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We are subject to various risks that may materially harm our business, prospects, financial condition and results of operations.
This discussion highlights some of the risks that may affect our future operating results. These are the risks and uncertainties we
believe are most important for you to consider. We cannot be certain that we will successfully address these risks. If we are
unable to address these risks, our business may not grow, our stock price may suffer, and we may be unable to stay in business.
Additional risks and uncertainties not presently known to us, which we currently deem immaterial or which are similar to those
faced by other companies in our industry or business in general, may also impair our business, prospects, results of operations
and financial condition. The risks discussed below include forward- looking statements, and our actual results may differ
substantially from those discussed in these forward- looking statements. Risks Related to Our Business Our recurring losses
from operations raise substantial doubt regarding our ability to continue as a going concern.We have incurred significant losses
since our inception and have never generated revenue or profit from product sales,and it is possible we will never generate
revenue or profit from product sales.As of December 31, 2024-2023 ,we had cash and cash equivalents of $ 22-48 .5
million.Based on our current operating plans,we believe we will have sufficient funds to meet our obligations into the feurth
first quarter of 2025.However,we will need to raise additional capital to fund our future operations and remain as a going
concern.There can be no assurance that we will be able to obtain additional funding,including through a combination of equity
offerings,collaborations,and other strategic alliances,or other sources on acceptable terms,if at all. To the extent that we raise
additional capital through future equity offerings,the ownership interest of common stockholders will be diluted,which dilution
may be significant. We cannot guarantee that we will be able to obtain any or sufficient additional funding or that such funding,if
available,will be obtainable on terms satisfactory to us.In the event that we are unable to obtain any or sufficient additional
funding,there can be no assurance that we will be able to continue as a going concern,and we will be forced to delay,reduce or
discontinue our product development programs or consider other various strategic alternatives.Moreover,these factors raise
substantial doubt about our ability to continue as a going concern.Substantial doubt about our ability to continue as a going
concern may materially and adversely affect the price per share of our common stock,and it may be more difficult for us to
obtain financing.If existing or potential collaborators decline to do business with us or potential investors decline to participate in
any future financings due to such concerns,our ability to increase our cash position may be limited. The perception that we may
not be able to continue as a going concern may cause others to choose not to deal with us due to concerns about our ability to
meet our contractual obligations. We are a clinical- stage biopharmaceutical company, have no history of generating commercial
revenue, have a history of operating losses ;-and may never achieve or maintain profitability. We are a clinical- stage
biopharmaceutical company. We have a limited operating history, have never generated revenue from product sales, and have a
history of losses from operations. As of December 31, 2023-2024 , we had an accumulated deficit of apprextmately-$ 364340 .
+9 million. Our ability to achieve commercial revenue- generating operations and, ultimately, achieve profitability will depend
on whether we can obtain additional capital when we need it, complete the development of our technology, receive regulatory
approval of our drug product candidates, successfully commercialize our drug product candidates and / or find strategic
collaborators that can incorporate our drug product candidates into new or existing drugs which can be successfully
commercialized together. There can be no assurance that we will ever generate commercial revenues or achieve or maintain
profitability. We currently do not have, and may never develop, any FDA- approved or commercialized products. We currently
do not have any products approved by the FDA or any other regulatory agency or any commercialized products and thus have
never generated commercial revenue from product sales. We have not yet sought to obtain any regulatory approvals for any drug
product candidates in the United States or any foreign market. Therefore, any estimated timing for our drug product candidates
to be commercialized would be highly speculative. To date, we have invested substantial resources in an exclusive license with
Albert Einstein College of Medicine, or Einstein, that forms the foundation for certain of our drug product candidates and
potential applications. For us to develop any products that might ultimately be commercialized, we will have to invest further
time and capital in research and product development, regulatory compliance and market development. We and our licensor,
prospective business partners and other collaborators may never develop any products that can be commercialized. All of our
development efforts will require substantial additional funding, none of which may result in any commercial revenue. Our
efforts may not lead to commercially successful products for a number of reasons, including: * we and our licensor, prospective
business partners and other collaborators may not be able to complete research regarding, and nonclinical and clinical
development of, our drug product candidates; * regulatory approvals and marketing authorizations may not be achieved for our
drug product candidates, or the scope of the approved indication may be narrower than sought; « we and our licensor,
prospective business partners and other collaborators may experience delays in our development programs, clinical trials and the
regulatory approval process; * our technology may not prove to be safe and effective in clinical trials or preclinical studies and
