who can develop and commercialize our product
candidates. If we do not achieve one or more of these factors in a timely manner or at all, we could experience significant delays
or an inability to successfully develop and commercialize our product candidates, which could materially harm our business.
Our lead product candidate, GPS, represents a new therapeutic approach that presents significant challenges. Our future success
is substantially dependent on the successful development of WT1 peptide immunotherapies in general and GPS in particular.
Because this program represents a new approach to cancer immunotherapy for the treatment of cancer and other diseases,
developing and commercializing GPS subjects us to a number of challenges, including:  obtaining regulatory approval from the
FDA and other regulatory authorities, which have very limited experience with the development and commercialization of WT1
cancer immunotherapies; ¢ obtaining the components required for the administration of GPS (i. e., GPS, GM- CSF, and
Montanide) from three separate sources, the subsequent separate storage requirements for each of these components and the
separate delivery of these components to the administration location; ¢ utilizing GPS in combination with other therapies, which
may increase the risk of adverse side effects; ¢ sourcing clinical and, if approved, commercial supplies for the materials used to
manufacture and process GPS; ¢ developing a manufacturing process used in connection with GPS that will yield a satisfactory
product that is safe, effective, scalable and profitable; ¢ establishing sales and marketing capabilities after obtaining any
regulatory approval to gain market acceptance; and ¢ obtaining coverage and adequate reimbursement from third- party payors
and government authorities. Moreover, public perception of safety issues, including adoption of new therapeutics or novel
approaches to treatment, may adversely influence the willingness of subjects to participate in clinical trials, or if approved, of
physicians to subscribe to the novel treatment mechanics. Physicians, hospitals and third- party payors often are slow to adopt
new products, technologies and treatment practices that require additional educational upfront costs and training. Physicians
may not be willing to undergo training to adopt this novel therapy, may decide the therapy is too complex to adopt without
appropriate training and may choose not to administer the therapy. Based on these and other factors, hospitals and payors may
decide that the benefits of this new therapy do not or will not outweigh their costs. The limited number of patients who have the
diseases for which our product candidates are being studied, has made it more difficult to enroll patients in our clinical trials,
which could delay or prevent the start of clinical trials for our product candidates. Identifying and qualifying patients to
participate in clinical trials of our current and future product candidates is essential to our success. The timing of our clinical
trials depends in part on the rate at which we can recruit patients to participate in clinical trials of our product candidates, and we
may experience delays in our clinical trials if we encounter difficulties in enrollment. If we experience delays in our clinical
trials, the timeline for obtaining regulatory approval of our product candidates will most likely be delayed. Many factors may
affect our ability to identify, enroll and maintain qualified patients, including the following: * shortages of personnel at our
clinical sites; ¢ eligibility criteria of our ongoing and planned clinical trials with specific characteristics appropriate for inclusion
in our clinical trials; ¢ design of the clinical trial; * size and nature of the patient population; ¢ patients’ perceptions as to risks
and benefits of the product candidate under study and the participation in a clinical trial generally in relation to other available
therapies, including any new drugs that may be approved for the indications we are investigating; * the availability and efficacy
of competing therapies and clinical trials; * pendency of other trials underway in the same patient population;  willingness of
physicians to participate in our planned clinical trials; ¢ severity of the disease under investigation; ¢ proximity of patients to
clinical sites; * patients who do not complete the trials for personal reasons; and ¢ issues with contract research organizations, or
CROs, and / or with other vendors that handle our clinical trials. The indication being studied in our Phase 3 clinical trial for
GPS, i. e., patients with AML who have achieved CR2, is an orphan indication. In addition, only those CR2 patients who meet
specific 1nclu510n criteria are eligible to participate in the study. Primary entry restrictions include demonstrating adequate
hematologlc recovery 5 and not belng Candldates for bone marrow transplants and-notbeing-eligible-for-treatments-targeted-at
eertain g rt-proportionsofAd ents- The estimated prevalence of newly diagnosed AML
patients is approxnnately 20, 000 cases in the United States annually (across all ages) with only a subset of this group having
achieved CR2 and only a further subset of the CR2 subset satisfying the enrollment criteria for our AML Phase 3 clinical trial.
We may not be able to initiate or continue to support clinical trials of our product candidates for one or more indications, or any
future product candidates if we are unable to locate and enroll a sufficient number of eligible participants in these trials as
required by the FDA or other regulatory authorities. Even if we are able to enroll a sufficient number of patients in our clinical
trials, if the pace of enrollment is slower than we expect, the development costs for our product candidates may increase and the
completion of our trials may be delayed or our trials could become too expensive to complete . Congress also recently
amended the FDCA to require sponsors of a Phase 3 clinical trial, or other “ pivotal study ” of a new drug or biologic to
support marketing authorization, to design and submit a diversity action plan for such clinical trial. The action plan
must describe appropriate diversity goals for enrollment, as well as a rationale for the goals and a description of how the
sponsor will meet them. Our Phase 3 REGAL trial of GPS for AML patients who have achieved CR2 was initiated
before this requirement became effective, but for any future Phase 3 trials we plan to conduct, including any
registrational study for SLS009, we must submit a diversity action plan to the FDA by the time we submit plans for such
Phase 3, or pivotal study, protocol to the agency for review as part of an IND, unless we are able to obtain a waiver for
some or all of the requirements for a diversity action plan. It is unknown at this time how the diversity action plan may
affect the planning and timing of any future Phase 3 trial for our product candidates or what specific information FDA
will expect in such plans. However, initiation of such trials may be delayed if the FDA objects to our proposed diversity
action plans for any future Phase 3 trial for our product candidates, and we may experience difficulties recruiting a




diverse population of patients in attempting to fulfill the requirements of any approved diversity action plan . [ we
experience delays in the completion of, or termination of, any clinical trials of our current or future product candidates, the
commercial prospects of our product candidates could be harmed, and our ability to generate product revenue from any of these
product candidates could be delayed or prevented. In addition, any delays in completing our clinical trials would likely increase
our overall costs, impair product candidate development and jeopardize our ability to obtain regulatory approval relative to our
current plans. Any of these occurrences may harm our business, financial condition, and prospects significantly. The results of
preclinical studies or earlier clinical trials are not necessarily predictive of future results. Our existing product candidates in
clinical trials, and any other product candidates that may advance into clinical trials, may not have favorable results in later
clinical trials or receive regulatory approval. Success in preclinical studies and early clinical trials does not ensure that later
clinical trials will generate adequate data to demonstrate the efficacy and safety of an investigational drug. A number of
companies in the pharmaceutical and biotechnology industries, including those with greater resources and experience than us,
have suffered significant setbacks in clinical trials, even after seeing promising results in earlier preclinical studies or clinical
trials. Any of our product candidates that are in, or may advance to, clinical trials may not succeed in clinical trials despite
promising preclinical data. For example, with respect to GPS, a broadly similar anti- cancer peptide immunotherapeutic against
melanoma- specific antigen being developed by GlaxoSmithKline for advanced unresectable melanoma initially produced
positive efficacy data in a Phase 2 clinical study, but subsequently failed to prove more beneficial than placebo in a controlled,
blinded and randomized Phase 3, registration- enabling clinical trial in the same indication in patients after tumor resection.
Despite the results reported in earlier preclinical studies or clinical trials for our product candidates, we do not know whether the
clinical trials we may conduct will demonstrate adequate efficacy and safety to result in regulatory approval to market any of our
product candidates for a particular indication, either as a monotherapy or in combination, in any particular jurisdiction. Efficacy
data from prospectively designed trials may differ significantly from those obtained from retrospective subgroup analyses. If
later- stage clinical trials do not produce favorable results, our ability to achieve regulatory approval for our product candidates
may be adversely impacted. Even if we believe that we have adequate data to support an application for regulatory approval to
market any of our current or future product candidates, the FDA or other regulatory authorities may not agree and may require
that we conduct additional clinical trials. Interim, topline and preliminary data from our clinical trials that we announce or
publish from time to time may change as more patient data become available and are subject to audit and verification procedures
that could result in material changes in the final data. From time to time, we may publicly disclose preliminary, interim or
topline data from our clinical trials. These interim updates are based on a preliminary analysis of then- available data, and the
results and related findings and conclusions are subject to change following a more comprehensive review of the data related to
a 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 evaluate all data. As a result, the topline results or preliminary
data 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. Topline data also remain subject to audit and
verification procedures that may result in the final data being materially different from the preliminary data we previously
published. As a result, topline data should be viewed with caution until the final data are available. In addition, we may report
interim analyses of only certain endpoints rather than all endpoints. Interim data from clinical trials that we complete are subject
to the risk that one or more of the clinical outcomes may materially change as more patient data becomes available. Adverse
changes between interim data and final data could adversely affect our business and prospects and could result in volatility in
the price of our common stock. We are developing and may continue to develop our programs in combination with other
therapies, which exposes us to additional risks. We are currently investigating SL.S009 in combination with aza / ven in a
Phase 2a clinical trial and we may continue to develop ewr—clinical candidates in combination with one or more currently
approved cancer therapies or therapies currently in clinical development. Patients may not be able to tolerate our product
candidates in combination with other therapies or dosing of our product candidates in combination with other therapies may
have unexpected consequences. Even if any of our product candidates were to receive marketing approval or be commercialized
for use in combination with other existing therapies, we would continue to be subject to the risks that the FDA, EMA or other
comparable foreign regulatory authorities could revoke approval of the therapy used in combination with any of our product
candidates, or safely-safety , efficacy, manufacturing or supply issues could arise with these existing therapies. In addition, it is
possible that existing therapies with which our product candidates are approved for use could themselves fall out of favor or be
relegated to later lines of treatment. This could result in the need to identify other combination therapies for our product
candidates or our own products being less successful commercially. We may also evaluate our product candidates in
combination with one or more other cancer therapies that have not yet been approved for marketing by the FDA, EMA or
comparable foreign regulatory authorities. If the FDA, EMA or other comparable foreign regulatory authorities do not approve
or revoke their approval of these other therapies, or if safety, efficacy, commercial adoption, manufacturing or supply issues
arise with the therapies we choose to evaluate in combination with our product candidates, we may be unable to obtain approval
of or successfully market our product candidates. Additionally, if the third- party providers of therapies or therapies in
development used in combination with our product candidates are unable to produce sufficient quantities for clinical trials or
commercialization of our product candidates, or if the cost of combination therapies are prohibitive, our development and
commercialization efforts would be impaired, which would have an adverse impact on our business, financial condition, results
of operations and growth prospects. Clinical drug development involves a lengthy and expensive process with an uncertain
outcome. Clinical testing is expensive and can take many years to complete, with the outcome inherently uncertain. Failure can
occur at any time during the clinical trial process. Before obtaining approval from regulatory authorities for the sale of any
product candidate, we must conduct extensive clinical trials to demonstrate the safety and efficacy of our product candidates in
humans. Prior to initiating clinical trials, a sponsor must complete extensive preclinical testing of a product candidate, including,



in most cases, preclinical efficacy experiments as well IND- enabling toxicology studies. These experiments and studies may be
time- consuming and expensive to complete. The necessary preclinical testing may not be completed successfully for a
preclinical product candidate and a potentially promising product candidate may therefore never be tested in humans. Once it
commences, clinical testing is expensive, difficult to design and implement, can take many years to complete and is uncertain as
to outcome. A failure of one or more clinical trials can occur at any stage of testing. The outcome of preclinical testing and early
clinical trials may not be predictive of the success of later clinical trials, and interim results of a clinical trial do not necessarily
predict final results. Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses, and
many companies that have believed their product candidates performed satisfactorily in preclinical studies and clinical trials
have nonetheless failed to obtain marketing approval of their products. We may experience numerous unforeseen events during
drug development that could delay or prevent our ability to receive marketing approval or commercialize our product
candidates. In particular, clinical trials of our product candidates may produce inconclusive or negative results. We have limited
data regarding the safety, tolerability and efficacy of GPS admrnrstered as monotherapy orin comblnatlon with PD- 1 inhibitors
or for GEHB69-SLS009 as monotherapy and ne-safety : inati
with other therapeutics, sueh-as-venetoelax-including aza /ven . For a further drscussron of the safety risks in our trials, see the
risk factor herein entitled" Our current and future product candidates, the methods used to deliver them or their dosage levels
may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval, limit the
commercial profile of an approved label or result in significant negative consequences following any regulatory approval."
Clinical trials also require the review and oversight of an IRB. An inability or delay in obtaining IRB approval could prevent or
delay the initiation and completion of clinical trials, and the FDA may decide not to consider any data or information derived
from a clinical investigation not subject to initial and continuing IRB review and approval. We may experience delays in our
ongoing or future clinical trials, and we do not know whether planned clinical trials will begin or enroll subjects on time, will
need to be redesigned or will be completed on schedule, if at all. There can be no assurance that the FDA will not put clinical
trials of any of our product candidates on clinical hold in the future. Clinical trials may be delayed, suspended or prematurely
terminated for a variety of reasons, such as: * delay or failure in reaching agreement with the FDA or a comparable foreign
regulatory authority on a clinical trial design that we are able to execute; * delay or failure in obtaining authorization to
commence a trial or inability to comply with conditions imposed by a regulatory authority regarding the scope or design of a
trial; « delay or failure in reaching agreement on acceptable terms with prospective contract research organizations, or CROs,
and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary significantly among different
CROs and trial sites;  delay or failure in obtaining IRB approval or the approval of other reviewing entities, including
comparable foreign regulatory authorities, to conduct a clinical trial at each site; « withdrawal of clinical trial sites from our
clinical trials or the ineligibility of a site to participate in our clinical trials; * the-impaet-of COVID-—19-on-the-operations-of
elintealsites;+—clinical sites and investigators deviating from trial protocol, failing to conduct the trial in accordance with
regulatory requirements, or dropping out of a trial; * inability to identify and maintain a sufficient number of trial sites, many of
which may already be engaged in other clinical trial programs, including some that may be for the same indication; ¢ failure of
our third- party clinical trial managers, CROs, clinical trial sites, contracted laboratories or other third- party vendors to satisfy
their contractual duties, meet expected deadlines or return trustworthy data; ¢ delay or failure in adding new trial sites; * delay or
failure in recruiting and enrolling suitable subjects to participate in a trial; « delay or failure in subjects completing a trial or
returning for post- treatment follow- up; ¢ interim results or data that are ambiguous or negative or are inconsistent with earlier
results or data;  alteration of trial design necessitated by re- evaluation of design assumptions based upon observed data; °
feedback from the FDA, the 3 RB;BSMB-or a-eemparable-foreign regulatory authority , the IRB, or DSMB , or results from
earlier stage or concurrent preclinical studies and clinical trials, that might require modification to the protocol for a trial; * a
decision by the FDA or rthedRB;a-eomparable-forcign regulatory authority , the IRB , or us, or a recommendation by a DSMB
or comparable foreign regulatory authority, to suspend or terminate clinical trials at any time for safety issues or for any other
reason; * unacceptable risk- benefit profile, unforeseen safety issues or adverse side effects; ¢ failure to demonstrate a benefit
from using a product candidate; * difficulties in manufacturing or obtaining from third parties sufficient quantities of a product
candidate to start or to use in clinical trials; * lack of adequate funding to continue a trial, including the incurrence of unforeseen
costs due to enrollment delays, requirements to conduct additional studies or increased expenses associated with the services of
our CROs and other third parties; or * changes in governmental regulations or administrative actions or lack of adequate funding
to continue a clinical trial. If we experience delays in the completion or termination of any clinical trial of our product
candidates, the approval and commercial prospects of such product candidates will be harmed, delaying our ability to generate
product revenues from such product candidate and our costs will most likely increase. The required regulatory approvals may
also be delayed, thereby jeopardizing our ability to commence product sales and generate revenues and the period of commercial
exclusivity for our products may be decreased. Regulatory approval of our product candidates may be denied for the same
reasons that caused the delay. Risks associated with operating in foreign countries could materially adversely affect our product
development. For certain of our clinical trials, we have clinical sites in countries outside of the United States. Consequently, we
may be subject to risks related to operating in foreign countries. Risks associated with conducting operations in foreign countries
include: » differing regulatory requirements for drug approvals and regulation of approved drugs in foreign countries; more
stringent privacy requirements for data to be supplied to our operations in the United States, e. g., GDPR the-in the EU
Furepean-Untetr; * unexpected changes in tariffs, trade barriers and regulatory requirements; economic weakness, including
inflation, or political instability in particular foreign economies and markets; compliance with tax, employment, immigration and
labor laws for employees living or traveling abroad; foreign taxes, including withholding of payroll taxes; ¢ differing payor
reimbursement regimes, governmental payors or patient self- pay systems and price controls; * foreign currency fluctuations,
which could result in increased operating expenses or reduced revenues, and other obligations incident to doing business or




operating in another country; ¢« workforce uncertainty in countries where labor unrest is more common than in the United States;
* continued uncertainties related to the withdrawal of the United Kingdom from the EU Eurepeantnten{known as" Brexit")
and its financial, trade, regulatory and legal implications, which could lead to legal uncertainty and potentially divergent
national laws and regulations as the United Kingdom determines which EU laws to replace or replicate, and which may further
create global economic uncertainty, which could materially adversely affect our business, business opportunities, results of
operations, financial condition, and cash flows; ¢ production shortages resulting from any events affecting raw material supply
or manufacturing capabilities abroad, including those that may result from the recent coronavirus outbreak; and ¢ business
interruptions resulting from geopolitical actions, including war and terrorism. Global, market and economic conditions may
negatively impact our business, financial condition and share price. The results of our operations could be adversely affected by
general conditions in the global economy, the global financial markets and the global political conditions. The United States and
global economies are-faeing-have recently faced growing inflation, higher interest rates and a potential recession. Furthermore,
a severe-er-prolonged economic downturn, including a recession or depression resulting from the-public health crises such as a
pandemic or ongoing €COVHBD-—9-pandemie-or-political disruption such as the war between Ukraine and Russia and the
conflict involving Israel and Hamas could result in a variety of risks to our business, including weakened demand for our
programs and development candidates, if approved, relationships with any vendors or business partners located in affected
geographies and our ability to raise additional capital when needed on acceptable terms, if at all. A weak or declining economy
or political disruption, including any international trade disputes, particularly between the United States and China, could
also strain our existing or future partnerships, manufacturers or suppliers, possibly resulting in disruption to our clinical
trials or supply éisraption-, or cause our customers to delay making payments for our potential products. Any of the foregoing
could seriously harm our business, and we cannot anticipate all of the ways in which the political or economic climate and
financial market conditions could seriously harm our business. Although we do not currently have any clinical study sites in
Russia or Ukraine, economic, political and social conditions resulting from Russia’ s invasion of Ukraine could materially
disrupt our clinical trials, increase our costs and may disrupt planned clinical development activities. For example, we currently
have clinical sites for our REGAL study in Poland, a country that borders Ukraine and has been impacted by an influx of
Ukrainian refugees resulting from Russia’ s invasion of Ukraine. Furthermore, we rely on suppliers in the EU. To the extent the
conflict between Ukraine and Russia adversely impacts the ability of our suppliers to distribute the supplies we need for our
clinical trials, or such distribution cannot be done on a timely basis, the timing for completing our clinical trials may be
adversely impacted. Continued increases in inflation could raise our costs for commodities, labor, materials and services
and other costs required to grow and operate our business, and failure to secure these on reasonable terms may
adversely impact our financial condition. Additionally, increases in inflation, along with the uncertainties surrounding
geopolitical developments and global supply chain disruptions, have caused, and may in the future cause, global
economic uncertainty and uncertainty about the interest rate environment. A failure to adequately respond to these risks
could have a material adverse impact on our financial condition, results of operations or cash flows. In response to high
levels of inflation and recession fears, the U. S. Federal Reserve, the European Central Bank, and the Bank of England
have raised, and may continue to raise, interest rates and implement fiscal policy interventions. Even if these
interventions lower inflation, they may also reduce economic growth rates, create a recession, and have other similar
effects. The U. S. debt ceiling and budget deficit concerns have increased the possibility of credit- rating downgrades and
economic slowdowns, or a recession in the United States. Although U. S. lawmakers have previously passed legislation to
raise the federal debt ceiling on multiple occasions, there is a history of ratings agencies lowering or threatening to lower
the long- term sovereign credit rating on the United States given such uncertainty. On August 1, 2023, Fitch Ratings
downgraded the United States’ long- term foreign currency issuer default rating to AA from AAA as a result of these
repeated debt ceiling and budget deficit concerns. The impact of this or any further downgrades to the U. S. government’
s sovereign credit rating or its perceived creditworthiness could adversely affect the U. S. and global financial markets
and economic conditions. If the equity and credit markets deteriorate, it may make any necessary equity or debt
financing more difficult to secure, more costly or more dilutive. Failure to secure any necessary financing in a timely
manner and on favorable terms could harm our growth strategy, financial performance and stock price and could
require us to delay or abandon plans with respect to our business, including clinical development plans. Further, recent
developments in the banking industry could adversely affect our business. If the financial institutions with which we do
business enter receivership or become insolvent in the future, there is no guarantee that the Department of the Treasury,
the Federal Reserve and the FDIC will intercede to provide us and other depositors with access to balances in excess of
the $ 250, 000 FDIC insurance limit, that we would be able to access our existing cash, cash equivalents and investments,
that we would be able to maintain any required letters of credit or other credit support arrangements, or that we would
be able to adequately fund our business for a prolonged period of time or at all, any of which could have a material
adverse effect on our business, financial condition and results of operations. We cannot predict the impact that the high
market volatility and instability of the banking sector more broadly could have on economic activity and our business in
particular. In addition, there is a risk that one or more of our current service providers, manufacturers or other third
parties with which we conduct business may not survive difficult economic times, the ongoing conflict between Russia
and Ukraine, the war between Israel and Hamas, the instability of the banking sector, and the uncertainty associated
with current worldwide economic conditions, which could directly affect our ability to attain our operating goals on
schedule and on budget. Our partnerships in China subject us to risks and uncertainties relating to the laws and
regulations of China and the changes in relations between the United States and China. Under its current leadership, the
government of China has been pursuing economic reform policies, including by encouraging foreign trade and
investment. However, there is no assurance that the Chinese government will continue to pursue such policies, that such



policies will be successfully implemented, that such policies will not be significantly altered, or that such policies will be
beneficial to our partnerships in China. China’ s system of laws can be unpredictable, especially with respect to foreign
investment and foreign trade. The U. S. government has called for substantial changes to foreign trade policy with China
and has raised, and has proposed to further raise in the future, tariffs on several Chinese goods. China has retaliated
with increased tariffs on U. S. goods. Moreover, China’ s legislature has adopted a national security law to substantially
change the way Hong Kong has been governed since the territory was handed over by the United Kingdom to China in
1997. This law increases the power of the central government in Beijing over Hong Kong, limit the civil liberties of
residents of Hong Kong and could restrict the ability of businesses in Hong Kong to continue to conduct business or to
continue to with business as previously conducted. The U. S. State Department has indicated that the United States no
longer considers Hong Kong to have significant autonomy from China. The U. S. State Department also previously
enacted sanctions related to China’ s governing of Hong Kong, and the United States may impose the same tariffs and
other trade restrictions on exports from Hong Kong that it places on goods from mainland China. Any further changes
in U. S. trade policy could trigger retaliatory actions by affected countries, including China, resulting in trade wars. For
example, the Uyghur Forced Labor Prevention Act bans imports from China’ s Xinjiang Uyghur Autonomous Region
unless it can be shown that the goods were not produced using forced labor and this legislation may have an adverse
effect on global supply chains which could adversely impact our business and results of operations. Additionally, the
biopharmaceutical industry in particular in China is strictly regulated by the Chinese government. Changes to Chinese
regulations affecting biopharmaceutical companies are also unpredictable. Any regulatory changes and changes in
United States and China relations may have a material adverse effect on our partnerships in China which could
materially harm our business and financial condition. Climate change or legal, regulatory or market measures to
address climate change may negatively affect our business, results of operations, cash flows and prospects. Climate
change may potentially negatively affect our business and results of operations, cash flows and prospects in the future.
We could be exposed to physical risks (such as extreme weather conditions or rising sea levels), risks in transitioning to a
low- carbon economy (such as additional legal or regulatory requirements, changes in technology, market risk and
reputational risk), and social and human effects (such as population dislocations and harm to health and well- being)
associated with climate change. These risks can be either acute (short- term) or chronic (long- term). Extreme weather
and sea- level rise could pose physical risks to facilities of our suppliers. Such risks include losses incurred as a result of
physical damage to facilities, loss or spoilage of inventory, and business interruption caused by such natural disasters
and extreme weather events which could disrupt our operations and supply chains that may result in increased costs.
New legal or regulatory requirements may be enacted to prevent, mitigate, or adapt to the implications of a changing
climate and its effects on the environment. These regulations, which may differ across jurisdictions, could result in us
being subject to new or expanded carbon pricing or taxes, increased compliance costs, restrictions on greenhouse gas
emissions, investment in new technologies, increased carbon disclosure and transparency, upgrade of facilities to meet
new building codes, and the redesign of utility systems, which could increase our operating costs, including the cost of
electricity and energy used by us. Our supply chain would likely be subject to these same transitional risks and would
likely pass along any increased costs to us. Our current and future product candidates, the methods used to deliver them
or their dosage levels may cause undesirable side effects or have other properties that could delay or prevent their
regulatory approval, limit the commercial profile of an approved label or result in significant negative consequences
following any regulatory approval. Undesirable side effects caused by our current or future product candidates, their delivery
methods or dosage levels could cause us , the IRB, DSMB, or the FDA or comparable regulatory authorities to interrupt, delay

at-a ves-andmonitors-biomedieal researehtoproteet the rights-and-welarc- ofhuman-subjeets For
example, although no high- grade delayed type hypersensitivity in the skin or systemic anaphylaxis events have been noted after
GPS administration in patients treated in our clinical studies to date, it is theoretically possible that such toxicities, or other type
of'adverse events, may occur in future clinical studies. As a result of safety or toxicity issues that we may experience in our
clinical trials, or negative or inconclusive results from the clinical trials of others for drug candidates similar to our own, we may
not receive approval to market any product candidates, which could prevent us from ever generating revenues or achieving
profitability. Results of our trials could reveal an unacceptably high severity and incidence of side effects. In such an event, our
trials could be suspended or terminated, and the FDA or comparable foreign regulatory authorities could order us to cease
further development of or deny approval of our product candidates for any or all targeted indications. The drug- related side
effects could also affect patient recruitment or the ability of enrolled subjects to complete the trial or result in potential product
liability claims. Any of these occurrences may have a material adverse effect on our business, results of operations, financial
condition, cash flows and future prospects. Additionally, if any of our product candidates receives regulatory approval, and we
or others later identify undesirable side effects caused by such product, a number of potentially significant negative
consequences could result, including that: « we may be forced to suspend marketing of such product; * regulatory authorities
may withdraw their approvals of such product; * regulatory authorities may require additional warnings on the label that could
diminish the usage or otherwise limit the commercial success of such preduets— product ; * we may be required to conduct post-
marketing studies; * we may be required to change or the health care setting in which the way the product is administered; * we
could be sued and held liable for harm caused to subjects or patients; and * our reputation may suffer. Any of these events could
prevent us from achieving or maintaining market acceptance of the particular product candidate, if approved. Our product
development program may not uncover all possible adverse events that patients who take our product candidates may
experience. The number of subjects exposed to product candidates and the average exposure time in the clinical development



program may be inadequate to detect rare adverse events or chance findings that may only be detected once the product is
administered to more patients and for greater periods of time. Clinical trials by their nature utilize a sample of the potential
patient population. However, with a limited number of subjects and limited duration of exposure, we cannot be fully assured that
rare and severe side effects of our product candidates will be uncovered. Such rare and severe side effects may only be
uncovered with a significantly larger number of patients exposed to our product candidates. If such safety problems occur or are
identified after any of our product candidates reaches the market, the FDA may require that we amend the labeling of the
product or recall the product, or may even withdraw approval for the product, any of which could subject us to substantial
product liability claims and related litigation. Our future success is dependent on the regulatory approval of our product
candidates. Our business is dependent on our ability to obtain regulatory approval for our product candidates in a timely manner.
We cannot commercialize product candidates in the United States without first obtaining regulatory approval for the product
from the FDA. Similarly, we cannot commercialize product candidates outside of the United States without obtaining regulatory
approval from comparable foreign regulatory authorities. Before obtaining regulatory approvals for the commercial sale of any
product candidate for a target indication, we must demonstrate with substantial evidence gathered #n-from preclinical studies and
ehinteat-trials;generally-inetuding-well- controlled clinical Phase3-trials y-that the product candidate is safe and effective for use
for that target indication and that the manufacturing facilities, processes and controls are adequate with respect to such product
candidate. The time required to obtain approval by the FDA and comparable foreign regulatory authorities is unpredictable but
typically takes many years following the commencement of preclinical studies and clinical trials and depends upon numerous
factors, including the substantial discretion and available resources of the regulatory authorities. In addition, approval policies,
regulations, or the type and amount of clinical data necessary to gain approval may change during the course of a product
candidate’ s clinical development and may vary among jurisdictions. Even if a product candidate were to successfully obtain
approval from the FDA and comparable foreign regulatory authorities, any approval might contain significant limitations related
to use restrictions for specified age groups, warnings, precautions or contraindications, or may be subject to burdensome post-
approval study or risk management requirements. Also, any regulatory approval of our current or future product candidates, once
obtained, may be withdrawn. Our current and future product candidates could fail to receive regulatory approval from the FDA
or comparable foreign regulatory authorities. We have not obtained regulatory approval for any product candidate and it is
possible that our existing product candidates or any future product candidates will not obtain regulatory approval, for many
reasons, including: ¢ disagreement with the regulatory authorities regarding the scope, design or implementation of our clinical
trials; ¢ failure to demonstrate that a product candidate is safe and effective for our proposed indication; ¢ failure of clinical trials
to meet the level of statistical significance required for approval; ¢ failure to demonstrate that a product candidate’ s clinical and
other benefits outweigh its safety risks; ¢ disagreement with our interpretation of data from preclinical studies or clinical trials; ©
the insufficiency of data collected from clinical trials of our product candidates to support the submission and filing of a BLA,
NDA or other submission or to obtain regulatory approval; « the insufficiency of a single Phase 3 clinical trial of GPS in AML
for regulatory approval in that indication; « failure to obtain approval of our manufacturing processes or facilities of third- party
manufacturers with whom we contract for clinical and commercial supplies or our own manufacturing facility; or * changes in
the approval policies or regulations that render our preclinical and clinical data insufficient for approval. The FDA or a
comparable foreign regulatory authority may require more information, including additional preclinical or clinical data to
support approval or additional studies, to support a marketing approval decision, which may delay or prevent approval and
our commercialization plans, or we may decide to abandon the development program. If we were to obtain approval, regulatory
authorities may approve any of our product candidates for fewer or more limited indications than we request (including failing
to approve the most commercially promising indications), may grant approval contingent on the performance of costly post-
marketing clinical trials, or may approve a product candidate with a label that does not include the labeling claims necessary or
desirable for the successful commercialization of that product candidate. If we are unable to obtain regulatory approval for one
of our product candidates in one or more jurisdictions, or any approval contains significant limitations, we may not be able to
obtain sufficient funding to continue the development of that product or generate revenues attributable to that product candidate.
We currently have ODD Gfpha-n—Bfug—Preéuet—demgnatlon for GPS and SLSOO9 for certain indieations;-and-may-seek-Orphan
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pr0V1de the intended beneﬁt thereof. Regulatory authorltles In some Jurlsdlctlons including the United States and Europe, may
designate drugs for relatively small patient populations as Orphan Drug Products. Under the Orphan Drug Act, the FDA may
designate a product as an Orphan Drug Product if it is a drug intended to treat a rare disease or condition, which is generally
defined as a patient population of fewer than 200, 000 individuals annually in the United States. We have received QDD Orphan
BrugPreduet-designations-from the FDA for GPS in AML, MPM and MM as well as Orphan Medicinal Product demgnatlons
from the EMA for GPS in AML, MPM and MM. Altheugh-In addition, we have received
ODD from the FDA for SLS009 for the treatment of AML and PTCL. Although we have received ODD for GPS and
SLS009, there is no guarantee that any of these indications for GPS er SLS009 will be successfully approved by the FDA or
the EMA, that GPS or SLS009 will be commercially successful in the marketplace, or that another product will not be approved
for the same indication ahead of our product candidate. Even if we obtain ©Orphan-orphan BrugPreduet-product cxclusivity for
a product, that exclusivity may not effectively protect the product from competition because different drugs can be approved for
the same disease or condition. Even after an Orphan Drug Product is approved, the FDA can subsequently approve another
drug or bielegic for the same disease or condition if the FDA concludes that the later drag-product is clinically superior in that
it is shown to be safer, more effective or makes a major contribution to patient care. In addition, Orphan Brag-Produet-product
exclusivity may be lost if the FDA or EMA determines that the request for designation was materially defective or if the
manufacturer is unable to assure sufficient quantity of the drug to meet the needs of patients with the rare disease or condition.
We currently have Fast Track designation for GPS and SLS009 and may seek Fast Track designation for additional product




candidates yineluading-GFHB09-, or indications, which might not be received or provide the intended benefits thereof. If a
product candidate is intended for the treatment of a serious condition and nonclinical or clinical data demonstrate the potential to
address unmet medical need for this condition, a product sponsor may apply to the FDA for Fast Track designation, which may
or may not be granted by the FDA. We have received Fast Track designation from the FDA for GPS in AML, MPM and MM
and Fast Track designation for SLS009 for the treatment of r /r AML and r /r PTCL . However, Fast Track designation
does not ensure that we will receive marketing approval or that approval will be granted within any particular timeframe. We
may not experience a faster development or regulatory review or approval process with Fast Track designation compared to
conventional FDA procedures. 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. Fast Track designation alone does not guarantee
qualification for the FDA’ s accelerated approval or priority review procedures. Failure to obtain regulatory approval in
international jurisdictions would prevent our product candidates from being marketed abroad. In addition to regulations in the
United States, to market and sell our product candidates in the EU Earepeantnter, United Kingdom, many Asian countries
and other jurisdictions, we must obtain separate regulatory approvals and comply with numerous and varying regulatory
requirements. Approval by the FDA does not ensure approval by regulatory authorities in other countries or jurisdictions, and
approval by one regulatory authority outside the United States does not ensure approval by regulatory authorities in other
countries or jurisdictions or by the FDA. The regulatory approval process outside the United States generally includes all of the
risks associated with obtaining FDA approval as well as risks attributable to the satisfaction of local regulations in foreign
jurisdictions. The approval preeedure-procedures wartes-vary among countries and can involve additional nonclinical or
clinical testing. The time required to obtain approval may differ substantially from that required to obtain FDA approval. We
may not be able to obtain approvals from regulatory authorities outside the United States on a timely basis, if at all. Clinical
trials accepted in one country may not be accepted by regulatory authorities in other countries. In addition, many countries
outside the United States require that a product be approved for reimbursement before it can be approved for sale in that
country. A product candidate that has been approved for sale in a particular country may not receive reimbursement approval in
that country, or may receive reimbursement at a level that is not commercially viable. We may not be able to file for regulatory
approvals and may not receive necessary approvals to commercialize our products in any market. If we are unable to obtain
approval of any of our current or future product candidates by regulatory authorities in the EU Eurepeantnten-, United
Kingdom, Asia or elsewhere, the commercial prospects of that product candidate may be significantly diminished, our business
prospects could decline and this could materially adversely affect our business, results of operations and financial condition.
Even if our current and future product candidates receive regulatory approval, they may still face future development and
regulatory difficulties. Any regulatory approvals we receive for any of our product candidates may be subject to limitations on
the approved indicated uses for which the product candidate may be marketed or to the conditions of approval, or contain
requirements for potentially costly post- marketing testing, including Phase 4 clinical trials. In addition —A#y-, any such
regulatory approvals would be subject to ongoing requirements by the FDA and comparable foreign regulatory authorities
governing the manufacture, quality control, further development, labeling, packaging, storage, distribution, adverse event
reporting, safety surveillance, import, export, advertising, promotion, recordkeeping and reporting of safety and other post-
marketing information. These requirements include submissions of safety and other post- marketing information and reports,
registration, as well as continued compliance by us and / or our eentraet-CMOs with respect to product quality and
manufacturing erganizationis;-operations and er-our €MOs;and-CROs for any post- approval clinical trials that we may
conduct. The safety profile of any product will continue to be closely monitored by the FDA and comparable foreign regulatory
authorities after approval. If the FDA or comparable foreign regulatory authorities become aware of new safety information
after approval of any of our product candidates, they may require labeling changes or establishment of a REMS risk-evaluation
and-mitigationstrategy-, impose significant restrictions on a product’ s indicated uses or marketing or impose ongoing
requirements for potentially costly post- approval studies or post- market surveillance. Any new legislation addressing drug
safety issues could result in delays in product development or commercialization, or increased costs to assure compliance. If our
original marketing approval for a product candidate was obtained through an accelerated approval pathway, we could be
required to conduct a successful post- marketing clinical trial to confirm the clinical benefit for our products. An unsuccessful
post- marketing clinical trial or failure to complete such a trial could result in the withdrawal of marketing approval. In addition,
manufacturers and manufacturers’ facilities are required to continuously comply with FDA and comparable foreign regulatory
authority requirements, including ensuring quality control and manufacturing procedures conform to cGMP, regulations and
corresponding foreign regulatory manufacturing requirements. Accordingly, 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 BLA or NDA
submission to the FDA or any other type of domestic or foreign marketing authorization application. We or our third- party
manufacturers may not be able to comply with cGMP regulations or similar regulatory requirements outside of the United
States. If any of our third- party suppliers fails to comply with cGMP or other applicable manufacturing regulations, our ability
to develop and commercialize our product candidates could suffer significant interruptions. If we or a regulatory agency
discover previously unknown problems with a product, such as adverse events of unanticipated severity or frequency, or
problems with the facility where the product is manufactured, a regulatory agency may impose restrictions on that product, the
manufacturing facility or us, including requiring recall or withdrawal of the product from the market or suspension of
manufacturing. If we, our product candidates or the manufacturing facilities for our product candidates fail to comply with
applicable regulatory requirements, a regulatory agency may take the following actions, any of which could significantly and
adversely affect supplies of our products: * issue Form 483 notices of observations, warning letters or untitled letters; * mandate
modifications to promotional materials or require us to provide corrective information to health care practitioners; * require us to
enter into a consent decree, which can include imposition of various fines, reimbursements for inspection costs, required due