our drug product candidates may have adverse side effects which outweigh any potential benefit to patients; * we may not be
able to identify suitable collaborators to complete development or commercialization of our potential products; * we may not be
able to maintain, protect or expand our portfolio of intellectual property rights, including patents, trade secrets and know- how; *
any future products that are ultimately approved by the FDA or other regulatory bodies may not be commercially accepted in
the marketplace by physicians or patients; « any future products that are ultimately approved by the FDA or other regulatory
bodies may not be able to be manufactured in commercial quantities or at an acceptable cost; * physicians may not receive any
reimbursement from third- party payors, or the level of reimbursement may be insufficient to support widespread adoption of



any of our future products once approved by the FDA or other regulatory bodies; and  rapid technological change may make
our technology and drug product candidates obsolete. Moreover, in July the-firstquarter0£2622-2024 , we determined to
prioritize and strategically focus on our autoimmune programs, including CUE- +64-401 and CUE- +02-eneelogyprogramsin
our-CUE-—166-series-501, which are currently at a preclinical stage . We are actively seeking third party support through
partnershrps and collaboratlons or alternatlve fundmg structures, to further develop the CUE-4083-100 series and eurNee-
1S54 x : UE- 260-500 series programs ,
lncludlng CUE %G-aﬂd-lﬂl CUE 499—seﬂes-102 and CUE- 501 and there 1s no guarantee that we will be able to do so on
favorable terms or at all. We are substantially dependent on the success of our drug product candidates, only two of which are
currently being tested in clinical trials, and significant additional research and development and clinical testing will be required
before we can potentially seek regulatory approval for or commercialize any of our drug product candidates. ©ur-Historically,
our main focus and the investment of a significant portion of our efforts and financial resources has been in the development of
ur fead-produet-eandidate-most advanced clinical stage asset , CUE- 101, for which we are currently aetively-eondueting
completlng an ongoing Phase | clinical trtats— trial, and CUE- 102, for whrch we are enrrently-aetivelyeondueting-a-also
completing an ongoing Phase | clinical trial. Our other drug product candidates , including CUE- 401 and CUE- 501, are all
at a preclinical stage. In July the-first-quarterof2022-2024 , we determined to prioritize and strategically focus on our
autoimmune programs, including CUE- 401 and CUE- 501. We are actively seeking third party support through
partnerships and collaborations, or alternative funding structures, to further develop the CUE- 101 and CUE- 102
oncology programs in our CUE- 100 series. ¥We-Even if we are successful in obtaining third party support to develop the
CUE- 100 series, we expect that additional trials of CUE- 101 and CUE- 102 will be required in order to gain approval by the
FDA . We also aim to establish a near- term third party development partnership to further pursue CUE- 501 from our
CUE- 500 series of Inmuno- STATSs, which series is at the preclinical stage . Therefore, significant additional research and
development activity and clinical testing are required before we and our collaborators will have a chance to achieve a
commercially viable product from CUE- 101, CUE- 102 , CUE- 401, CUE- 501 or our other drug product candidates. Our
research and development efforts remain subject to all of the risks associated with the development of new biopharmaceutical
products and treatments based on immune modulation. Development of the underlying technology may be affected by
unanticipated technical or other problems, among other research and development issues, and the possible insufficiency of funds
needed in order to complete development of these drug product candidates. Safety, regulatory and efficacy issues, clinical
hurdles or other challenges may result in delays and cause us to incur additional expenses that would increase our losses. If we
and our collaborators cannot complete, or if we experience significant delays in developing, our potential drug product
candidates or products for use in potential commercial applications, particularly after incurring significant expenditures, our
business may fail and investors may lose the entirety of their investment. We have limited experience in conducting clinical
trials and no history of commercializing biologic products, which may make it difficult to evaluate the prospects for our future
viability. Our operations to date have been limited to financing and staffing our company, conducting research and developing
our core technologies, and identifying and optimizing our lead drug product elnieal-candidates. Additionally, we have
conducted limited clinical testing of two of our drug product candidates. Although we have recruited a team that has experience
with clinical trials in the United States, as a company, we have limited experience conducting clinical trials and have not had
previous experience commercializing drug product candidates or submitting a Biologic License Application, or BLA, to the
FDA or similar submissions to initiate clinical trials or obtain marketing authorization to foreign regulatory authorities. We
cannot be certain that eur current or planned-any future clinical trials will begin or be completed on time, if at all, or that our
planned development programs would be acceptable to the FDA or other regulatory authorities, or that, if regulatory approval is
obtained, our drug product candidates can be successfully commercialized. Clinical trials and commercializing our drug product
candidates will require significant additional financial and management resources, and reliance on third- party clinical
investigators, contract research organizations, or CROs, contract manufacturing organization, or CMOs, consultants and
collaborators. Relying on third- party clinical investigators, CROs, CMOs or collaborators may result in delays that are outside
of our control. Furthermore, we may not have the financial resources to continue development of, or to enter into collaborations
for, a product candidate if we experience any problems or other unforeseen events that delay or prevent regulatory approval of,