dates for specific actions and penalties for noncompliance; ¢ seek an injunction or impose civil or criminal penalties or monetary
fines; * suspend or withdraw regulatory approval; * suspend any ongoing clinical trials;  refuse to approve pending applications
or supplements to applications filed by us; ¢ suspend or impose restrictions on operations, including costly new manufacturing
requirements; or * seize or detain products, refuse to permit the import or export of products, or require us to initiate a product
recall. Any government investigation of alleged violations of law would require us to expend significant time and resources in
response and could generate adverse publicity. The occurrence of any event or penalty described above may inhibit our ability to
successfully commercialize our products and generate revenues. Advertising and promotion of any product candidate that
obtains approval in the United States will be heavily scrutinized by the FDA, the DOJ, the Office of Inspector General efthe-t~
S—DPepartmentof Health-and-Human-Serviees;or-for the HHS-DHHS | state attorneys general, members of Congress and the
public. A company can make only those claims relating to safety and efficacy, purity and potency that are approved by the FDA
and in accordance with the provisions of the approved label. Additionally, advertising and promotion of any product candidate
that obtains approval outside of the United States will be heavily scrutinized by comparable foreign regulatory authorities.
Violations, including actual or alleged promotion of our products for unapproved or off- label uses, are subject to enforcement
letters, inquiries and investigations, and civil and criminal sanctions by the FDA, as well as potential prosecution under the
federal False Claims Act. Any actual or alleged failure to comply with labeling and promotion requirements may have a
negative impact on our business. Risks Related to Our Manufacturing We have limited to no manufacturing or distribution
capability and must rely upon third parties for such. We currently have direct or indirect agreements or arrangements with
various third- party manufacturing facilities for production of our product candidates for research and development and testing
purposes. For example, for GEH669-SLS009 we are party to a supply agreement with GenFleet who has agreements with third-
party manufacturers for the manufacture of GFH069-SLS009 . We depend on these manufacturers to meet our deadlines, quality
standards and specifications. Reliance on third- party providers may expose us to more risk than if we were to manufacture our
product candidates ourselves. We do not control the manufacturing processes of the CMOs we rely on and are dependent on
those third parties for the production of our product candidates in accordance with relevant applicable regulations, such as
c¢GMP, which includes, among other things, quality control, quality assurance and the maintenance of records and
documentation. Our reliance on third parties for the manufacture of our active pharmaceutical ingredient-ingredients and
investigational drug preduet-products and, in the future, any approved products, creates a dependency that could severely
disrupt our research and development, our clinical testing, and ultimately our sales and marketing efforts if the source of such
supply proves to be unreliable or unavailable. If the contracted manufacturing source is unreliable or unavailable, we may not
be able to manufacture clinical drg-supplies of our product candidates, and our preclinical and clinical testing programs may not
be able to move forward and our entire business plan could fail. The third- party manufacturers we rely on for the manufacture
of our product candidates are subject to inspection and approval by regulatory authorities before we can commence the
manufacture and sale of any of our product candidates, and thereafter are subject to ongoing inspection from time to time. Our
third- party manufacturers may not be able to comply with applicable cGMP regulations or similar regulatory requirements
outside of the United States. In complying with the manufacturing regulations of the FDA and other comparable foreign
regulatory authorities, we and our third- party suppliers must spend significant time, money and effort in the areas of design and
development, testing, production, record- keeping and quality control to assure that the products meet applicable specifications
and other regulatory requirements. If either we or the CMOs we rely on fail to comply with these requirements, our ability to
develop and commercialize our product candidates could suffer significant interruptions, and we may be subject to regulatory
enforcement action, including the seizure of products and shutting down of production. Both the active pharmaceutical
ingredient and drug product for our product candidates are currently single - sourced. We believe these single sources are
currently capable of supplying all anticipated needs of our proposed clinical studies, as well as initial commercial introduction
should such product candidates received regulatory approval . If we are able to commercialize our products in the future,
there is no assurance that our manufacturers will be able to meet commercialized scale production requirements in a timely
manner or in accordance with applicable standards or cGMP. Once the nature and scope of additional indications and their
commensurate drug product demands are established, we will seek secondary suppliers of both the active pharmaceutical
tngredient-ingredients and drug preduet-products for our product candidates, but we cannot assure that such secondary
suppliers will be found on terms acceptable to us, or in a timely manner, or at all. We are subject to a multitude of manufacturing
risks, any of which could substantially increase our costs and limit supply of our product candidates. We and the CMOs we rely
on will need to conduct significant development work for each product candidate for each target indication for studies, trials and
commercial launch readiness. We intend to improve the existing processes for GPS in connection with more advanced clinical
trials or commercialization efforts we may undertake in the future. Developing commercially viable manufacturing processes is
a difficult, expensive and uncertain task, and there are risks associated with scaling to the level required for advanced clinical
trials or commercialization, including cost overruns, potential problems with process scale- up, process reproducibility, stability
issues, storage issues, consistency and timely availability of reagents or raw materials. The manufacturing facilities in which our
product candidates will be made could be adversely affected by the recent coronavirus outbreak, other pandemics, earthquakes
and other natural disasters, equipment failures, labor shortages, lack of adequate temperature controls, power failures, and
numerous other factors. We currently estimate that we have sufficient clinical supplies to support our clinical trials fer-atleast
the-nextd2-menths-, however, this estimate is dependent on patient enrollment rates and a number of other factors and,
accordingly, could change. Moreover, current clinical supplies may not be adequate for future clinical studies. Additionally, the
process of manufacturing our product candidates is complex, highly regulated and subject to several risks, including but not
limited to: * product loss due to contamination, equipment failure or improper installation or operation of equipment, or vendor
or operator error; ¢ product loss or manufacturing failure due to failure of temperature controls in production, storage or transit;
product loss, which may not be covered by insurance, due to global conflict and unrest, including related inoperability of



shipping lanes; * reduced production yields, product defects, and other supply disruptions due to deviations, even minor, from
normal manufacturing and distribution processes; * inability to procure or delay in procuring raw materials and reagents
for manufacturing products; ¢ unexpected product defects; » microbial, viral, or other contaminations in our product
candidates or in the manufacturing facilities in which our product candidates are made, which may result in the closure of such
manufacturing facilities for an extended period of time to allow for the investigation and remediation of the contamination; ®
adverse impact on the active ingredient of GPS as a result of potential contamination from the presence of heavy metals which
can lead to higher than acceptable rates of impurities resulting in the active ingredient being unacceptable for use; and ¢ adverse
impact on the manufacturing of GPS as a result of potential contamination from excess water-humidity and oxygen which can
lead to higher than acceptable levels of impurities resulting in the drug product being unacceptable for use. Any adverse
developments affecting manufacturing operations for our product candidates may result in shipment delays, inventory shortages,
lot failures, withdrawals or recalls or other interruptions in the supply of our drug substance and drug product, which could
delay the development of our product candidates. We may also have to write off inventory, incur other charges and expenses for
supply of drug product that fails to meet specifications, undertake costly remediation efforts, or seek more costly manufacturing
alternatives. Inability to meet the demand for our product candidates could damage our reputation and the reputation of our
products among physicians, health care payors, patients or the medical community, and cancer treatment centers, which could
adversely affect our ability to operate our business and our results of operations. In the-our GPS clinical trials using-GRS-, GM-
CSF ;-and Montanide are also administered in addition to GPS and their availability is dependent upon third- party
manufacturers, which may or may not reliably provide GM- CSF or Montanide, thus jeopardizing the completion of the trials.
GPS is administered in combination with GM- CSF, which is available i-bethliquid-andtyophtlized-formscxclusively from
one manufacturer , and Montanide, which is exclusively available from another supplier . We will continue to be dependent
on that-these manufaeturer-manufacturers for our supply of these materials GM—ESE-in connection with the ongoing GPS
trials and the potential commercial manufacture of GPS. We have not entered into a dedicated supply agreement with the
mantfaeturer-manufacturers for GM- CSF or Montanide , and instead rely on purchase orders to meet our supply needs. Any
temporary interruptions or discontinuation of the availability of these materials GM—ESE-, or any determination by us to
change the-their GM—ESF-used- use Wlth GPS, could have a materlal adverse effect on our ellmeal trlals and any
commerc1a112at10n of the assets —Stm A o—ad S 0

elinteal-trials eommeretalization . If any ofthe clinical manufacturlng faelhtles of CMOs we rely
on for clinical supply are damaged or destroyed or productlon at such facilities is otherwise interrupted, our business and
prospects would be negatively affected. If the manufacturing facilities of the CMOs we rely on for clinical supply or the
equipment in them is damaged or destroyed, we may not be able, quickly or inexpensively, to replace such manufacturing
capacity or replace it at all. In the event of a temporary or protracted loss of a facility or equipment, we might not be able to
transfer manufacturing to another CMO. Even if we could transfer manufacturing to another CMO, the shift would likely be
expensive and time- consuming, particularly because the new facility would need to comply with the necessary regulatory
requirements, and we would need FDA approval before selling any products manufactured at that facility. Such an event could
delay our clinical trials or reduce our product sales. Although we currently maintain insurance coverage against damage to our
property and to cover business interruption and research and development restoration expenses, our insurance coverage may not
reimburse us, or may not be sufficient to reimburse us, for any expenses or losses we may suffer. In addition, our clinical trials
insurance coverage has exclusions for global conflict and unrest er-of the type currently ongoing in Ukraine. We may be unable
to meet our requirements for our product candidates if there were a catastrophic event or failure of our current manufacturing
facility or processes. Risks Related to Our Dependence on Third Parties and Our License Agreements We rely on third parties to
conduct our preclinical studies and clinical trials. If these third parties do not successfully carry out their contractual duties or
meet expected deadlines, or if we lose any of our CROs or other key third- party vendors, we may not be able to obtain
regulatory approval for or commercialize our current or future product candidates on a timely basis, if at all. Our internal
capacity for clinical trial execution and management is limited and therefore we rely heavily on third parties. We have relied
upon and plan to continue to rely upon third- party CROs, vendors and contractors to monitor and manage data for our ongoing
preclinical and clinical programs. We currently rely on and plan to continue to rely on a CRO for our Phase 3 trial for GPS in
AML and well as all of our ongoing and contemplated clinical studies, with services to be rendered by such CROs and vendors
ranging from specific and need- tailored (e. g., data management and biostatistics) ealy-to, in the case of our Phase 3 trial for
GPS in AML, all- encompassing. We rely on these parties for the execution of our preclinical studies and clinical trials,
including the proper and timely conduct of our clinical trials, and we control only some aspects of their activities. Outsourcing
these functions involves risk that third parties may not perform to our standards, may not produce results or data in a timely
manner or may fail to perform at all. While we have agreements governing the commitments of our third- party vendor services,
we have limited influence over their actual performance. Nevertheless, we are responsible for ensuring that each of our trials is
conducted in accordance with the applicable protocol and legal, regulatory and scientific standards, and our reliance on the
CROs does not relieve us of our regulatory responsibilities. If we eur-eempatty;-or any of our partners or CROs 5-fail to comply
with applicable regulations and GCP good-ehinteal-praetiees-, the clinical data generated in our clinical trials may be deemed
unreliable and the FDA or comparable foreign regulatory authorities may require us to perform additional clinical trials before
approving our regulatory applications. Upon inspection by a given regulatory authority, such regulatory authority could
determine that any of our clinical trials are not in compliance with applicable requirements. In addition, our clinical trials must
be conducted with product candidates produced under cGMP and other requirements. We are also required to register ongoing
clinical trials and post the results of completed clinical trials on a government- sponsored database, ClinicalTrials. gov, within a
specified timeframe. Failure to comply also would violate federal requirements in the United States and could result in other



penalties, which would delay the regulatory approval process and result in adverse publicity. Our CROs, third- party vendors
and contractors are not our employees, and except for remedies available to us under our agreements with such CROs, third-
party vendors and contractors, we cannot control whether or not they devote sufficient time and resources, including
experienced staff, to our ongoing clinical, nonclinical and preclinical programs. They may also have relationships with other
entities, some of which may be our competitors. If CROs, third- party vendors and contractors do not successfully carry out their
contractual duties or obligations or meet expected deadlines or if the quality or accuracy of the clinical data they obtain is
compromised due to the failure to adhere to our clinical protocols, regulatory requirements or for other reasons, our clinical
trials may be extended, delayed or terminated and we may not be able to obtain regulatory approval for or successfully
commercialize our current or future product candidates. CRO, vendor or contractor errors could cause our results of operations
and the commercial prospects for our current or future product candidates to be harmed, our costs to increase and our ability to
generate revenues to be delayed. In addition, the use of third- party service providers requires us to disclose our proprietary
information to these parties, which could increase the risk that this information will be misappropriated. We currently have a
small number of employees, which limits the internal resources we have available to identify and monitor our third- party
providers. To the extent we are unable to identify and successfully manage the performance of third- party service providers in
the future, our business may be adversely affected. Though we carefully manage our relationships with our CROs, there can be
no assurance that we will not encounter 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. If any of our relationships with our third- party
CROs, third- party vendors or contractors terminate, we may not be able to enter into arrangements with alternative CROs,
third- party vendors or contractors on a timely basis, on commercially reasonable terms or at all. Our CROs, third- party
vendors and contractors have the right to terminate their agreements with us in the event of an uncured material breach. In
addition, some of our CROs, third- party vendors and contractors have an ability to terminate their respective agreements with us
if it can be reasonably demonstrated that the safety of the subjects participating in our clinical trials warrants such termination, if
we make a general assignment for the benefit of our creditors or if we are liquidated. Identifying, qualifying and managing
performance of third- party service providers can be difficult, time consuming and cause delays in our development programs. In
addition, there is a natural transition period when a new CRO, third- party vendor or contractor commences work and the new
CRO, third- party vendor or contractor may not provide the same type or level of services as the original provider. We have in-
licensed a significant portion of our intellectual property from MSK. If we breach our license agreement with MSK, we could
lose the ability to continue the development and potential commercialization of GPS. GPS is in- licensed from MSK and
includes an exclusive license to U. S. and foreign patent applications. Under the MSK license agreement, we are subject to
various obligations, including diligence obligations with respect to funding, development and commercialization activities,
payment obligations upon achievement of certain milestones and royalties on product sales, as well as other material obligations.
If there is any conflict, dispute, disagreement or issue of nonperformance between us and MSK regarding our rights or
obligations under the license agreements, including any such conflict, dispute or disagreement arising from our failure to satisfy
diligence or payment obligations under any such agreement, we may be liable to pay damages and MSK may have a right to
terminate the affected license. The loss of our license agreement with MSK could materially adversely affect our ability to
proceed to utilize the affected intellectual property in our development efforts, our ability to enter into future collaboration,
licensing and / or marketing agreements for GPS and our ability to commercialize GPS. We rely on a license agreement with
GenFleet for the development of GFHE89-SLS009 , and if this license is breached or otherwise terminated, we could lose the
ability to continue the development and potential commercialization of GFH869-SLS009 . We have entered into a license
agreement with GenFleet under which we have an exclusive license to develop and commercialize GFHO69-SLS009 worldwide,
other than in mainland China, Hong Kong, Macau and Taiwan. Under the license agreement, we are subject to various
obligations, including diligence obligations with respect to development and commercialization activities, payment obligations
upon achievement of certain milestones, and royalties on annual net sales (if the product candidate is ultimately
commercialized), as well as other material obligations. If there is any conflict, dispute, disagreement, or issue of
nonperformance between us and GenFleet regarding our rights or obligations under the license agreement, including any such
conflict, dispute, or disagreement arising from our failure to satisfy diligence or payment obligations under the license
agreement, we may be liable to pay damages and GenFleet may have a right to terminate the license. The loss of the license
agreement could prevent us from developing, commercializing, or entering into future strategic transactions relating to GFH069
SLS009 . The risks described elsewhere pertaining to our patents and other intellectual property rights also apply to the
intellectual property rights that we license, and any failure by us or our licensors to obtain, maintain and enforce these rights
could have a material adverse effect on our business. In addition, our business depends on our ability to license additional
therapeutic compounds from third parties. If we fail to meet our obligations under our current license agreements, we may lose
the ability to enter into licenses for the development of additional product candidates in the future, which would adversely affect
our business. We may not realize the benefits of our strategic alliances that we may form in the future. We may form strategic
alliances, create joint ventures or collaborations or enter into licensing arrangements with third parties that we believe will
complement or augment our existing business, such as our license agreement with 3D Medicines and our license agreement with
GenFleet. These relationships, or those like them, may require us to incur nonrecurring and other charges, increase our near- and
long- term expenditures, issue securities that dilute our existing stockholders or disrupt our management and business. In
addition, we face significant competition in seeking appropriate strategic alliances and the negotiation process is time-
consuming and complex. Moreover, we may not be successful in our efforts to establish a strategic alliance or other alternative
arrangements for any future product candidates and programs because our research and development pipeline may be
insufficient, our product candidates and programs may be deemed to be at too early a stage of development for collaborative
effort and third parties may not view our product candidates and programs as having the requisite potential to demonstrate safety



and efficacy. If we license products or acquire businesses, we may not be able to realize the benefit of such transactions if we
are unable to successfully integrate them with our existing operations and company culture. We cannot be certain that, following
a strategic transaction or license, we will achieve the revenues or specific net income that justifies such transaction. Any delays
in entering into new strategic alliances or license agreements related to our product candidates could also delay the development
and commercialization of our product candidates and reduce their competitiveness even if they reach the market. Our business
involves the use of hazardous materials and we and our third- party manufacturers and suppliers must comply with
environmental, health and safety laws and regulations, which can be expensive and restrict how we do business. Our third- party
manufacturers and suppliers’ activities involve the controlled storage, use and disposal of hazardous materials. We and our
manufacturers and suppliers are subject to laws and regulations governing the use, manufacture, storage, handling and disposal
of these hazardous materials even after we sell or otherwise dispose of the products. In some cases, these hazardous materials
and various wastes resulting from their use will be stored at our contractors or manufacturers’ facilities pending use and
disposal. We cannot completely eliminate the risk of contamination, which could cause injury to our employees and others,
environmental damage resulting in costly cleanup and liabilities under applicable laws and regulations governing the use,
storage, handling and disposal of these materials and specified waste products. Although we expect that the safety procedures
utilized by our third party contractors and manufacturers for handling and disposing of these materials will generally comply
with the standards prescribed by these laws and regulations, we cannot guarantee that this will be the case or eliminate the risk
of accidental contamination or injury from these materials. In such an event, we may be held liable for any resulting damages
and such liability could exceed our resources. We do not currently carry biological or hazardous waste insurance coverage and
our property and casualty, and general liability insurance policies specifically exclude coverage for damages and fines arising
from biological or hazardous waste exposure or contamination. We may not be able to establish or maintain the third- party
relationships that are necessary to develop or potentially commercialize some or all of our product candidates , including our
relationship with 3D Medicines . We expect to depend on collaborators, partners, licensees, clinical research organizations and
other third parties to support our discovery efforts, to formulate product candidates, to manufacture our product candidates, to
conduct clinical trials for some or all of our product candidates and to commercialize our product candidates if approved. For
example, in December 2020 we entered into an Exclusive License Agreement with 3D Medicines pursuant to which we granted
commercialization rights in Greater China to 3D Medicines. In accordance with the 3D Medicines Agreement and Side
Letter, we expected that 3D Medicines would begin enrolling patients in mainland China in the REGAL study in the
second half of 2023. To date, no patients have been enrolled in mainland China. However, patients were enrolled in the
REGAL study in Taiwan, which is part of the Greater China territory, prior to the second half of 2023. Thus, we and 3D
Medicines are currently engaged in a dispute regarding, among other things, the trigger and payment of the relevant
milestone payments due to us as well as 3D Medicines’ failure to use commercially reasonable best efforts to develop
GPS in the Greater China territory, and particularly in mainland China. Over the last three to four months of 2023, we
attempted to resolve the aforementioned matters in good faith under the dispute resolution provisions of the 3D
Medicines Agreement with 3D Medicines but we were unable to reach a resolution. Accordingly, we commenced a
binding arbitration proceeding administered by the Hong Kong International Arbitration Centre governed by New York
State law as per the 3D Medicines Agreement in December 2023. \We are unable at this time to predict with certainty the
outcome of the arbitration proceeding, or the timing of the receipt of any milestone payments and other damages it is
seeking in the arbitration proceeding, if at all. Additionally, we cannot guarantee that we will be able to successfully
negotiate future agreements for or maintain relationships with collaborators, partners, licensees, clinical investigators, vendors
and other third parties on favorable terms, if at all. Our ability to successfully negotiate such agreements will depend on, among
other things, potential partners’ evaluation of the superiority of our technology over competing technologies and the quality of
the preclinical and clinical data that we have generated, and the perceived risks specific to developing our product candidates. If
we are unable to obtain or maintain these agreements, we may not be able to clinically develop, formulate, manufacture, obtain
regulatory approvals for or commercialize our product candidates. We cannot necessarily control the amount or timing of
resources that our contract partners, including 3D Medicines, will devote to our research and development programs, product
candidates or potential product candidates, and we cannot guarantee that these parties will fulfill their obligations to us under
these arrangements in a timely fashion, if at all. We may not be able to readily terminate any such agreements with contract
partners even if such contract partners do not fulfill their obligations to us. In addition, we may receive notices from third parties
from time to time alleging that our technology or product candidates infringe upon the intellectual property rights of those third
parties. Any assertion by third parties that our activities or product candidates infringe upon the intellectual property rights of
third parties may adversely affect our ability to secure strategic partners or licensees for our technology or product candidates or
our ability to secure or maintain manufacturers for our compounds. Risks Related to Our Intellectual Property We may not be
able to obtain and enforce patent rights or other intellectual property rights that cover our product candidates and that are of
sufficient breadth to prevent third parties from competing against us. Our success with respect to our product candidates will
depend in part on our ability to obtain and maintain patent protection in the United States and abroad, to preserve our trade
secrets, and to prevent third parties from infringing upon our proprietary rights. We seek to protect our proprietary position by
filing in the United States and in certain foreign jurisdictions patent applications related to our novel technologies and product
candidates that are important to our business. The patent prosecution 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. 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. In addition, we may not pursue or obtain patent protection in all major markets. Moreover, in some
circumstances, we do not have the right to control the preparation, filing or prosecution of patent applications, or to maintain the
patents, covering technology that we license from third parties or covering technology that a collaboration or commercialization



partner may develop. In some circumstances, our licensors have the right to prosecute and / or enforce the licensed patents
without our involvement or consent, or to decide not to enforce or to allow us to enforce the licensed patents. Therefore, these
patents and applications may not be prosecuted and enforced in a manner consistent with the best interests of our business. If any
such licensors fail to maintain such patents, or lose rights to those patents, the rights that we have licensed may be reduced or
eliminated and our ability to develop and commercialize any of our products that are the subject of such licensed rights could be
adversely affected. The patent position of biotechnology and pharmaceutical companies generally is highly uncertain, involves
complex legal and factual questions and has in recent years been the subject of much litigation. In addition, the laws of foreign
jurisdictions may not protect our rights to the same extent as the laws of the United States. For example, European patent law
restricts the patentability of methods of treatment of the human body more than U. S. law does. Publications of discoveries in
the scientific literature often lag behind the actual discoveries, and patent applications in the United States and other
jurisdictions are typically not published until 18 months after filing, or in some cases not at all. Therefore, we cannot be certain
that we or our licensors were the first to make the inventions claimed in our owned or licensed patents or pending patent
applications, or that we or our licensors were the first to file for patent protection of such inventions. Moreover, the U. S. Patent
and Trademark Office, or USPTO, might require that the term of a patent issuing from a pending patent application be
disclaimed and limited to the term of another patent that is commonly owned or names a common inventor. As a result, the
issuance, scope, validity, term, enforceability and commercial value of our patent rights are highly uncertain. Our pending and
future patent applications, and any collaboration or commercialization partner’ s pending and future patent applications, may not
result in patents being issued which protect our technology or products, in whole or in part, or which effectively prevent others
from commercializing competitive technologies and products. During prosecution of any patent application, the issuance of any
patents based on the application may depend upon our or our partners’ ability to generate additional preclinical or clinical data
that support the patentability of our proposed claims. We or any collaboration or commercialization partner may not be able to
generate sufficient additional data on a timely basis, or at all. Moreover, changes in either the patent laws or interpretation of the
patent laws in the United States or other countries may diminish the value of our or a collaboration or commercialization
partner’ s patents or narrow the scope of our or their patent protection. Changes in etther-the patent laws , regulations, or i-the
interpretations thereof in the United States or abroad may diminish the value of our intellectual property. The following
are potential factors that could affect the scope our intellectual property: Patent Reform Legislation: The United States
Congress periodically considers patent reform legislation aimed at modifying the standards for patentability, patent
enforcement procedures, or the rights of patent holders. Such legislative changes could introduce stricter requirements
for patent eligibility, limit the scope of patent protection, or streamline patent challenges. Any of these changes may
weaken the enforceability or value of our existing patents or make it more difficult to obtain new patents for our
products or technologies. Judicial Interpretations: Court decisions, particularly those from the United States Supreme
Court and the Federal Circuit, play a crucial role in shaping patent law and practice. Shifts in judicial interpretations,
such as alterations to the criteria for patent eligibility or the standard for proving patent infringement, may impact
prosecution, defense, and enforcement of certain patent claims in our patent portfolio. International Harmonization:
Changes in patent laws or regulations in foreign jurisdictions where we hold or seek patent protection may also impact
the value of our intellectual property. Harmonization efforts or shifts in international standards for patentability criteria,
enforcement mechanisms, or patent term extensions could affect our ablllty to protect and monetize our intellectual
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yrays-that-wetdd-weaken our ab111ty to obtaln some patent claims or to enforce patents that may issue to us in the future.
Moreover fraddition-, changes in regulations governing patent rights, such as these-those events-related to government-
funded programs, may affect our current or future intellectual property rights. While we continuously monitor
developments in patent laws and regulations, there can be no assurance that changes in patent laws, regulatlons, or
interpretations thereof will not adversely affect enr-ab dures-in-the GSPTO-value
of er-our intellectual property in-—S—eourts-. While we mtend to take actions rea%onably necessary to enforce our patent
rights, we may not be able to detect infringement of our own or in- licensed patents, which may be especially difficult for
methods of manufacturing or formulation products. We depend, in part, on our licensors and collaborators to protect a substantial
portion of our proprietary rights. In addition, third parties may challenge our in- licensed patents and any of our own patents that
we may obtain, which could result in the invalidation or unenforceability of some or all of the relevant patent claims. Litigation
or other proceedings to enforce or defend intellectual property rights is very complex, expensive, and may divert our
management’ s attention from our core business and may result in unfavorable results that could adversely affect our ability to
prevent third parties from competing with us. If another party has reason to assert a substantial new question of patentability
against any of our claims in our own and in- licensed patents, the third party can request that the patent claims be reexamined,
which may result in a loss of scope of some claims or a loss of the entire patent. In addition to potential infringement suits, and
interference and reexamination proceedings, we may become a party to inter partes and post- grant review proceedings in the
United States and patent opposition proceedings outside the United States, where either the patentability of our patents is
challenged, or we are challenging the patents of others. The costs of these proceedings could be substantial, and it is possible
that such efforts would be unsuccessful. As the medical device, biotechnology and pharmaceutical industries expand and more
patents are issued, the risk increases that others may assert our commercial product and / or product candidates infringe their
patent rights. If a third- party’ s patents were found to cover our commercial product and product candidates, proprictary
technologies, or our uses, we or our collaborators could be enjoined by a court and required to pay damages and could be unable
to continue to commercialize our products or use our proprietary technologies unless we or such collaborators obtained a license
to the patent. A license may not be available to us or our collaborators on acceptable terms, if at all. In addition, during
litigation, the patent holder could obtain a preliminary injunction or other equitable relief, which could prohibit us from making,
using or selling our commercial product and product candidates pending a trial on the merits, which could be years away.
GFHB09-SLS009 may face generic competition sooner than expected before the expiration of our composition of matter patent
protection. Even if we are successful in achieving regulatory approval to commercialize GFH869-SLS009 , our product
candidate may face generic competition. .If we receive positive data from an adequate and well- controlled trial for GFH-
009,we will file an NDA in order to receive marketing authorization for GFH009.0Once an NDA is approved ,the product
covered thereby becomes a “ reference listed drug ” in the FDA” s Orange Book.In the United States,manufacturers may seek
approval of generic versions of reference listed drugs through submission of an ANDA er-appreval-threugh-a-565-(b)(2)NDA
In support of an ANDA ,a generic manufacturer need not conduct clinical trials to assess safety and efficacy.Rather,the applicant
generally must show that its product has the same active ingredient (s),dosage form,strength,route of administration and
conditions of use or labelling as the reference listed drug and that the generic version is bioequivalent to the reference listed
drug,meaning it is absorbed in the body at the same rate and to the same extent.Generic products may be significantly less
costly to bring to market than the reference listed drug and Companies that produce generic products are generally able to offer
them at lower prices.Thus,following 1ntr0duct10n of a generlc drug,a Slgnlﬁcant pelcentage of the sale% of any branded dmg is
typlcally loqt to the generlc product R-eon e b ; A-th

could face from generlc -fel-}ew-eﬁ—verqlons of our productq could materlally and adversely affect our future
revenue,profitability and cash flows and substantially limit our ability to obtain a return on the investments we have
made in those products.Generic drug manufacturers may seek to launch products following expiration of any applicable
exclusivity period we obtain if our products are approved,even if we still have patent protection for such products,We
would then enforce our patent rights through commencing an infringement litigation against the generic drug
manufacturer.Any such infringement litigation is inherently costly and uncertain Because GFH009-SLS009 has not been
previously approved as an active ingredient, we expect the Hatch- Waxman Act to provide a five- year period of new chemical
entity, or NCE, exclusivity followmg its apploval during which time generic competitors cannot file an Abbreviated New-Drag
Appheationsor-ANDA -for a generic version of GFHO69-SLS009 or a 505 (b) (2) NDA for SLS009 ., unless the submission
contains a Paragraph IV Certification that one or more patents listed in the FBA>s-Approved-DrugProduets-with-Therapeutte
Equivalenee-Evaluations-(eommentyknown-as-the-Orange Book y-for GFHB09-SLS009 are invalid, unenforceable or will not be
infringed by a proposed ANDA product, in which case the submission may be made four years following the original drug
approval. If a Paragraph IV Certification is made, the generie-eompany-follow- on applicant is required to provide a Paragraph
IV Notice Letter advising of the certification. If that occurs, we will have the opportunity to bring a patent infringement action
against the generie-eompany-follow- on applicant . If such a suit is filed within the 45- day period following receipt of the
Paragraph IV Notice Letter, the Hatch- Waxman Act provides for a 30- month stay on FDA’ s ability to grant final approval of
the proposed gererte-follow- on product. The 30- month stay generally runs from the date the Paragraph IV Notice Letter is
received. However, when a Paragraph IV certification is received during the five- year period of NCE exclusivity following the
date of first NDA approval, the #hirty-30 - month stay extends from five years after the date that product was first approved. The



30- month stay may be shortened or lengthened, including due to a settlement of a lawsuit, a court order (including a decision by
the district court on the merits of the case), or patent expiration. The party filing the ANDA or 505 (b) (2) NDA may also
counterclaim in the litigation that one or more of our patents are invalid, unenforceable, and / or not infringed. If all of the
asserted GFHB09-SLS009 patents were found invalid, enforceable, and / or not infringed, a competing generic product could be
marketed prior to expiration of those patents, our business could be harmed. Settlements and related licensing agreements
resulting from Hatch- Waxman litigation can be challenged and have the potential to generate additional litigation which
can be costly. The success of such litigation depends on the strength of the patents covering our branded products and
our ability to prove that the follow- on applicant’ s product would infringe one or more such patents. The outcome of
such litigation is inherently uncertain and may result in potential loss of market exclusivity for SLS009, which may have
a significant financial impact on our business. Furthermore, the Federal Trade Commission, or FTC, has brought
successful lawsuits challenging Hatch- Waxman litigation settlements as anti- competitive, and such decisions have been
upheld by federal circuit courts. If we engage in Hatch- Waxman litigation, we may also face an FTC challenge with
respect to any proposed settlement related to such litigation, which may result in additional expense or penalty. The FTC
also has more recently been questioning pharmaceutical company patent listings in the Orange Book and raising
concerns about “ improper ” listings that may be intended to discourage competition by follow- on drug developers, and
certain members of Congress have been investigating similar issues. Accordingly, there could be future changes to
federal laws, regulations, or guidelines related to Hatch- Waxman requirements or procedures that could have a material
adverse impact on all pharmaceutical innovators, including us. If the FDA, EMA or other foreign regulatory authorities
approve generic or biosimilar versions of any of our product candidates that receive marketing approval, or such authorities do
not grant our products appropriate periods of exclusivity before approving generic or biosimilar versions of those products, the
sales of our products, if approved, could be adversely affected. Even if we are successful in achieving regulatory approval to
commercialize a biologic product candidate ahead of our competitors, our product candidates may face competition from
biosimilar and generic products. Most biological products are licensed for marketing by FDA via a BLA, under authorities in the
Public Health Service Act, or PHSA. Aqsumrng that we receive po%rtrve data from the REGAL trral we erl file a BLA in order
to obtain marketing authorization for GPS ; v W : y

the Bte}egies—Pﬂee—Gempeﬁ&en—aﬂd—Inﬂev&&en—Aet—e%BPCIA enacted as Trtle Vll of the ACA established an abbrevrated

pathway under the PHSA for licensure of biosimilar biologics (i. e., biosimilars, sometimes referred to as follow- on biologics).
A biosimilar is a biological product that is demonstrated to be highly similar ” (i. e., biosimilar), but not identical, to an FDA-
licensed biological product (i. €., the reference product). The BPCIA also establishes periods of exclusivity for a brand- name
biologic (the reference product), one with a duration of 4-four years and the other with a duration of 12 years. These periods of
regulatory exclusivity initiate upon licensure of the new biological product if certain requirements are met. During the four- year
exclusivity period, an abbreviated BLA for a biosimilar referencing the protected brand- name biologic may not be submitted to
FDA. During the 12- year exclusivity period, approval of an abbreviated BLA for a biosimilar referencing the protected brand-
name biologic may not be made effective, which means FDA may not approve the biosimilar application until 12 years after the
date on which the reference product was first licensed. In addition, the BPCIA provides for a process for disclosure and
negotiation between the biosimilar applicant and reference product sponsor, sometimes referred to as the ““ patent dance. ”
Although not mandatory on the party of the biosimilar applicant, the dance involves several rounds of informational exchanges
concerning potential disputes over the biosimilar applicant’ s infringement of the reference product sponsor’ s patents. Also,
biosimilar licensure under the BPCIA is not contingent upon resolution of patent disputes. Therefore, the FDA may approve a
biosimilar despite unresolved patent issues between the reference product sponsor and the biosimilar applicant. We believe that
GPS will qualify for four years of data exclusivity and 12 years of market exclusivity under the BPCIA. The law is complex and
continues to be interpreted and implemented by the FDA. As a result, its ultimate impact, implementation, and meaning are
subject to uncertainty. While it is uncertain when such processes intended to implement BPCIA may be fully adopted by the
FDA, any such processes could have a material adverse effect on the future commercial prospects for our product candidates.
There is also a risk that the U. S. Congress could amend the BPCIA to shorten the 12- year market exclusivity period or that the
FDA will not consider our product candidates to be reference biological products pursuant to its interpretation of the exclusivity
provisions of the BPCIA for competing products, potentially creating the opportunity for biosimilar competition sooner than
anticipated after the expiration of our patent protection. Moreover, the extent to which a biosimilar, once approved, will be
substituted for any reference product in a way that is similar to traditional generic substitution for non- biological products is not
yet clear, and will depend on a number of marketplace and regulatory factors that are still developing. Under the BPCIA as well
as state pharmacy laws, only interchangeable biosimilar products are considered substitutable for the reference biological
product without the intervention of the health care provider who prescribed the original biological product. However, as with all
prescribing decisions made in the context of a patient- provider relationship and a patient’ s specific medical needs, health care
providers are not restricted from prescribing biosimilar products in an off- label manner. Even if, as we expect, GPS is
considered to be reference products eligible for 12 years of exclusivity under the BPCIA, a competitor could decide to forego
the abbreviated approval pathway available for biosimilar products and to submit a full BLA for product licensure after
completing its own preclinical studies and clinical trials. In such a situation, any exclusivity to which we may be eligible under
the BPCIA would not prevent the competitor from marketing its biological product as soon as it is approved . If we receive
positive data from...... infringement litigation is inherently costly and uncertain|. In Europe, the European Commission has



granted marketing authorizations for several biosimilar products pursuant to a set of general and product class- specific
guidelines for biosimilar approvals issued over the past few years. In addition, companies may be developing biosimilar
products in other countries that could compete with our products, if approved. The regulatory, or non- patent, exclusivity
available to drugs or biologics in some countries is less than that provided by the United States. For instance, Canada currently
provides for an eight- year period of exclusivity for new biological products, and Mexico provides for a five- year period of
exclusivity. Furthermore, in some countries outside of the United States, peptide vaccines, such as GPS, are regulated as
chemical drugs rather than as biologics and may or may not be eligible for non- patent exclusivity. If competitors are able to
obtain marketing approval for biosimilars referencing our therapeutic candidates, if approved, our future products may become
subject to competition from such biosimilars, whether or not they are designated as interchangeable, with the attendant
competitive pressure and potential adverse consequences. Such competitive products may be able to immediately compete with
us in each indication for which our therapeutic candidates may have received approval. If we are sued for infringing the
intellectual property rights of third parties, such litigation could be costly and time- consuming and could prevent or delay our
development and commercialization efforts. Our commercial success depends, in part, on us and our collaborators not infringing
the patents and proprietary rights of third parties. There is a substantial amount of litigation and other adversarial proceedings,
both within and outside the United States, involving patent and other intellectual property rights in the biotechnology and
pharmaceutical industries, including patent infringement lawsuits, interference or derivation proceedings, oppositions, and inter
partes and post- grant review proceedings before the USPTO and non- U. S. patent offices. Numerous U. S. and non- U. S.
issued patents and pending patent applications owned by third parties exist in the fields in which we are developing and may
develop our current and future product candidates. As the biotechnology and pharmaceutical industries expand and more patents
are issued, and as our product pipeline grows, the risk increases that our product candidates may be subject to claims of
infringement of third parties’ patent rights as it may not always be clear to industry participants, including us, which patents
cover various types of products or methods of use. The coverage of patents is subject to interpretation by the courts, and the
interpretation is not always uniform or predictable. If we are sued for patent infringement, we would need to demonstrate that
our product candidates, products and methods either do not infringe the patent claims of the relevant patent or that the patent
claims are invalid, and we may not be able to do this. Proving that a patent is invalid is difficult. If any issued third- party
patents were held by a court of competent jurisdiction to cover aspects of our materials, formulations, methods of manufacture
or methods for treatment, we could be forced, including by court order, to cease developing, manufacturing or commercializing
the relevant product candidate until such patent expired. Alternatively, we may be required to obtain a license from such third
party in order to use the infringing technology and to continue developing, manufacturing or marketing the infringing product
candidate. We could be prevented from commercializing a product candidate or be forced to cease some aspect of our business
operations, if, as a result of actual or threatened patent infringement claims, we are unable to enter into licenses on acceptable
terms. In addition, parties making claims against us may also obtain injunctive or other equitable relief, which could effectively
block our ability to further develop and commercialize one or more of our product candidates. Defending against claims of
patent infringement or misappropriation of trade secrets could be costly and time consuming, regardless of the outcome. Thus,
even if we were to ultimately prevail, or to settle at an early stage, such litigation could burden us with substantial unanticipated
costs. In addition, litigation or threatened litigation could result in significant demands on the time and attention of our
management team, distracting them from the pursuit of other company business. In the event of a successful claim of
infringement against us, we may have to pay substantial damages, including treble damages and attorneys’ fees if we are found
to have willfully infringed a patent, or to redesign our infringing product candidates, which may be impossible or require
substantial time and monetary expenditure. We may also elect to enter into license agreements in order to settle patent
infringement claims prior to litigation, and any such license agreement may require us to pay royalties and other fees that could
be significant. During the course of any patent or other intellectual property litigation, there could be public announcements of
the results of hearings, rulings on motions, and other interim proceedings in the litigation. If securities analysts or investors
regard these announcements as negative, the perceived value of our product candidates, programs or intellectual property could
be diminished. Accordingly, the market price of our shares of common stock may decline. We may not be able to protect our
intellectual property rights throughout the world. Filing, prosecuting, enforcing and defending patents on our current and future
product candidates in all countries throughout the world would be prohibitively expensive. We or our licensors’ intellectual
property rights in certain countries outside the United States may be less extensive than those in the United States. In addition,
the laws of certain foreign countries do not protect intellectual property rights to the same extent as laws in the United States.
Consequently, we and our licensors may not be able to prevent third parties from practicing our and our licensors’ inventions in
countries outside the United States, or from selling or importing infringing products made using our and our licensors’
inventions in and into the United States or other jurisdictions. Competitors may use our and our licensors’ technologies in
jurisdictions where we have not obtained patent protection or where we do not have exclusive rights under the relevant patent (s)
to develop their own products and, further, may export otherwise infringing products to territories where we and our licensors
have patent protection but where enforcement is not as strong as that in the United States. These infringing products may
compete with our product candidates in jurisdictions where we or our licensors have no issued patents or where we do not have
exclusive rights under the relevant patent (s), or our patent claims and other intellectual property rights may not be effective or
sufficient to prevent them from so 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 and other intellectual property protection, particularly those
relating to drugs and biologics, which could make it difficult for us and our licensors to stop the infringement of our and our
licensors’ patents or marketing of competing products in violation of our and our licensors’ proprietary rights generally. Certain
governments outside the United States have indicated that compulsory licenses to patents may be sought to further their