or our ability to commercialize, drug product candidates, including: ¢ negative or inconclusive results from our IND- enabling
studies, clinical trials or the clinical trials of other drug product candidates similar to ours, leading to a decision or requirement to
conduct additional preclinical testing or clinical trials or abandon a program; ¢ delays in submitting INDs or comparable foreign
applications or delays or failure in obtaining the necessary approvals from regulators to commence a clinical trial, or a
suspension or termination of a clinical trial once commenced;  conditions imposed by the FDA or a foreign regulatory authority
regarding the number, scope or design of our clinical trials; ¢ delays in enrolling patients in clinical trials;  high drop- out rates
of patients; * inadequate supply or quality of clinical trial materials or other supplies necessary to conduct our clinical trials;
greater than anticipated clinical trial costs; * poor effectiveness or unacceptable side effects of our drug product candidates
during clinical trials; * unfavorable FDA or other regulatory agency inspection and review of a clinical trial site;  difficulty in
establishing or managing relationships with CROs, CMOs, and clinical investigators; ¢ failure of our third- party contractors or
investigators to comply with regulatory requirements or otherwise meet their contractual obligations in a timely manner, or at
all; « serious and unexpected drug- related side effects or other safety issues experienced by participants in our clinical trials or
by individuals using drugs similar to our drug product candidates; ¢ delays and changes in regulatory requirements, policy and
guidelines, including the imposition of additional regulatory oversight around clinical testing generally or with respect to our
technology in particular; or ¢ varying interpretations of data by the FDA and foreign regulatory authorities. In addition, policies
of the FDA and other regulatory authorities with respect to clinical trials may change and additional government regulations
may be enacted. For example, in December 2022, with the passage of the Food and Drug Omnibus Reform Act, or FDORA,




Congress required sponsors to develop and submit a diversity action plan , or DAP, for each Phase 3 clinical trial or any other
pivotal study ” of a new drug or biological product. These plans are meant to encourage the enrollment of more diverse patient
populations in late- stage clinical trials of FDA- regulated products. Specifically, action plans must include the sponsor’ s goals
for enrollment, the underlying rationale for those goals, and an explanation of how the sponsor intends to meet them. In addition
to these requirements, the legislation direets-directed the FDA to issue new guidance on DAPs. In June 2024, the FDA issued
draft guidance outlining the general requirements for DAPs. Unlike most guidance documents issued by the FDA, the
DAP guidance when finalized will have the force of law because FDORA specifically dictates that the form and manner
for submission of DAPs are specified in FDA guidance. On January 27, 2025, in response to an Executive Order issued
by President Trump on January 21, 2025, on diversity-Diversity , Equity and Inclusion programs, the FDA removed this
draft guidance from its website. The implications of this action plans-are not yet known . Similarly, the regulatory
landscape related to clinical trials in the EU recently evolved. The EU Clinical Trials Regulation, or CTR, which was adopted in
April 2014 and repeals the EU Clinical Trials Directive, became applicable on January 31, 2022. While the Clinical Trials
Directive required a separate clinical trial application, or CTA, to be submitted in each member state, to both the competent
national health authority and an independent ethics committee, the CTR introduces a centralized process and only requires the
submission of a single application to all member states concerned. The CTR allows sponsors to make a single submission to
both the competent authority and an ethics committee in each member state, leading to a single decision per member state. The
assessment procedure of the CTA has been harmonized as well, including a joint assessment by all member states concerned,
and a separate assessment by each member state with respect to specific requirements related to its own territory, including ethics
rules. Each member state’ s decision is communicated to the sponsor via the centralized EU portal. Once the CTA is approved,
clinical study development may proceed. If we are slow or unable to adapt to changes in existing requirements or the adoption
of new requirements or policies governing clinical trials, our development plans may be impacted. Our current or planned-any
future clinical trials or those of our collaborators may reveal significant adverse events, toxicities or other side effects not seen
in our preclinical studies and may result in a safety profile that could inhibit or prevent regulatory approval or market acceptance
of any of our drug product candidates. In order to obtain marketing approval for any of our biologic drug product candidates, we
must demonstrate the safety, purity, and efficacy of the product candidate for the relevant clinical indication or indications
through preclinical studies and clinical trials as well as additional supporting data. If our drug product candidates are associated
with undesirable side effects in preclinical studies or clinical trials or have characteristics that are unexpected, we may need to
interrupt, delay or abandon their development or limit development to more narrow uses or subpopulations in which the
undesirable side effects or other characteristics are less prevalent, less severe or more acceptable from a risk- benefit
perspective. We are eendueting-completing Phase 1 clinical trials for our tead-produet-eandidate-most advanced clinical stage
asset , CUE- 101, and a Phase 1 clinical trial for CUE- 102, but otherwise we have not conducted any clinical trials. We have
conducted various preclinical studies of our drug product candidates, but we do not know the predictive value of these studies
for humans, and we cannot guarantee that any positive results in preclinical studies will successfully translate to human patients.