domestic policies or on the basis of national emergencies. Proceedings to enforce our and our licensors’ patent rights in foreign
jurisdictions could result in substantial costs and divert our attention from other aspects of our business, could put our and our
licensors’ patents at risk of being invalidated or interpreted narrowly, could put our and our licensors’ patent applications at risk
of not issuing, and could provoke third parties to assert claims against us or our licensors. We or our licensors may not prevail in
any lawsuit that we or our licensors initiate, and even if we or our licensors are successful the damages or other remedies
awarded, if any, may not be commercially meaningful. We may become involved in lawsuits to protect or enforce our
intellectual property, which could be expensive, time- consuming and unsuccessful and have a material adverse effect on the
success of our business and on our stock price. Third parties may infringe our patents, the patents of our licensors, or
misappropriate or otherwise violate our or our licensors’ intellectual property rights. We and our licensors’ patent applications
cannot be enforced against third parties practicing the technology claimed in such applications unless and until a patent is ssues
issued from such applications, and then only to the extent the issued claims cover the technology. In the future, we or our
licensors may elect to initiate legal proceedings to enforce or defend our or our licensors’ intellectual property rights, to protect
our or our licensors’ trade secrets or to determine the validity or scope of intellectual property rights we own or control. Any
claims that we assert against perceived infringers could also provoke these parties to assert counterclaims against us alleging
that we infringe their intellectual property rights or that our intellectual property rights are invalid. In addition, third parties may
initiate legal proceedings against us or our licensors to challenge the validity or scope of intellectual property rights we own or
control. The proceedings can be expensive and time- consuming. Many of our or our licensors’ adversaries in these proceedings
may have the ability to dedicate substantially greater resources to prosecuting these legal actions than we or our licensors can.
Accordingly, despite our or our licensors’ efforts, we or our licensors may not be able to prevent third parties from infringing
upon or misappropriating intellectual property rights we own or control, particularly in countries where the laws may not protect
our rights as fully as in the United States. Litigation could result in substantial costs and diversion of management resources,
which could harm our business and financial results. In addition, in an infringement proceeding, a court may decide that a patent
owned by or licensed to us is invalid or unenforceable, in whole or in part, or may refuse to stop the other party from using the
technology at issue on the grounds that our or our licensors’ patents do not cover the technology in question. An adverse result
in any litigation proceeding could put one or more of our or our licensors’ patents at risk of being invalidated, held
unenforceable or interpreted narrowly. Interference or derivation proceedings provoked by third parties, brought by us or our
licensors or collaborators, or brought by the USPTO or any non- U. S. patent authority may be necessary to determine the
priority of inventions or matters of inventorship with respect to our or our licensors’ patents or patent applications. We may also
become involved in other proceedings, such as reexamination, reissue, or opposition proceedings, inter partes review, post- grant
review or other pre- issuance or post- grant proceedings in the USPTO or its foreign counterparts relating to our intellectual
property or the intellectual property of others. An unfavorable outcome in any such proceeding could require us or our licensors
to cease using the related technology and commercializing the affected product candidate, 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 or our licensors a license on
commercially reasonable terms if any license is offered at all. Even if we or our licensors obtain a license, it may be non-
exclusive, thereby giving our competitors access to the same technologies licensed to us or our licensors. In addition, if the
breadth or strength of protection provided by our or our licensor’ s patents and patent applications is threatened, it could
dissuade companies from collaborating with us to license, develop or commercialize current and future product candidates. Even
if we successfully defend such litigation or proceeding, we may incur substantial costs and it may distract our management and
other employees. We could be found liable for monetary damages, including treble damages and attorneys’ fees, if we are found
to have willfully infringed a patent. 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 shares of our common stock. Furthermore, under Title XI of the Medicare Prescription
Drug, Improvement, and Modernization Act of 2003, or MMA, certain agreements, including patent litigation settlement
agreements between brand and generic drug companies, must be filed with the FTC and DOJ. The Patient Right to Know Drug
Prices Act amended MMA Title XI, expanding the reporting requirements to include agreements between biosimilar product
applicants and biologic companies. Although we have taken steps to protect our trade secrets and unpatented know- how ;-by
entering into confidentiality agreements with third parties ;-and proprietary information and invention agreements with eur
employees and certain empleyees;consultants and advisors, third parties may still obtain this information or we may be unable
to protect our rights. There can be no assurance that binding agreements will not be breached, that we would have adequate
remedies for any breach, or that our trade secrets and unpatented know- how will not otherwise become known or be
independently discovered by our competitors. If trade secrets are independently discovered, we would not be able to prevent
their use. Enforcing a claim that a third party illegally obtained and is using our trade secrets or unpatented know- how is
expensive and time- consuming, and the outcome is unpredictable. We may be subject to claims that our employees, consultants
or independent contractors have wrongfully used or disclosed to us alleged trade secrets of their other clients or former
employers. As is common in the biotechnology and pharmaceutical industry, certain of our employees were formerly employed
by other biotechnology or pharmaceutical companies, including our competitors or potential competitors. Moreover, we engage
the services of consultants to assist us in the development of our commercial product and product candidates, many of whom
were previously employed at or may have previously been or are currently providing consulting services to, other biotechnology
or pharmaceutical companies, including our competitors or potential competitors. We may be subject to claims that these
employees and consultants or we have inadvertently or otherwise used or disclosed trade secrets or other proprietary information
of their former employers or their former or current customers. Litigation may be necessary to defend against these types of



claims. Even if we are successful in defending against any such claims, any such litigation would likely be protracted,
expensive, a distraction to our management team, not viewed favorably by investors and other third parties, and may potentially
result in an unfavorable outcome. If we are unable to protect the confidentiality of our trade secrets and other proprietary
information, the value of our technology could be materially adversely affected, and our business could be harmed. Proprietary
trade secrets and unpatented know- how are also very important to our business. We atse-have limited control over the
protection of trade secrets used by our licensors, collaborators and suppliers. We In-additionto-seeking-the-proteetion-afforded
by-patents;we-rely on trade secret protection and confidentiality agreements to protect proprietary know- how that is not
patentable or that we elect not to patent, processes for which patents are difficult to enforce, and other elements of our
technology, discovery and development processes that involve proprietary know- how, information or technology that is not
covered by patents. Any disclosure to or misappropriation by third parties of our confidential proprietary information could
enable competitors to quickly duplicate or surpass our technological achievements, including by enabling them to develop and
commercialize products substantially similar to or competitive with our current or future product candidates, thus eroding our
competitive position in the market. Trade secrets can be difficult to protect. We seek to protect our proprietary technology and
processes, in part, by entering into confidentiality agreements and invention assignment agreements with our employees,
consultants, and outside scientific advisors, contractors and collaborators. These agreements are designed to protect our
proprietary information. Although we use reasonable efforts to protect our trade secrets, our employees, consultants, contractors,
or outside scientific advisors might intentionally or inadvertently disclose our trade secrets or confidential, proprietary
information to competitors. In addition, competitors may otherwise gain access to our trade secrets or independently develop
substantially equivalent information and techniques. If any of our confidential proprietary information were to be lawfully
obtained or independently developed by a competitor, we would have no right to prevent such competitor from using that
technology or information to compete with us, which could harm our competitive position. Enforcing a claim that a third party
illegally obtained and is using any of our trade secrets is expensive and time consuming, and the outcome is unpredictable. In
addition, the laws of certain foreign countries do not protect proprietary rights such as trade secrets to the same extent or in the
same manner as the laws of the United States. Misappropriation or unauthorized disclosure of our trade secrets to third parties
could impair our competitive advantage in the market and could materially adversely affect our business, results of operations
and financial condition. Some intellectual property that we have in- licensed, if created as a result of government funded
programs, may be subject to certain federal regulations. Some of the agreements covering the intellectual property rights we
have licensed provide that to the extent that such rights are derived from the use of U. S. government funding, those rights may
therefore be subject to certain federal regulations. As a result, the U. S. government may have certain rights to intellectual
property embodied in our current or future product candidates pursuant to the Bayh- Dole Act of 1980, or Bayh- Dole Act. These
U. S. government rights in certain inventions developed under a government- funded program include a non- exclusive, non-
transferable, irrevocable worldwide license to use inventions for any governmental purpose. In addition, the U. S. government
has the right to require us to grant exclusive, partially exclusive or non- exclusive licenses to any of these inventions to a third
party if it determines that: (i) adequate steps have not been taken to commercialize the invention, (ii) government action is
necessary to meet public health or safety needs or (iii) government action is necessary to meet requirements for public use under
federal regulations (also referred to as" march- in rights"). The U. S. government also has the right to take title to these
inventions if we, or the applicable licensor, fail to disclose the invention to the government and fail to file an application to
register the intellectual property within specified time limits. Intellectual property generated under a government funded
program is also subject to certain reporting requirements, compliance with which may require us or the applicable licensor to
expend substantial resources. In addition, the U. S. government requires that any products embodying the subject invention or
produced through the use of the subject invention be manufactured substantially in the United States. The manufacturing
preference requirement can be waived if the owner of the intellectual property can show that reasonable but unsuccessful efforts
have been made to grant licenses on similar terms to potential licensees that would be likely to manufacture substantially in the
United States or that under the circumstances domestic manufacture is not commercially feasible. This preference for U. S.
manufacturers may limit our ability to contract with non- U. S. product manufacturers for products covered by such intellectual
property. To the extent any of our current or future intellectual property is generated through the use of U. S. government
funding, the provisions of the Bayh- Dole Act may similarly apply. Moreover, changes in regulations related to government-
funded programs may affect how the government may exercise march- in rights and affect any of our current or future
intellectual property rights derived from U. S. government funding. Risks Related to Competition and Commercialization
of Our Current and Future Product Candidates We face substantial competition, which may result in others discovering,
developing or commercializing products before or more successfully than we do. Our future success depends on our
ability to demonstrate and maintain a competitive advantage with respect to the design, development, and
commercialization of our product candidates. Our competitors may succeed in developing competing products before we
do for the same indications we are pursuing, obtaining regulatory approval for products, or gaining acceptance for the
same markets that we are targeting. If we are not “ first to market ” with a product candidate, thereby effecting our
order of entry, our competitive position could be compromised via reduced market share and higher hurdles to
regulatory approval. We expect any product candidate which we commercialize will compete with products from other
companies in the biotechnology and pharmaceutical industries. There are several biopharmaceutical companies which
have approved treatments options in the United States for AML broadly, with different mechanisms of action, including
AbbVie / Genentech (Venclexta), Pfizer (Mylotarg), Daiichi- Sankyo (Vanflyta), Rigel Pharmaceuticals (Rezlidhia) and
Bristol Myers Squibb (Vidaza). Key late- stage pipeline agents that are different from GPS have been granted ODD or
Fast Track designation due to the unmet need in AML. Therefore, clinical late- stage companies developing late- stage
clinical candidates to treat r / r AML may enter the market before our potential products, such as GlycoMimetics



(uproleselan), Delta- Fly Pharma (DFP- 10917), and AROG Pharmaceuticals (crenolanib). A key competitor may be
Iomab- b, which is being developed by Actinium Pharmaceuticals. In late 2022 / early 2023, Actinium announced
positive results in its pivotal Phase 3 trial in adults aged 55 and above with active r / r AML. With respect to WT1-
targeting therapies, we do not believe GPS currently has direct competition in AML in the maintenance setting after
CR2. There are companies engaged in the clinical development of WT- 1 targeting therapies; however, they are not
focused on AML at this time, including Astellas (ASP7517) and Cue Biopharma (CUE- 102), or are in earlier stages, such
as NexImmune (NEXI- 001). With respect to our SLS009 program, we anticipate competition with MEI Pharma, whose
voruciclib is in a Phase 1 clinical trial as a monotherapy and in combination with venetoclax for adults with r / r AML.
There may also be competition in one of our other indications, PTCL, from enitociclib, a CDK9 inhibitor under
development by Vincerx Pharma as a monotherapy and in combination with venetoclax for the treatment of PTCL.
Furthermore, there are other companies which are in early development stages for their CDK9 inhibitors and targeting
other hematological malignancies or solid tumors, including Kronos Bio (KB- 0742), Sumitomo Dainippon Pharma (TP-
1287), Adastra Pharmaceuticals (zotiraciclib), and Prelude Therapeutics (PRT2527). Many of our competitors have
substantially greater commercial infrastructures and financial, technical and personnel resources than we have. In
addition, some are farther along in their clinical development programs or in collaboration with larger, established
pharmaceutical companies. We may not be able to compete unless we successfully:  design and develop products that
are superior to other products in the market; * conduct successful preclinical and clinical trials; * attract qualified
scientific, medical, sales and marketing and commercial personnel; * obtain patent and / or other proprietary protection
for our processes and product candidates; ¢ obtain required regulatory approvals; and ¢ collaborate with others in the
design, development, and commercialization of new products. Established competitors may invest heavily to quickly
discover and develop novel compounds that could make our product candidates obsolete. In addition, any new product
that competes with an approved product must demonstrate compelling advantages in efficacy, convenience, tolerability,
and safety to overcome price competition and to be commercially successful. If we are not able to compete effectively
against our current and future competitors, our business will not grow, and our financial condition and operations will
suffer. If we obtain marketing approval, our commercial success depends on establishing or implementing our own sales,
marketing, access and reimbursement, and distribution capabilities or entering into licensing or collaboration agreements for
these purposes, and the timing of these. With the exception of very few employees, including our executive officers, we de-have
not yet have-built a broader team with any significant sales, marketing , access and reimbursement, or distribution experience.
[f we progress toward regulatory approval, we will take an efficient and measured approach to building etr-an appropriately
sized commercial infrastructure depending on whether we choose to commercialize our current and any future product
candidates on our own yor through licensing , distribution or collaboration agreements. We will have to invest significant
amounts of financial and management resources, some of which will be committed prior to the receipt of positive data if we
choose to commercialize on our own . We may need to successfully recruit, retain and train a broad complement of cffective
commercial staff, including, but not limited to, sales , access and marketing-reimbursement, business analytics, and
diagnostics. As AML is a highly competitive space, we would expect some personnel to s-seme-ofwhommay-be sought by
our competitors. Any delays in hiring an adequate number of experienced sales personnel (including support staff), inability to
obtain access to key markets, and unforeseen time, cost and expenses associated with creating a separate and high performing
sales and marketing organization could adversely impact commercialization of any product for which we obtain marketing
approval. We may elect to utilize other means of commercialization should the economics of the approach be deemed
appropriate. This could include contract sales forces or strategic partners to support in the commercialization of our product
candidates. If we enter into arrangements with third parties to perform sales, marketing and distribution services for our
products, the resulting revenues or the profitability from these revenues to us are likely to be lower than if we had sold,
marketed and distributed our products ourselves. In addition, we may not be successful in entering into arrangements with third
parties to sell, market and distribute our product candidates, or do so in a timely manner, or may be unable to do so on terms that
are favorable to us. We may also need the infrastructure and resources to maintain the contractual relationships and external
support. If we are not able to timely and properly establish a commercial organization on our own or in collaboration with third
parties, then we may not be profitable. Our commercial success depends upon attaining significant market acceptance of our
current and future product candidates, if approved, among health care providers, third- party payors and operators of major
cancer clinics. Even if we obtain regulatory approval for any of our current or future product candidates, the products may not
gain market acceptance among physicians, third- party payors, patients or the medical community. For example, current cancer
treatment such as chemotherapy and radiation therapy are well- established in the medical community, and health care providers
may continue to rely on these treatments. The degree of market acceptance of any product candidates for which we receive
approval depends on a number of factors, including: * the efficacy and safety of such product candidates as demonstrated in
clinical trials, and acceptance of such by physicians, major cancer treatment centers, and patients; * the potential and perceived
advantages and disadvantages of product candidates over alternative treatments, including the degree of clinically meaningful
improvement in care, ease of administration and prevalence and severity of side effects; ¢ the clinical indications and patient
populations for which the product candidate is approved and the willingness of the target patient population to try new therapies
and of physicians to prescribe these therapies; * the ability to garner placement of our therapeutics in widely accepted clinical
practice treatment guidelines; * the placement, or the lack of placement, of our therapeutics in reputable and highly
regarded clinical treatment guidelines; * product labeling or product insert requirements of the FDA or other regulatory
authorities and any restrictions on use with other medications; ¢ the timing of market introduction of our products as well as
competitive products; * the cost of treatment and coverage and reimbursement status; and- development and effectiveness of
our sales and marketing, manufacturing and distribution efforts for commercial scale ; and » new healthcare legislation that



could adversely affect the payor profile of our marketed assets . [f any of our current and future product candidates are
approved but fail to achieve market acceptance, we will not be able to generate significant revenues, which would compromise
our ability to become profitable. Even if we are able to commercialize our current or future product candidates, the products
may become subject to unfavorable pricing regulations, third- party reimbursement practices or health care reform initiatives,
which could harm our business. Significant uncertainty exists as to the coverage and reimbursement status of any drug or
biological candidates for which we obtain regulatory approval. The regulations that govern marketing approvals, pricing and
reimbursement (public and private) for new drug products vary widely from country to country. In the United States, recently
passed legislation may significantly change the approval requirements in ways that could involve additional costs and cause
delays in obtaining approvals. Some countries require approval of the sale price of a drug before it can be marketed. In many
countries, the pricing review period begins after marketing or product licensing approval is granted. In some foreign markets,
prescription pharmaceutical pricing remains subject to continuing governmental control even after initial approval is granted. As
a result, we might obtain marketing approval for a product in a particular country, but then be subject to price regulations that
delay our commercial launch of the product, possibly for lengthy time periods, and negatively impact the revenues we are able
to generate from the sale of the product in that country. Adverse pricing limitations may hinder our ability to recoup our
investment in one or more product candidates, even if our product candidates obtain marketing approval. Our ability to
commercialize any product successfully will also depend, in part, on the extent to which reimbursement for these products and
related treatments will be available from government health administration authorities, private health insurers and other
organizations. Government authorities and third- party payors, such as private health insurers and health maintenance
organizations, decide which medications they will cover and how much they will pay. A primary trend in the U. S. health care
industry and elsewhere is cost containment. Government authorities and third- party have attempted to control costs by limiting
coverage and the amount of reimbursement for particular medications. Increasingly, third- party payors are requiring that drug
companies provide them with predetermined discounts from list prices and are challenging the prices charged for medical
products. We cannot be sure that reimbursement will be available for any product that we commercialize and, if reimbursement
is available, the level of reimbursement. Reimbursement may impact the demand for, or the price of, any product candidate for
which we obtain marketing approval. Obtaining reimbursement for our products may be particularly difficult because of the
higher prices often associated with drugs administered under the supervision of a physician. If reimbursement is not available or
is available only to limited levels, we may not be able to successfully commercialize any product candidate for which we obtain
marketing approval. There may be significant delays in obtaining reimbursement for newly approved drugs, and coverage may
be more limited than the purposes for which the drug is approved by the FDA or similar foreign regulatory authorities outside
the United States. Moreover, eligibility for coverage does not imply that any drug will be paid for in all cases or at a rate that
covers our C0§t§ including reie"lrch development manufacture, sale and distribution. Intertmreimbursementlevels-fornew

y v S y —-Reimbursement rates may
Vary accmdlng to the use ot the drug and the clinical setting in Wthh it is uqed may be based on reimbursement levels already
set for lower cost drugs and may be incorporated into existing payments for other services. Net prices for drugs may be reduced
by mandatory discounts or rebates required by government health care programs or private payors and by any future relaxation
of laws that presently restrict imports of drugs from countries where they may be sold at lower prices than in the United States.
Third- party commercial payors often follow CMS coverage policy and payment limitations in setting their own reimbursement
policies. Our inability to promptly obtain coverage and profitable payment rates from both government- funded and private
payors for any approved products that we develop could have a material adverse effect on our operating results, our ability to
raise capital needed to commercialize products and our overall financial condition. Further, there have been, and may
continue to be, legislative and regulatory proposals at the U. S. federal and state levels and in foreign jurisdictions
directed at broadening the availability and containing or lowering the cost of health care. The continuing efforts of the
government, insurance companies, managed care organizations and other third- party payors to contain or reduce costs
of health care may adversely affect our ability to set prices for our products that would allow us to achieve or sustain
profitability. In addition, governments may impose price controls on any of our products that obtain marketing
approval, which may adversely affect our future profitability. More recently, in August 2022, President Biden signed
into the law the IRA. Among other things, the IRA has multiple provisions that may impact the prices of drug products
that are both sold into the Medicare program and throughout the United States. Starting in 2023, a manufacturer of
drugs or biological products covered by Medicare Parts B or D must pay a rebate to the federal government if their drug
product’ s price increases faster than the rate of inflation. This calculation is made on a drug product- by- drug product
basis and the amount of the rebate owed to the federal government is directly dependent on the volume of a drug
product that is paid for by Medicare Parts B or D. Additionally, starting for payment year 2026, CMS will negotiate
drug prices annually for a select number of single source Part D drugs without generic or biosimilar competition. CMS
will also negotiate drug prices for a select number of Part B drugs starting for payment year 2028. If a drug product is
selected by CMS for negotiation, it is expected that the revenue generated from such drug will decrease. Additional state
and federal health care reform measures are expected to be adopted in the future, any of which could limit the amounts
that federal and state governments will pay for health care products and services, which could result in reduced demand
for certain biopharmaceutical products or additional pricing pressures. In some foreign countries, particularly the
member states of the EU, the pricing of prescription pharmaceuticals is subject to governmental control. In these
countries, pricing negotiations with governmental authorities can be a long and expensive process after the receipt of
marketing approval for a drug candidate. In addition, there can be considerable pressure by governments and other
stakeholders on prices and reimbursement levels, including as part of cost containment measures. Political, economic
and regulatory developments may further complicate pricing negotiations, and pricing negotiations may continue after




reimbursement has been obtained. Reference pricing used by various EU member states and parallel distribution, or
arbitrage between low- priced and high- priced member states, can further reduce prices. In some countries, we may be
required to conduct additional clinical trials that compare the cost- effectiveness of our drug candidates to other
available therapies in order to obtain reimbursement or pricing approval. Publication of discounts by third- party
payors or authorities may lead to further pressure on prices or reimbursement levels within the country of publication
and other countries. If reimbursement of our products is unavailable or limited in scope or amount in a particular
country, or if pricing is set at unsatisfactory levels, we may be unable to successfully commercialize and achieve or
sustain profitability for sales of any of our drug candidates that are approved for marketing in that country and our
business could be adversely affected. Health care policy changes may have a material adverse effect on our business and
results of operations. Our business may be affected by the efforts of government and third- party payors to contain or reduce the
cost of health care through various means. For example, the recently enacted fnflationReduettonAetof2022-IRA yrequires
drug manufacturers to pay a rebate to the federal government if prices for single- source drugs and biologicals covered under
Medicare Part B and nearly all covered drugs under Part D increase faster than the rate of inflation (CPI- U Penalty ). The
Patient Protection and Affordable Care Act, and the Health Care and Education Affordability Reconciliation Act of 2010 €, or
collectively, the Afferdable-Care Aetor-ACA ¥, enacted in March 2010, substantially changed the way health care is financed
by both governmental and private insurers, and significantly impacted the pharmaceutical industry —Wrth-regard-te
pharmaeetntiealproduets-, by among other things, the- ACA-isexpeeted-to-expand-and-inerease-increasing industry-the
minimum Medlcald rebates -fer—d-rugs—eevefed—owed by most manufacturers under the Medicaid Drug Rebate programs-and
q St Program 8 mtroducmg—T—he—Supreme—Geurt

biosimtlars;-addressed-a new mclhodolocy by which lLbdlLS owed by lndnLl[dClLlICI\ undu the MCdlCdld Dluo Rcbalc Program
are calculdlcd or dl ugs and—b-te-}egies—l hat are inhaled, infused, instilled, implanted or injected ; extending ;-inereased-the

the Medicaid Drug Rebate Program and-extended-the-rebate-program

to utlhzatlon of prescrlptlons of mdl\ 1duals cmollui in Medicaid manaocd care plans, 1mposmg mandatory dlscounts for

as—a—eeﬂd-rﬁeﬁ—fer—ﬂae—mantrf&eﬁtfer— s—out patient dl ugs eikbfe-}egies—te—be-eeveredm coverage undu Mcd1carc Pdll D —S-rnee—rts
enaetment-; and establishing a Center for Medicare Innovation at there-- the CMS have-beenjudietalexeentive-and
Congressional-ehallenges-to eertairaspeets-test innovative payment and service delivery models to lower Medicare and
Medicaid spending. Regardless of whether or not the ACA is changed or modified by Congress or —Hewever;-foHowing
several-years-oflitigattoninthefederaleotrtsindune2624-the U. S. Supreme Court uphetd-, we expect both government
and private health plans to continue to require health care providers, including health care providers that may one day
purchase our products, to contain costs and demonstrate the value of the theraples t-he—they prov1de. In addition ACA

whenit-dismissed-ategatehatlenge-to the AGAIRA ' s

price negotlatlon pr0v151ons summarlzed above (see the risk factor hereln entltled « Even if we are able to commerclahze

: our current anylaw-wonld-take;-and-how-or-whetherit
or busrness—rn—t-he— uture product candldates —We-expeet-that

become subject to unfavorable prlclng regulatlons, thlrd- party relmbursement practlces or health care reform measures



initiatives , espeetally-with-regard-which could harm our business. ), President Biden’ s Executive Order 14087, issued in
October 2022, called for the CMS Innovation Center to health-eare-prepare and submit a report to the White House on
potential payment and delivery modes that would complement the IRA, lower drug costs, and promote access to
innovative drugs. In February 2023 , finaneing-CMS published its report which described three potential models
focusing on affordability, accessibility and feasibility of implementation orfor further testing by other—- the legistation-in
individuat-statessCMS Innovation Center. As of January 2024 , eeuld-the CMS Innovation Center continues to test the
proposed models and develop 1mplementat10n plans. Such models, if 1mplemented may have a 51gn1ﬁcant 1mpact m&teﬂa-}
advefse—effeet—on the distribution of hes

Geﬂgressteﬂa-l—aeﬁeﬂ—ts—ta-keﬂ—F—tuﬂt-heﬁ there has been helohtened Govemmentdl scrutmy in the Umted States of
pharmaceutical dragand-biotegieal-produetpricing practices considering tightefthe rising cost of prescription drugs and

biologics . Such scrutiny has resulted in several reeent-congressional inquiries and proposed and enacted federal and state
legislation designed to, among other things, bring more transparency to product pricing, review the relationship between pricing
and manufacturer patient programs, and reform government program reimbursement methodologies for products. fx-For
example, in May 2019, PHHS-CMS issued a final rule to allow Medicare Advantage plans the option to use step therapy for
Part B drugs beginning January 1, 2020. This final rule codified e BDHHS-CMS’ s policy change that was effective January 1,
2019. Morereeentty-In addition , the inrAugust2622-2021 PresidentBiden-Consolidated Appropriations Act signed into
the-law on December 27, the Inflation ReduetionAet0£26222020 . , incorporated extensive health care orthe tRA-—Ameng

other-things;the lRA-has-multiple-provisions and amendments to existing laws, including a requirement that all
manufacturers may—rm-paet—t-he—pﬂees—of dru produuts covered under ﬂ&&t—afe—beﬂa—se-}d—rrﬁe—t-he—l\/ledlcare pfegra-m—aﬂd

proatc is-selee CaoOYV V] O RCLO 19 i‘ His-expeeted a c1€ e 2erRCratca of—Sucnatrug H-deerease Indl\ldual
states in the United States have also mcreasmgly passed lemslatlon and implemented regulations desu:ned to control
biopharmaceutical 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 . For example, in recent years, several states have formed PDABs. Much like the
IRA’ s drug price negotiation program, these PDABs have attempted to implement upper payment limits on drugs sold
in their respective states in both public and commercial health plans. For example, in August 2023, Colorado’ s PDAB
announced a list of five prescription drugs that would undergo an affordability review. The effects of these efforts
remain uncertain pending the outcomes of several federal lawsuits challenging state authority to regulate prescription
drug payment limits . [n December 2020, the U. S. Supreme Court held unanimously that federal law does not preempt the
states’ ability to regulate pharmacy benefit managers, or PBMs, and other members of the health care and pharmaceutical supply
chain, an important decision that may lead to further and more aggressive efforts by states in this area. In addition, the FTC
Federal-Frade-Commissten-in mid- 2022 also launched sweeping investigations into the practices of the PBM industry that
could lead to additional federal and state legislative or regulatory proposals targeting such entities’ operations, pharmacy
networks, or financial arrangements. Significant efforts to change the PBM industry as it currently exists in the United States
may affect the entire pharmaceutical supply chain and the business of other stakeholders, including biopharmaceutical
developers like us. We expect that the-these ACA;the-reeentlaws-desertbed-abover-and other health care reform measures that
may be adopted in the future may result in additional reductions in Medicare and other health care funding, more rigorous
coverage criteria, new payment methodologies and additional downward pressure on the price that we receive for any approved
product. We cannot predict the initiatives that may be adopted in the future. The continuing efforts of the government, insurance
companies, managed care organizations and other payors of health care services to contain or reduce costs of health care and / or
impose price controls may adversely affect: * the demand for our product candidates, if we obtain regulatory approval; ¢ our
ability to receive or set a price that we believe is fair for our products; ¢ our ability to generate revenue and achieve or maintain
profitability; ¢ our ability to enjoy or maintain market exclusivity; * the level of taxes that we are required to pay; and ¢ the
availability of capital. On January 5, 2024, the FDA granted approval to Florida for the importation of specific
prescription medications from Canada. This initiative aims to provide residents of Florida with access to more affordable
drug prices comparable to those paid by Canadians. The noteworthy aspect of this announcement lies in it being the
inaugural instance where the FDA has officially sanctioned a state to securely import prescription drugs from an
international source. Should this trend of parallel importing grow within the U. S. markets, net revenues could be
adversely affected. Price controls may be imposed in foreign markets, which may adversely affect our future profitability. In
some countries, particularly member states of the EU EarepeanYnterr, the pricing of prescription drugs is subject to
governmental control. In these countries, pricing negotiations with governmental authorities can take considerable time after
receipt of regulatory approval for a product. In addition, there can be considerable pressure by governments and other



stakeholders on prices and reimbursement levels, including as part of cost containment measures. Political, economic and
regulatory developments may further complicate pricing negotiations, and pricing negotiations may continue after
reimbursement has been obtained. Global Referenee-reference pricing used by varteusEurepeantntenrmost (if not all) EU
member states and parallel distribution, or arbitrage between low- priced and high- priced member states, can further reduce
prices. In some countries, we or our collaborators may be required to conduct a clinical trial or other studies that compare the
cost- effectiveness of our product candidates to other available therapies in order to obtain or maintain reimbursement or pricing
approval. Publication of discounts by third- party payors or authorities may lead to further pressure on the prices or
reimbursement levels within the country of publication and other countries. If reimbursement of our products is unavailable or
limited in scope or amount, or if pricing is set at unsatisfactory levels, our business could be adversely affected. Risks Related to
Health Care Compliance Regulations Our relationships with customers and third- party payors will be subject to applicable anti-
kickback, fraud and abuse and other health care laws and regulations, which could expose us to criminal sanctions, civil
penalties, contractual damages, reputational harm and diminished profits and future earnings. If we or they are unable to comply
with these provisions, we may become subject to civil and criminal investigations and proceedings that could have a material
adverse effect on our business, financial condition and prospects. Health care providers, physicians and third- party payors will
play a primary role in the recommendation and prescription of any product candidates for which we obtain regulatory approval.
Our current and future arrangements with health care providers, health care entities, third- party payors and customers may
expose us to broadly applicable fraud and abuse and other health care laws and regulations that may constrain the business or
financial arrangements and relationships through which we research, develop and will market, sell and distribute our products.
As a biopharmaceutical company, even though we do not and will not control referrals of health care services or bill directly to
Medicare, Medicaid or other third- party payors, federal and state health care laws and regulations pertaining to fraud and abuse
and patients’ rights are applicable to our business. Restrictions under applicable federal and state health care laws and
regulations that may affect our ability to operate include the following: * the federal health care Anti- Kickback Statute which
prohibits, among other things, individuals and entities from knowingly and willfully soliciting, offering, receiving or providing
remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to induce or reward, or in return for, either the referral
of an individual for, or the purchase, order or recommendation of, any good or service, for which payment may be made, in
whole or in part, under a federal health care program such as Medicare or Medicaid; ¢ federal civil and criminal false claims
laws, including the FCA federal-False-Claims—-et-that can be enforced through civil whistleblower or qui tam actions, and civil
monetary penalty laws, prohibit individuals or entities from knowingly presenting, or causing to be presented, to the federal
government, including the Medicare and Medicaid programs, claims for payment or approval that are false or fraudulent or
makmg a false staternent to av01d decrease or conceal an obligation to pay money to the federal government; * the-federat

es arrdA rtab 6;-or-HIPAA, which imposes criminal and civil liability for executing
a scheme to defraud any health care beneﬁt program and also created federal criminal laws that prohibit knowingly and willfully
falsifying, concealing or covering up a material fact or making any materially false statements in connection with the delivery of
or payment for health care benefits, items or services, and further, as amended by the-Health-Infermation-Teehnologyfor
Eeonomie-and-Chinteal- Health-Aet0£26069;-or-HITECH, swhieh-imposes obligations, including mandatory contractual terms,
with respect to safeguarding the privacy, security and transmission of individually identifiable health information on entities
subject to the law, such as certain health care providers, health plans, and health care clearinghouses, known as covered entities,
and their respective business associates that perform services for them that involve the creation, use, maintenance or disclosure
of, individually identifiable health information; « the federal physician sunshine requirements under the ACA which requires
certain manufacturers of drugs, devices, biologics and medical supplies, with certain exceptions, to report annually to HHS
information related to payments and other transfers of value to physicians, certain advanced non- physician health care
practitioners, and teaching hospitals, and ownership and investment interests held by physicians and other health care providers
and their immediate family members and applicable group purchasing organizations; * analogous state and foreign laws and
regulations, such as state anti- kickback and false claims laws, which may apply to sales or marketing arrangements and claims
involving health care items or services reimbursed by non- governmental third- party payors, including private insurers; some
state laws which require pharmaceutical companies to comply with the pharmaceutical industry”’ s voluntary compliance
guidelines and the relevant compliance guidance promulgated by the federal government and may require drug manufacturers to
report information related to payments and other transfers of value to physicians and other health care providers, marketing
expenditures or pricing information; and certain state and local laws which require the registration of pharmaceutical sales
representatives; and ¢ state and foreign laws govern the privacy and security of health information in specified circumstances,
including the GDPR, many of which differ from each other in significant ways and often are not preempted by HIPAA, thus
complicating compliance efforts. Efforts to ensure that our business arrangements with third parties will comply with applicable
health care laws and regulations will involve substantial costs. It is possible that governmental authorities will conclude that our
business practices may not comply with current or future statutes, regulations or case law involving applicable fraud and abuse
or other health care laws and regulations. If our operations are found to be in violation of any of these laws or any other
governmental regulations that may apply to us, we may be subject to significant civil, criminal and administrative penalties,
damages, fines, imprisonment, disgorgement, exclusion from government funded health care programs, such as Medicare and
Medicaid, integrity oversight and reporting obligations, and the curtailment or restructuring of our operations. If any physicians
or other health care providers or entities with whom we expect to do business are found to not be in compliance with applicable
laws, they may be subject to criminal, civil or administrative sanctions, including exclusions from government funded health
care programs. Many health care laws and regulations are rapidly changing and legislative bodies and regulatory agencies are
regularly considering amendments and supplements to existing laws and regulations, and as a result interpretations of rules and
confirmation of our compliance with such rules can be ambiguous. We may be subject to, or may in the future become




subject to, U. S. federal and state, and international laws and regulations imposing obligations on how we collect, use,
disclose, store and process personal information. Our actual or perceived failure to comply with such evolving privacy
and data protection laws could adversely affect our business, results of operations, and financial condition. New privacy
and data security laws have been proposed in more than half of the states in the United States and in the U. S. Congress,
reflecting a trend toward more stringent privacy legislation in the U. S., which trend may accelerate with increasing
concerns about individual privacy. The existence of comprehensive privacy laws in different states in the U. S. may make
our compliance obligations more complex and costly, may require us to modify our data processing practices and
policies, and may require us to incur substantial costs and potential liability in an effort to comply. In California, the
CCPA, which became effective in 2020, broadly defines personal information, gives California residents expanded
individual privacy rights and protections, provides for civil penalties for violations, and gives California residents a
private right of action for data breaches in certain cases. Further, the California Privacy Rights Act, or the CPRA, which
became effective in 2023 and amends the CCPA, imposes additional obligations on covered businesses, including
additional consumer rights processes, limitations on data uses, new audit requirements for higher risk data, and opt outs
for certain uses of sensitive data. It also created a new California Privacy Protection Agency authorized to issue
substantive regulations and is expected to result in increased privacy and information security enforcement. The CPRA
also extends the provisions of both the CCPA and the CPRA to the personal information of California- based employees.
While there is an exception for certain health information, including protected health information that is subject to
HIPAA, and clinical trial data, the CCPA may impact our business activities if we become a “ Business ” regulated by
the CCPA. Further, there continues to be some uncertainly about how certain provisions of the CCPA will be interpreted
and how some areas of the law will be enforced. We will continue to monitor developments related to the CCPA and
anticipate additional costs and expenses associated with compliance. In addition to the CCPA, broad consumer privacy
laws recently went into effect in Virginia on January 1, 2023, in Colorado and Connecticut on July 1, 2023, and in Utah
on December 31, 2023. New privacy laws will also become effective in Florida, Montana, Oregon, and Texas in 2024, in
Delaware, lowa, New Hampshire, New Jersey, and Tennessee in 2025, and in Indiana in 2026. In addition, numerous
other states are considering new comprehensive privacy laws. Other U. S. states, such as New York and Massachusetts
have enacted stringent data security laws and numerous other states have proposed similar laws. Additionally, various
states, such as California and Massachusetts, have implemented similar privacy laws and regulations, such as the
California Confidentiality of Medical Information Act, that impose restrictive requirements regulating the use and
disclosure of health information and other personally identifiable information. These laws and regulations are not
necessarily preempted by HIPAA, particularly if a state affords greater protection to individuals than HIPAA. Where
state laws are more protective, we have to comply with the stricter provisions. In addition to fines and penalties imposed
upon violators, some of these state laws also afford private rights of action to individuals who believe their personal
information has been misused. California’ s patient privacy laws, for example, provide for penalties of up to $ 250, 000
and permit injured parties to sue for damages. Similarly, as discussed above, the CCPA allows consumers a private right
of action when certain personal information is subject to unauthorized access and exfiltration, theft or disclosure due to
a business’ failure to implement and maintain reasonable security procedures. Furthermore, over the past few years, the
number of privacy- related enforcement actions in the U. S., and in many cases the fines, have steadily increased. Failure
to comply with these current and future laws, policies, industry standards, or legal obligations. or any data breach
involving personal information, may result in government enforcement actions, litigation, fines, and penalties, private
litigation, or adverse publicity, and could cause our customers, business partners, and investors to lose trust in us which
could have a material adverse impact on our business, results of our operations, and our financial condition. We
continue to face uncertainty as to the exact interpretation of the new requirements on our clinical trials and we may be
unsuccessful in implementing all measures required by data protection authorities or courts in interpretation of the new
law. The interplay of federal and state laws may be subject to varying interpretations by courts and government
agencies, creating complex compliance issues for us and data we receive, use and share, potentially exposing us to
additional expense, adverse publicity and liability. Further, as regulatory focus on privacy issues continues to increase
and laws and regulations concerning the protection of personal information expand and become more complex, these
potential risks to our business could intensify. Changes in laws or regulations associated with the enhanced protection of
certain types of sensitive data, for the treatment of genetic data, along with increased customer demands for enhanced
data security infrastructure, could greatly increase our cost of providing our products, decrease demand for our
products, reduce our revenues and / or subject us to additional liabilities. In many activities, including the conduct of
clinical trials and our regulatory and commercial operations in the EEA and the United Kingdom, or UK, we are subject
to international laws and regulations governing data privacy and the protection of health- related and other personal
information. The regulatory framework for collecting, using, safeguarding, sharing, transferring and other processing of
information worldwide is rapidly evolving and is likely to remain uncertain for the foreseeable future. The withdrawal of
the UK from the EU and the subsequent separation of the data protection regimes of these territories means we are
required to comply with separate data protection laws in the EU and the UK, which may lead to additional compliance
costs and could increase our overall risk. Similar laws and regulations govern our processing of personal data, including
the collection, access, use, analysis, modification, storage, transfer, security breach notification, destruction and disposal
of personal data. For example, the collection, use, disclosure, transfer, or other processing of personal data regarding
individuals in the EU, including personal health data, is subject to the GDPR, which took effect across all Member States
of the EEA on May 285, 2018, and as still in effect in the UK as the UK GDPR. On June 28, 2021, the EU Commission
adopted decisions on the UK’ s adequacy under the EU GDPR, and the UK continues to operate under this adequacy



decision. The GDPR applies to any company established in the EU as well as to those outside the EU that process
personal data in connection with the offering of goods or services to individuals in the EU or the monitoring of their
behavior. We currently conduct clinical trials and engage in regulatory and commercial operations in the EEA and the
UK. As a result, we are subject to privacy laws, including the GDPR and UK GDPR. The GDPR imposes a broad range
of data protection obligations on controllers and / or processors, as applicable, that must be complied with when
processing personal data subject to the GDPR, including, for example, providing expanded disclosures about how their
personal data will be used; higher standards for organizations to demonstrate that they have obtained valid consent or
have another legal basis in place to justify their data processing activities; the obligation to appoint data protection
officers in certain circumstances; new rights for individuals to be “ forgotten ” and rights to data portability, as well as
enhanced current rights (e. g., access requests); the principal of accountability and demonstrating compliance through
policies, procedures, training and audit; limitations on retention of information; mandatory data breach notification
requirements;; safeguards to protect the security and confidentiality of personal data; restrictions on transfers of
personal data outside of the EU to third countries deemed to lack adequate privacy protections (such as the U. S.), and
onerous new obligations and liabilities on services providers or data processors.. In particular, medical or health data,
genetic data and biometric data are all classified as “ special category ” data under the GDPR and afford greater
protection and require additional compliance obligations. Further, the UK and EU member states have a broad right to
impose additional conditions — including restrictions — on these data categories. This is because the GDPR allows EU
member states to derogate from the requirements of the GDPR mainly in regard to specific processing situations
(including special category data and processing for scientific or statistical purposes). Non- compliance with the GDPR
may result in monetary penalties of up to € 20 million or 4 % of worldwide revenue, whichever is greater. Moreover,
data subjects can claim damages resulting from infringement of the GDPR. The GDPR further grants non- profit
organizations and consumer organizations the right to bring claims on behalf of data subjects. The GDPR and other
changes in laws or regulations associated with the enhanced protection of certain types of personal data, such as
healthcare data or other sensitive information, could greatly increase our cost of providing our products and services or
even prevent us from offering certain services in jurisdictions that we may operate in. The GDPR may increase our
responsibility and liability in relation to personal data that we process where such processing is subject to the GDPR,
and we may be required to put in place additional mechanisms to ensure compliance with the GDPR, including as
implemented by individual EU Member States. Compliance with the GDPR is a rigorous and time- intensive process
that may increase our cost of doing business or require us to change our business practices, and despite those efforts,
there is a risk that we may be subject to fines and penalties, litigation, and reputational harm in connection with our EU
activities. Further, as referenced above, following the UK’ s withdrawal from the EU (i. e., Brexit), and the expiry of the
Brexit transition period, which ended on December 31, 2020, the EU GDPR has been implemented in the UK (as the UK
GDPR). The UK GDPR sits alongside the UK Data Protection Act 2018 which implements certain derogations in the EU
GDPR into UK law. Under the UK GDPR, companies not established in the UK but who process personal data in
relation to the offering of goods or services to individuals in the UK, or to monitor their behavior will be subject to the
UK GDPR - the requirements of which are (at this time) largely aligned with those under the EU GDPR and as such,
may lead to similar compliance and operational costs. Non- compliance with the UK GDPR may result in monetary
penalties of up to £ 17. S million or 4 % of worldwide revenue, whichever is higher. In addition, we may be unable to
transfer personal data from the EU, UK, and other jurisdictions to U. S or other countries due to limitations on cross-
border data flows. In particular, the EEA and the UK have significantly regulated the transfer of personal data to the U.
S and other countries whose privacy laws it believes are inadequate. Other jurisdictions may adopt similarly stringent
interpretations of their data localization and cross- border data transfer laws. Although there are currently various
mechanisms that may be used to transfer personal data from the EEA and the UK to the U. S. in compliance with law,
such as the EEA and UK’ s standard contractual clauses and the newly- adopted Data Privacy Framework, these
mechanisms are subject to legal challenges, and there is no assurance that we can satisfy or rely on these measures to
lawfully transfer personal data to the U. S.. If there is no lawful manner for us to transfer personal data from the EEA,
the UK or other jurisdictions to the U. S., or if the requirements for a legally- compliant transfer are too onerous, we
could face significant adverse consequences, including the interruption or degradation of our operations, the need to
relocate part of or all of our business or data processing activities to other jurisdictions at significant expense, increased
exposure to regulatory actions, substantial fines and penalties, the inability to transfer data and work with partners,
vendors and other third parties, and injunctions against our processing or transferring of personal data necessary to
operate our business. Additionally, companies that transfer personal data out of the EEA and the UK to other
jurisdictions, particularly to the U. S., are subject to increased scrutiny from regulators, individual litigants, and activist
groups. If we are investigated by an EEA or UK data protection authority, we may face fines and other penalties, which
could have a negative effect on our existing business and on our ability to attract and retain new clients or
pharmaceutical partners. We may also experience hesitancy, reluctance, or refusal by EEA, UK, or multi- national
clients or pharmaceutical partners to continue to use our products due to the potential risk exposure because of the
current (and future) data protection obligations imposed on them by certain data protection authorities in interpretation
of current law, including the GDPR and UK GDPR. Such clients or pharmaceutical partners may also view any
alternative approaches to compliance as being too costly, too burdensome, too legally uncertain, or otherwise
objectionable and therefore decide not to do business with us. Any of the foregoing could materially harm our business,
prospects, financial condition, and results of operations. In addition, many jurisdictions outside of the EEA and the UK
are also considering and / or enacting comprehensive data protection legislation. For example, as of August 2020, the



Brazilian General Data Protection Law imposes stringent requirements similar to GDPR with respect to personal
information collected from individuals in Brazil. In China, there have also been recent significant developments
concerning privacy and data security. The Data Security Law of the People’ s Republic of China (Data Security Law),
which took effect on September 1, 2021, requires data processing (which includes the collection, storage, use, processing,
transmission, provision and publication of data), to be conducted in a legitimate and proper manner. The Data Security
Law imposes data security and privacy obligations on entities and individuals carrying out data processing activities and
also introduces a data classification and hierarchical protection system based on the importance of data in economic and
social development and the degree of harm it may cause to national security, public interests, or legitimate rights and
interests of individuals or organizations if such data are tampered with, destroyed, leaked, illegally acquired or illegally
used. The appropriate level of protection measures is required to be taken for each respective category of data. Also in
China, the Personal Information Protection Law, which took effect on November 1, 2021, introduced stringent
protection requirements for processing personal information, which are in many ways akin to the requirements of the
GDPR. We may be required to make further significant adjustments to our business practices to comply with the
personal information protection laws and regulations in China including the Personal Information Protection Law. We
also continue to see jurisdictions imposing data localization laws. These regulations may interfere with our intended
business activities, inhibit our ability to expand into those markets or prohibit us from continuing to offer services in
those markets without significant additional costs. Because the interpretation and application of many domestic and
international privacy and data protection laws, commercial frameworks, and standards are uncertain, it is possible that
these laws, frameworks, and standards may be interpreted and applied in a manner that is inconsistent with our existing
data management practices and policies. It is also possible that by complying with one law, we may be violating another.
In addition to the possibility of fines, lawsuits, breach of contract claims, and other claims and penalties, we could be
required to fundamentally change our business activities and practices or modify our solutions, which could have an
adverse effect on our business. Failure to comply with current and future privacy and data protection laws and
regulations could result in government enforcement actions (including the imposition of significant penalties), criminal
and civil liability for us and our officers and directors, private litigation and / or adverse publicity that negatively affects
our business. Any inability to adequately respond to privacy and security concerns, even if unfounded, or to comply with
applicable privacy and data protection laws, regulations, and policies, could result in additional cost and liability to us,
damage our reputation, inhibit our ability to conduct trials, and adversely affect our business. Our employees may engage
in misconduct or other improper activities, including noncompliance with regulatory standards and requirements, which could
cause significant liability for us and harm our reputation. We are exposed to the risk of employee fraud or other misconduct,
including intentional failures to comply with FDA regulations or similar regulations of comparable foreign regulatory
authorities, provide accurate information to the FDA or comparable foreign regulatory authorities, comply with manufacturing
standards we have established, comply with federal and state health care fraud and abuse laws and regulations and similar laws
and regulations established and enforced by comparable foreign regulatory authorities, report financial information or data
accurately or disclose unauthorized activities to us. Employee misconduct could also involve the improper use of information
obtained in the course of clinical trials, which could result in regulatory sanctions and serious harm to our reputation. It is not
always possible to identify and deter employee misconduct, and the precautions we take to detect and prevent this activity may
not be effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or
other actions or lawsuits stemming from a failure to be in compliance with such laws or regulations. If any such actions are
instituted against us, and we are not successful in defending ourselves or asserting our rights, those actions could have a
significant impact on our business and results of operations, including the imposition of significant civil, criminal and
administrative penalties, damages, fines, imprisonment, exclusion from government funded health care programs, such as
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ﬁ%buﬁms&e%ﬁfmmt&eﬁﬁﬂeﬁ Product hablhty lawsum agalnst us Could cause us to incur qub%tantlal habllmeq and to hmlt
commercialization of any products that we may develop. We face an inherent risk of product liability exposure related to the
testing of our current or future product candidates in human clinical trials and will face an even greater risk if we commercially
sell any products that we may develop. Product liability claims may be brought against us by subjects enrolled in our clinical
trials, patients, health care providers or others using, administering or selling our products. If we cannot successfully defend
ourselves against claims that our product candidates or products caused injuries, we could incur substantial liabilities.
Regardless of merit or eventual outcome, liability claims may result in: * decreased demand for any product candidates or
products that we may develop; ¢ termination of clinical trial sites or entire clinical trial programs; ® injury to our reputation and
significant negative media attention; ¢ withdrawal of clinical trial participants; ¢ significant costs to defend the related litigation;
* substantial monetary awards to trial subjects or patients; ¢ loss of revenue; * diversion of management and scientific resources
from our business operations; and ¢ the inability to commercialize any products that we may develop. We currently hold product
liability insurance coverage at a level that we believe is customary for similarly situated companies and adequate to provide us
with insurance coverage for foreseeable risks, but which may not be adequate to cover all liabilities that we may incur.
Insurance coverage is increasingly expensive. We may not be able to maintain insurance coverage at a reasonable cost or in an
amount adequate to satisfy any liability that may arise. We intend to expand our insurance coverage for products to include the
sale of commercial products if we obtain regulatory approval for our product candidates in development, but we may be unable
to obtain commercially reasonable product liability insurance for any products that receive regulatory approval. Large
judgments have been awarded in class action lawsuits based on drugs that had unanticipated side effects. A successful product
liability claim or series of claims brought against us, particularly if judgments exceed our insurance coverage, could decrease
our cash and adversely affect our business. In addition, even in instances where we have insurance coverage, our insurance
carriers may deny coverage, which could lead to the inability to recover for Certaln losses and CO%tly insurance coverage dlqpute%
with our carriers. Risks Related to our Busmeqs Operations : ; :

een-ﬁéenee—lf we fail to maintain an effectlve system of internal control over ﬁnan01a1 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 reports, which would harm our business, the trading price of our common stock and our ability to raise additional capital
in the future. Effective internal controls over financial reporting are necessary for us to provide reliable financial reports and,
together with adequate disclosure controls and procedures, are designed to prevent fraud. Any failure to implement required new
or improved controls, or difficulties encountered in their implementation, could cause us to fail to meet our reporting obligations.
Ineffective internal controls could also cause investors to lose confidence in our reported financial information, which could
have a negative effect on the trading price of our common stock, and which could impact our ability to raise capital in the future.
In addition, any future testing by us conducted in connection with Section 404 of the Sarbanes- Oxley Act of 2002, as amended,
or SOX, or any required subsequent testing by our independent registered public accounting firm, may reveal deficiencies in our
internal controls over financial reporting that are deemed to be material weaknesses or that may require prospective or
retroactive changes to our consolidated financial statements or identify other areas for further attention or improvement. We are
required, pursuant to Section 404 of SOX, to furnish a report by management on, among other things, the effectiveness of our
internal control over financial reporting as of December 31, 2822-2023 . However, our independent registered public accounting
firm is not required to attest to the effectiveness of our internal control over financial reporting pursuant to Section 404. Under
the supervision and with the participation of our Chief Executive Officer and Chief Financial Officer, our management
conducted an evaluation of the effectiveness of our internal control over financial reporting based on the guidelines in the
Internal Control- Integrated Framework (2013) issued by the Committee of Sponsoring Organizations of the Treadway
Commission. Based on that evaluation, our management concluded that our internal control over financial reporting was
effective as of December 31, 2022-2023 . An independent assessment of the effectiveness of our internal controls could detect
problems that our management’ s assessment mlght not. Undetected material weaknesses in our internal controls could lead to
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aﬁd—epef&ﬁeﬁs—wﬂ-l-strffer— We enter into various contracts in the normal course of our busmess in Whlch we may be requned to
indemnify the other party to the contract under certain specific scenarios. In the event we have to perform under these
indemnification provisions, it could have a material adverse effect on our business, financial condition and results of operations.
In the normal course of business, we periodically enter into academic, commercial, service, collaboration, licensing, consulting
and other agreements that contain indemnification provisions. With respect to our academic and other research agreements, we
typically agree to indemnify the institution and related parties from losses arising from claims relating to the products, processes
or services made, used, sold or performed pursuant to the agreements for which we have secured licenses, and from claims
arising from our or our sublicensees’ exercise of rights under the agreement. With respect to our collaboration agreements, we
indemnify our collaborators from any third- party product liability claims that could result from the production, use or
consumption of the product, as well as for alleged infringements of any patent or other intellectual property right by a third
party. With respect to consultants, we indemnify them from claims arising from the good faith performance of their services.
Should our obligations under an indemnification provision exceed applicable insurance coverage or if we were denied insurance
coverage for any claim, our business, financial condition and results of operations could be adversely affected. Similarly, if we
are relying on a collaborator to indemnify us and the collaborator is denied insurance coverage for the claim or the
indemnification obligation exceeds the applicable insurance coverage, and if the collaborator does not have other assets
available to indemnify us, our business, financial condition and results of operations could be adversely affected. Significant
disruptions of information technology systems, computer system failures or breaches-ofinformation-seeurity-cybersecurity
incidents could adversely affect our business. We rely to a large extent upon sophisticated information technology networks and
systems to operate our business. In the ordinary course of business, we collect, store and transmit large amounts of confidential
information (including, but not limited to, personal information and intellectual property). We also have outsourced significant
elements of our opeldtlons to third partles 1nc1ud1né significant elements of our information technology infrastructure and, as a
result, we rely on a sirg-many-tndependen attorships with-third parties that process who-may-ereetld-have
aeeess-to-our-confidential mfonmtlon on our behalf Thls 1ncludes information technology systems of MSK, our CROs, our
CMOs, and other business vendors on which we rely . The size and complexity of our information technology and
information security systems, and those of our third- party vendors with whom we contract €, and the arge-ameunts-of
confidential information ﬂ&a-t—ts—pfeseﬁt—eﬁ—ﬂ%em}and data stored or processed thereon make such systems potentlally
vulnerable to computer viruses, bugs, worms, serv oSO v ;
aetions-by-our— or other eﬂap-}eyees—er—veﬂéefs—er—ffeﬂa—mallclous codes, malware, 1nclud1ng asa result of advanced
persistent threat intrusions, and other attacks by computer hackers, cracking, application security attacks, social
engineering, including through phishing attacks, supply chain attacks and vulnerabilities through our third parties— party
service providers, denial- of- service attacks, such as credential stuffing, credential harvesting, personnel misconduct or
error, supply- chain attacks, software bugs, server malfunctions, software or hardware failures, loss of data or other
information technology assets, adware, telecommunications failures, earthquakes, fires, floods, and other similar threats
. Such attacks are of ever- increasing levels of sophistication and are made by groups, including nation states and organized
crime, and individuals with a wide range of motives (including, but not limited to, industrial espionage and market manipulation)
and expertise. These threats pose a risk to the security of our systems and networks and the confidentiality, availability and
integrity of our data. While we have invested significantly in the protection of data and information technology, there can be no
assurance that we will be able to detect any such disruption or seeurity-cybersecurity breach-incident in a timely manner or at
all , or that our efforts will prevent service interruptions or cybersecurity incidents. While we have implemented sccurity

measures breaches—Our-internal-computer-systems-, and-those-of MSKs-there can be no assurances that a cybersecurity
incident our— or any €ROs;-our-EMOs;and-other previously identified threats will not occur. Any such event could have a
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or ﬁnanclal condltlon vu-l-nefabﬁ-rt-y—te-pfeb-}ems—wﬁh

theirsystems— -I-f—For example, if such an event were to occur and cause interruptions in our operations or those of our third-
parties on which we rely . it could result in a material disruption of our drug development programs and the development of
our services and technologies could be delayed . Any such interruption or breach #reursystems-could adversely affect our
business operations and / or result in the loss of critical or sensitive confidential information or intellectual property, and could
result in financial, legal, business and reputational harm to us or allow third parties to gain material, inside information that they
use to trade in our securities. For example, the loss of clinical trial data from completed or ongoing clinical trials could result in
delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. To the extent that
any disruption or seeurity-cybersecurity breaeh-incident results in a loss of or damage to our data or applications, or
inappropriate disclosure of confidential or proprietary information, we could incur liability, the further development of our
current and future product candidates could be delayed and our business could be otherwise adversely affected. Ja-additien; The
costs related to significant cybersecurity incidents or disruptions could be material and could exceed the limits of the
cybersecurity insurance we de-maintain against such risks. If the information technology systems of our third- party
vendors and other contractors and consultants become subject to disruptions or cybersecurity incidents, we may have
insufficient recourse against such third parties and may have to expend significant resources to mitigate the impact of
such an event, and to develop and implement protections to prevent future events of this nature from occurring.
Furthermore, significant disruptions of our internal information technology systems or those of our third- party vendors
and other contractors and consultants, or cybersecurity incidents could result in the loss, misappropriation, and / or
unauthorized access, use, or disclosure of, or the prevention of access to, confidential information (including trade secrets
or other intellectual property, proprietary business information, and personal information), which could result in
financial, legal, business, and reputational harm to us. For instance, any such event that leads to unauthorized access to,
or use, acquisition, or disclosure of personal information, including personal information regarding our customers,
employees or other individuals, could harm our reputation, subject us to liability under and require us to comply with
federal and / or state breach notification laws and international law equivalents, domestic or international privacy, data
protection, and data security laws such as HIPAA and HITECH, subject us to mandatory corrective action, and
otherwise subject us to liability under laws and regulations that protect the privacy and security of personal information.
Such incidents could also result in legal claims or proceedings. Certain cybersecurity incidents require notice to the
affected individuals, contractual partners, regulatory authorities such as the Secretary of HHS and attorneys general,
and in some cases, require notice to the media. Such notice could harm our reputation and our ability to compete, result
in significant legal and financial exposure and reputational damages, and loss of confidence in us, all of which could
potentially have an adverse effect on our business. Although we have implemented security measures, there is no
guarantee we can protect our data from cybersecurity incidents. Cybersecurity incidents could also damage our
reputation or disrupt our operations, including our ability to conduct our analyses, conduct research and development
activities, collect, process and prepare company financial information, and manage the administrative aspects of our
business. Penalties for violations of these laws vary. For instance, penalties for failure to comply with a requirement of
HIPAA and HITECH vary significantly, and include significant civil monetary penalties and, in certain circumstances,
criminal penalties with fines up to $ 250, 000 per violation and / or imprisonment. A person who knowingly obtains or
discloses individually identifiable health information in violation of HIPAA may face a criminal penalty of up to $ 50,
000 and up to one- year imprisonment. The criminal penalties increase if the wrongful conduct involves false pretenses
or the intent to sell, transfer or use identifiable health information for commercial advantage, personal gain or malicious
harm. Artificial intelligence presents risks and challenges that can impact our business including by posing security risks
to our confidential information, proprietary information, and personal data. Issues in the development and use of
artificial intelligence, combined with an uncertain regulatory environment, may result in reputational harm, liability, or
other adverse consequences to our business operations. As with many technological innovations, artificial intelligence
presents risks and challenges that could impact our business. Our vendors may incorporate generative artificial
intelligence tools into their offerings without disclosing this use to us, and the providers of these generative artificial
intelligence tools may not meet existing or rapidly evolving regulatory or industry standards with respect to privacy and
data protection and may inhibit our or our vendors’ ability to maintain separate-eyber-tability-insuranee-an adequate level
of service and experience. If we, our vendors, or our third- party partners experience an actual or perceived breach or
privacy or security incident because of the use of generative artificial intelligence, we may lose valuable intellectual
property and confidential information and our reputation and the public perception of the effectiveness of our security
measures could be harmed. Further, bad actors around the world use increasingly sophisticated methods, including the
use of artificial intelligence, to engage in illegal activities involving the theft and misuse of personal information,
confidential information, and intellectual property. Any of these outcomes could damage our reputation, result in the loss
of valuable property and information, and adversely impact our business. A pandemic, epidemic, or outbreak of an
infectious disease, such as the COVID- 19 pandemic, could materially and adversely affect our business. Public health
crises such as pandemics or similar outbreaks could adversely impact our business. Previously, our clinical trial
operations were directly and indirectly adversely impacted by the COVID- 19 pandemic. A new pandemic or a
resurgence of the COVID- 19 pandemic could have adverse economic impacts to us . We will need to grow the size of our
organization in the future, and we may experience difficulties in managing this growth. As of March 1, 2023-2024 , we had +#
16 full- time employees. As our development and commercialization plans and strategies continue to develop, our need for
additional managerial, operational, manufacturing, regulatory, sales, marketing, financial and other resources may increase. We



will need to grow the size of our organization in order to support our continued development and potential commercialization of
our product candidates to complement our management and employees currently in place and to support our future growth.
Future growth would impose significant added responsibilities on members of management, including: * managing our clinical
trials effectively; ¢ identifying, recruiting, maintaining, motivating, integrating and retaining additional employees; * managing
our internal development efforts effectively while complying with our contractual obligations to licensors, licensees, contractors
and other third parties; * improving our managerial, development, operational, information technology, human resources and
finance systems; and  expanding our facilities. If our operations expand, we will also need to manage additional relationships
with various strategic partners, suppliers and other third parties. Our future financial performance and our ability to
commercialize our product candidates and to compete effectively will depend, in part, on our ability to manage any future
growth effectively, as well as our ability to develop a sales and marketing force when appropriate for our company. To that end,
we must be able to manage our development efforts and preclinical studies and clinical trials effectively and hire, train and
integrate additional management, research and development, manufacturing, administrative and sales and marketing personnel.
The failure to accomplish any of these tasks could prevent us from successfully growing our company. The requirements of
being a public company may strain our resources, divert management’ s attention and affect our ability to attract and retain
qualified board members. As a public company, we are subject to the reporting requirements of the Exchange Act, the Sarbanes-
Oxley Act, the Dodd- Frank Act, the listing requirements of Nasdaq and other applicable securities rules and regulations.
Compliance with these rules and regulations has increased, and will likely continue to increase, our legal and financial
compliance costs, make some activities more difficult, time- consuming or costly, and place significant strain on our personnel,
systems and resources. In addition, changing laws, regulations and standards relating to corporate governance and public
disclosure are creating uncertainty for public companies, increasing legal and financial compliance costs and making some
activities more time consuming. These laws, regulations and standards are subject to varying interpretations, in many cases due
to their lack of specificity, and, as a result, their application in practice may evolve over time. This could result in continuing
uncertainty regarding compliance matters, higher administrative expenses and a diversion of management’ s time and attention.
Further, if our compliance efforts differ from the activities intended by regulatory or governing bodies due to ambiguities
related to practice, regulatory authorities may initiate legal proceedings against us and our business may be harmed. Being a
public company that is subject to these rules and regulations also makes it more expensive for us to obtain and retain director
and officer liability insurance, and we may in the future be required to accept reduced coverage or incur substantially higher
costs to obtain or retain adequate coverage. These factors could also make it more difficult for us to attract and retain qualified
members of our board of directors and qualified executive officers. Our future success depends on our ability to retain our
executive officers and to attract, retain and motivate qualified personnel. We are highly dependent upon our personnel, including
Dr. Angelos M. Stergiou M. D., Sc. D. h. c., our President and Chief Executive Officer, and member of our board of directors.
Our employment agreement with Dr. Stergiou does not prevent him from terminating his employment with us at any time. The
loss of Dr. Stergiou’ s services could impede the achievement of our research, development and commercialization objectives.
We have not obtained, do not own, nor are we the beneficiary of, key- person life insurance. We employ our executive officers,
other than Dr. Stergiou, on an at- will basis and their employment can be terminated by them or us at any time, for any reason
and without notice. The loss of any member of our senior management team or the inability to hire or retain experienced senior
management personnel could compromise our ability to execute our business plan and harm our operating results. In order to
retain valuable employees at our company, in addition to salary and discretionary bents-payments-non- equity incentive plan
compensation , we provide stock options and restricted stock units €, or RSUs ¥, that vest over time. The value to our
employees of stock options and RSUs could be significantly affected by movements in our stock price that are beyond our
control and may at any time be insufficient to counteract offers from other companies. Our future growth and success depends—
depend not only on our ability to retain, manage and motivate our employees but also on our ability to recruit new employees
which is key to our growth. We might not be able to attract or retain qualified management and other key personnel in the future
due to the intense competition for qualified talent among biotechnology, pharmaceutical and other businesses. We could have
difficulty attracting experienced personnel to our company and may be required to expend significant financial resources in our
employment recruitment and retention efforts. Many pharmaceutical and biotechnology companies with whom we compete for
qualified personnel have greater financial and other resources, different risk profiles and longer histories in the industry than we
do. Legislation or other changes in U. S. tax law could adversely affect our business and financial condition. The rules dealing
with U. S. federal, state and local income taxation are constantly under review by persons involved in the legislative process and
by the Internal Revenue Service and the U. S. Treasury Department. Changes to tax laws (which changes may have retroactive
application) could adversely affect us or holders of our common stock. In recent years, many changes have been made to
applicable tax laws and changes are likely to continue to occur in the future. For example, legislation enacted in 2017 informally
titled, the Tax Cuts and Jobs Act, or the TCJA, made significant changes to corporate taxation, including the reduction of the
corporate tax rate from a top marginal rate of 35 % to a flat rate of 21 %, the limitation of the tax deduction for net interest
expense to 30 % of adjusted taxable income (except for certain small businesses), the limitation of the deduction for net
operating losses from taxable years beginning after December 31, 2017 to 80 % of current year taxable income and the
elimination of net operating loss carrybacks generated in taxable years ending after December 31, 2017 (though any such net
operating losses may be carried forward indefinitely) and the modification or repeal of many business deductions and credits. In
addition, on March 27, 2020, former President Trump signed into law the “ Coronavirus Aid, Relief, and Economic Security
Act” or the CARES Act, which included certain changes in tax law intended to stimulate the U. S. economy in light of the
COVID- 19 public health emergency, including providing temporary relief from certain aspects of the TCJA that had imposed
limitations on the utilization of certain losses, interest expense deductions, and minimum tax credits and provided temporary
deferral of certain payroll taxes. It cannot be predicted whether, when, in what form or with what effective dates new tax laws



may be enacted, or regulations and rulings may be enacted, promulgated or issued under existing or new tax laws, which could
result in an increase in our or our shareholders’ tax liability or require changes in the manner in which we operate in order to
minimize or mitigate any adverse effects of changes in tax law or in the interpretation thereof. Our ability to use net operating
losses to offset future taxable income may be subject to limitations. As of December 31, 2822-2023 , we had federal and state net
operating loss carryforwards of approximately $ 49-57 . 4-1 million and $ 2-3 . 6 million, respectively. Our NOLs generated in
tax years ending on or prior to December 31, 2017 are only permitted to be carried forward for 20 years under applicable U. S.
tax laws, and will begin to expire, if not utilized, beginning in 2027. These NOL carryforwards could expire unused and be
unavailable to offset future income tax liabilities. Under the Tax Act, federal NOLs incurred in tax years ending after December
31 2017 may be carrred forward 1ndeﬁn1tely, but the deductrbrhty of such federal NOLs is hmrted —It—ts—uﬁeeftatn—rf—aﬁd—te—w-haf

eeuw}d—m-tntmrze—ﬁs—&maheabﬂ-ﬁy— In addrtlon under Sectlon 382 of the Internal Revenue Code of 1986 as amended and certaln
corresponding provisions of state law, if a corporation undergoes an “ ownership change, ” which is generally defined as a
greater than 50 % change, by value, in the ownership of its equity over a three- year period, the corporation’ s ability to use its
pre- change NOL carryforwards and other pre- change tax attributes to offset its post- change income may be limited. The
Merger constituted an ownership change and as such, our ability to use our NOL carryforwards is materially limited, which may
harm our future operating results by effectively increasing our future tax obligations. Risks Related to Ownership of Our
Common Stock We will likely need to secure additional capital which may cause dilution to you and our existing stockholders,
provide subsequent investors with rights and preference that are senior to yours, restrict our operations or require us to relinquish
rights to our product candidates on unfavorable terms to us. We will likely need to raise additional capital in the future. If we
raise funds through the issuance of debt or equity, any debt securities or preferred stock issued will have rights, preferences and
privileges senior to those of holders of our common stock in the event of a liquidation. In such event, there is a possibility that
once all senior claims are settled, there may be no assets remaining to pay out to the holders of common stock. In addition, if we
raise funds through the issuance of additional equity, whether through private placements or additional public offerings, such an
issuance would dilute our stockholders and, similar to some of our past financings, may contain terms that could result in
additional further significant dilution in the future. Debt financing, if available, could include covenants limiting or restricting
our ability to take certain actions, such as incurring additional debt, making capital expenditures, entering into licensing
arrangements, or declaring dividends, and may require us to grant security interests in our assets, including our intellectual
property and for our subsidiaries to guarantee our obligations. The market price and trading volume of shares of our common
stock may be volatile. The market price of shares of our common stock has exhibited substantial volatility. Between January 3,
2622-2023 and December 36-29 , 2622-2023 , the daily closing price of shares of our common stock as reported on Nasdaq
ranged from a low of $ 4-0 . 86-88 to a high of § #-3 . +8-86 . The market price of shares of our common stock could continue to
fluctuate significantly for many reasons, including the following factors: ¢ reports of the results of our clinical trials regarding
the safety or efficacy of our product candidates and surrogate markers; * announcements of regulatory developments or
technological innovations by us or our competitors; * announcements of business or strategic transactions or our success in
finalizing such a transaction; * announcements of legal or regulatory actions against us or any adverse outcome of any such
actions; * changes in our relationships with our licensors, licensees and other strategic partners; ¢ low volume in the number of
shares of our common stock traded on Nasdaq; ¢ our quarterly operating results; * announcements of dilutive financing;
announcements of additional potential reverse stock split; « developments in patent or other technology ownership rights; ¢
additional funds may not be available on terms that are favorable to us and, in the case of equity financings, may result in
dilution to our stockholders; ¢ government regulation of drug pricing; and « general market conditions and other factors
unrelated to our operating performance or the operating performance of our competitors, including deteriorating market
conditions due to investor concerns regarding inflation and hostilities between Russia and Ukraine and Israel and Hamas .
Factors beyond our control may also have an impact on the market price of shares of our common stock. For example, to the
extent that other companies within our industry experience declines in their stock prices, the market price of shares of our
common stock may decline as well. Inadequate funding for the FDA, the SEC and other domestic and foreign 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 the FDA
or foreign regulatory authorities 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 and accept the payment of user fees, and
statutory, regulatory, and policy changes. Average review times at the agency have fluctuated in recent years as a result. 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 at the FDA and other agencies may also slow the time necessary for new drugs 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 the FDA and the SEC, have had to furlough
critical FDA, SEC and other government employees and stop critical activities. If a prolonged government shutdown were to
occur, 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 and could impact our ability to access the public markets and obtain necessary
capital in order to properly capitalize and continue our operations. Future sales of substantial amounts of our common stock, or
the possibility that such sales could occur, could adversely affect the market price of our common stock. Future sales in the
public market of shares of our common stock, including shares referred to in the foregoing risk factors or shares issued upon
exercise of our outstanding stock options or warrants, or the perception by the market that these sales could occur, could lower



the market price of our common stock or make it difficult for us to raise additional capital. As of December 31, 2622-2023 , we
had reserved for issuance 5-15 , +44+-853 , 853-773 shares of our common stock issuable upon the exercise of outstanding
warrants at a weighted- average exercise price of $ 5-1 . 3795 per share, 1, 039606 , 483-803 shares of our common stock
issuable upon the exercise of outstanding stock options at a weighted- average exercise price of $ 7-5 . 5792 per share, and 255
338 , 136-141 shares of our common stock issuable upon the vesting of outstanding restricted stock units with a weighted
average grant date fair value of § 3-2 . 2599 per share. Upon exercise or conversion, the underlying shares, similar to those
issued as the settlement payment, may be resold into the public market. In the case of outstanding securities that have exercise
or conversion prices that are below the market price of our common stock from time to time, our stockholders would experience
dilution upon the exercise or conversion of these securities. Certain of our securityholders have registration rights and they can
require us, subject to certain limitations, to register their securities for resale and to maintain such registration. Any such resales
into the public market could place downward pressure on the price of our common stock. We have issued and may issue
additional preferred stock in the future, and the terms of the preferred stock may reduce the value of our common stock. We are
authorized to issue up to 5, 000, 000 shares of preferred stock in one or more series. Our board of directors may determine the
terms of future preferred stock offerings without further action by our stockholders. If we issue shares of preferred stock, it
could affect stockholder rights or reduce the market value of our outstanding common stock. In particular, specific rights
granted to future holders of preferred stock may include voting rights, preferences as to dividends and liquidation, conversion
and redemption rights, sinking fund provisions, and restrictions on our ability to merge with or sell our assets to a third party. We
have settled in the past and may in the future settle legal claims through the issuance of freely tradable shares of our common
stock, which results in dilution to holders of our common stock and may adversely affect the market price of our common stock.
We have settled in the past and may in the future settle legal claims through the issuance of freely tradable shares of our
common stock. We may issue additional shares of common stock as settlement payments in the future. Payment of these
amounts in our common stock could cause significant dilution to our stockholders, and the amount of that dilution will vary
depending on the price of our common stock at the time of the payment. In addition, the issuance of such a significant number of
shares of our common stock may cause a decrease in the trading price of our common stock. Anti- takeover provisions of our
Amended and Restated Certificate of Incorporation and our Amended and Restated Bylaws and provisions of Delaware law
could delay or prevent a change of control. Anti- takeover provisions of our Amended and Restated Certificate of Incorporation
and our Amended and Restated Bylaws may discourage, delay or prevent a merger or other change of control that stockholders
may consider favorable or may impede the ability of the holders of our common stock to change our management and may be
constrained by other contractual agreements with third parties. These provisions of our Amended and Restated Certificate of
Incorporation and our Amended and Restated Bylaws, among other things: ¢ divide our Board of Directors into three classes,
with members of each class to be elected for staggered three- year terms; * limit the right of securityholders to remove directors;
* prohibit stockholders from acting by written consent;  regulate how stockholders may present proposals or nominate directors
for election at annual meetings of stockholders; and ¢ authorize our Board to issue preferred stock in one or more series, without
stockholder approval. In addition, Section 203 of the Delaware General Corporation Law provides that, subject to limited
exceptions, persons that acquire, or are affiliated with a person that acquires, more than 15 % of the outstanding voting stock of
a Delaware corporation shall not engage in any business combination with that corporation, including by merger, consolidation
or acquisitions of additional shares for a three- year period following the date on which that person or our affiliate crosses the 15
% stock ownership threshold. Section 203 could operate to delay or prevent a change of control of us. If our common stock
becomes subject to the penny stock rules, it may be more difficult to sell our common stock. The SEC has adopted rules that
regulate broker- dealer practices in connection with transactions in penny stocks. Penny stocks are generally equity securities
with a price of less than $ 5. 00 (other than securities registered on certain national securities exchanges or authorized for
quotation on certain automated quotation systems, provided that current price and volume information with respect to
transactions in such securities is provided by the exchange or system). The OTC Bulletin Board does not meet such requirements
and if the price of our common stock is less than $ 5. 00 and our common stock is no longer listed on a national securities
exchange such as Nasdaq, our stock may be deemed a penny stock. The penny stock rules require a broker- dealer, at least two
business days prior to a transaction in a penny stock not otherwise exempt from those rules, to deliver to the customer a
standardized risk disclosure document containing specified information and to obtain from the customer a signed and date
acknowledgment of receipt of that document. In addition, the penny stock rules require that prior to effecting any transaction in a
penny stock not otherwise exempt from those rules, a broker- dealer must make a special written determination that the penny
stock is a suitable investment for the purchaser and receive: (i) the purchaser’ s written acknowledgment of the receipt of a risk
disclosure statement; (ii) a written agreement to transactions involving penny stocks; and (iii) a signed and dated copy of a
written suitability statement. These disclosure requirements may have the effect of reducing the trading activity in the secondary
market for our common stock and therefore stockholders may have drfﬁculty selhng the1r shares Our fallure eﬁnﬁﬂon—steek
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faise-eaptta-l—Behst-mg—&eﬁa—t-he—Nasdaq Caprtal Market could a}se—result na dellstmg of our common stock Our shares of
common stock are currently listed on The Nasdaq Capital Market. If we fail to satisfy other—- the negative-eonsegtienees



continued listing requirements of Nasdaq . ineluding-such as the corporate governance requirements, minimum bid price
requirement or the minimum stockholder' s equity requirement, The Nasdaq Stock Market LLC may take steps to delist
our common stock. A delisting of our common stock from The Nasdaq Capital Market could materially reduce the
liquidity of our common stock and result in a corresponding material reduction in the price of our common stock. In
addition, delisting could harm our ability to raise capital through alternative financing sources on terms acceptable to
us, or at all, and may result in the potential loss of confidence by investors, suppliers, customers and melowu—the—}ess—ef
institutionaHnvestor-interest-and fewer business development opportunities. -I-ﬁ—t-he—past—On December 6, 2023 . we received a
le tte r from Nasdaq md1ea+mg—notlfy1ng us that we didiot- no longer meet—- met Nasdaq' s requirements fhe—ﬂ‘l-l-l‘l-lﬂ‘lﬂ-ﬁ‘l—b'td

for continued listing on the-The Nasdaq Capital Market purswantunder Nasdaq Listing
Rule 5550 (b) (2), or the MVLS Rule, because, for a period of 30 consecutive business days, the market value of our
common stock, calculated based upon the most recent total shares outstanding multiplied by the closing bid price per
share, had not maintained a minimum of $ 35. 0 million. In accordance with Nasdaq Listing Rule 5810 (c) (3) (C), we
were provided a period of 180 calendar days, or until June 3, 2024, in which to regain compliance with the MVLS Rule.
To regain compliance, the market value of our common stock must meet or exceed $ 35. 0 million for a minimum of 10
consecutive business days during the 180- day compliance period. If we have not regained compliance with the MVLS
Rule by June 3, 2024, Nasdaq will provide notice to us that our securities will be subject to delisting, in which case we
may appeal the delisting determination to a Nasdaq Hearings Panel. On March 5, 2024, we received a letter from Nasdaq
stating that we have regained compliance under the MVLS Rule by maintaining a market value of our common stock of
greater than $ 35 million for 10 consecutive business, and that the matter is now closed. On February 14, 2024, we
received a letter from Nasdaq notifying us that we no longer met Nasdaq' s requirements for continued listing on The
Nasdaq Capital Market under Nasdaq Listing Rule 5550 (a) (2), or the Minimum Bid Price Requirement, because, for
Rule—Although-we-haveregained-eomplianee-with-the MintmumBidPriee Rule-afterimplementingreverse-preceding 30
consecutive business days, our common stock did sptits;-there-ean-be-no-not maintain a assuranee-that-we-wit-be-able-to
meet-the-minimum closing bid price of $ 1. 00 per share. In accordance with Nasdaq Listing ruie-Rule 5810 (¢) (3) (A), we
were provided a period of 180 calendar days, or until August 12, 2024, to regain compliance with the Minimum Bid Price
Requirement. Compliance can be achieved automatically and without further action if the closing bid price of er-our
common stock is at or above $ 1. 00 for a minimum of 10 consecutive business days at any time during the 180- day
compliance period, in which case Nasdaq will notify us of our compliance and the matter will be closed. If, however, we
do not achieve compliance with the Minimum Bid Price Requirement by August 12, 2024, we may be eligible for
additional time to comply. In order to be eligible for such additional time, we will be required to meet the continued
listing requirement for market value of publicly held shares and all other initial listing standards for The Nasdaq Capital
Market, with the exception of the Minimum Bid Price reguirements— Requirement , and must notify Nasdaq in writing of
our intention to cure the futare-deficiency during the second compliance period, by effecting a reverse stock split, if
necessary. On March 11, 2024, we received a letter from Nasdaq stating that we have regained compliance under the
Minimum Bid Price Requirement by maintaining a minimum closing bid price of our common stock of § 1. 00 per share
for 10 consecutive business days, from February 26, 2024 to March 8, 2024, and that the matter is now closed. Our
common stock currently remains listed on The Nasdaq Capital Market under the symbol SLS . We have never declared or
paid cash dividends on our common stock and we do not anticipate paying cash dividends on our common stock in the
foreseeable future. Our business requires significant funding. We currently plan to invest all available funds and future earnings
in the development and growth of our business and do not anticipate paying any cash dividends on our common stock in the
foreseeable future. As a result, capital appreciation, if any, of our common stock will be our stockholders’ sole source of
potential gain for the foreseeable future. +64+-112