It is not uncommon to observe results in human clinical trials that are unexpected based on preclinical testing, and many drug
product candidates fail in clinical trials despite promising preclinical results. Moreover, preclinical and clinical data are often
susceptible to varying interpretations and analyses, and many companies that have believed their drug product candidates
performed satisfactorily in preclinical studies and clinical trials have nonetheless failed to obtain marketing approval for their
products. Human patients in clinical trials may suffer significant adverse events or other side effects not observed in our
preclinical studies, including, but not limited to, immunogenic responses, organ toxicities such as liver, heart or kidney or other
tolerability issues or possibly even death. The observed potency and kinetics of our drug product candidates in preclinical studies
may not be observed in human clinical trials. If clinical trials of our drug product candidates fail to demonstrate efficacy to the
satisfaction of regulatory authorities or do not otherwise produce positive results, we may incur additional costs or experience
delays in completing, or ultimately be unable to complete, the development and commercialization of our drug product
candidates. If significant adverse events or other side effects are observed in any of our current or future clinical trials, we may
have difficulty recruiting patients to the clinical trial, patients may drop out of our trial, or we may be required to abandon the
trial or our development efforts of that product candidate altogether. We, the FDA or other applicable regulatory authorities, or
an Institutional Review Board may suspend clinical trials of a product candidate at any time for various reasons, including a
belief that subjects in such trials are being exposed to unacceptable health risks or adverse side effects. Some potential
therapeutics developed in the pharmaceutical and biotechnology industries that initially showed therapeutic promise in early-
stage studies have later been found to cause side effects that prevented their further development. Even if the side effects do not
preclude the drug from obtaining or maintaining marketing approval, undesirable side effects may inhibit market acceptance of
the approved product due to its tolerability as compared to other therapies. Any of these developments could materially harm
our business, financial condition and prospects. Further, if any of our drug product candidates obtains marketing approval,
toxicities associated with our drug product candidates may also develop after such approval and lead to a requirement to conduct
additional clinical safety trials, additional warnings being added to the labeling, significant restrictions on the use of the product
or the withdrawal of the product from the market. We cannot predict whether our drug product candidates will cause toxicities
in humans that would preclude or lead to the revocation of regulatory approval based on preclinical studies or clinical testing.
However, any such event, were it to occur, would cause substantial harm to our business and financial condition and would
result in the diversion of our management’ s attention. Success in preclinical studies or early clinical trials may not be indicative
of results obtained in later trials. Results from preclinical studies or early clinical trials are not necessarily predictive of future
clinical trial results, and interim results of a clinical trial are not necessarily indicative of final results. Our drug product
candidates may fail to show the desired safety and efficacy in clinical development despite demonstrating positive results in
preclinical studies or having successfully advanced through initial clinical trials or preliminary stages of clinical trials. There can



be no assurance that the results seen in preclinical studies for any of our drug product candidates ultimately will result in success
in clinical trials or that results seen in Phase 1 or 2 trials will be replicated in Phase 3 trials. There is a high failure rate for drugs
and biologic products proceeding through clinical trials. Many companies in the pharmaceutical and biotechnology industries
have suffered significant setbacks in late- stage clinical trials even after achieving promising results in preclinical testing and
earlier- stage clinical trials. Data obtained from preclinical and clinical activities are subject to varying interpretations, which
may delay, limit or prevent regulatory approval. In addition, we may experience regulatory delays or rejections as a result of
many factors, including changes in regulatory policy or requirements during the period of our drug product candidate
development. Any such delays could materially and adversely affect our business, financial condition, results of operations and
prospects. We plan to continue to seek collaborations or strategic alliances. However, we may not be able to establish such
relationships, and relationships we have established may not provide the expected benefits. Effeetive-On November 6, 2018, we
entered into a Collaboration, License and Option Agreement, or the LG Chem Collaboration Agreement , with LG Chem
Ltd., or LG Chem, for the development of eu-CUE- 101 and CUE- 102 Immuno- STATs foeused-inthe-field-ofoneology-.
Pursuant to the LG Chem Collaboration Agreement, we have granted certain exclusive license rights to LG Chem in Australia
and in certain countries in Asia and LG Chem has agreed to provide certain services to us and to make payments to us that
include licensing fees, milestone payments and sales royalties. This agreement does not commit LG Chem to a long- term
relationship, and LG Chem may disengage with us at any time. In furtherance the-first-quarter-of pursuing strategic options
pertaining to CUE- 101, on March 11, 2622-2025 , we regained our rights back to the CUE- 101 program which had
previously been licensed to LG Chem. LG Chem continues to maintain its interest and rights in the CUE- 102 program,
targeting WT1 expressing cancers, pursuant to the LG Chem Collaboration Agreement. In July 2024 , we determined to
prioritize and strategically focus on our autoimmune programs, including CUE- +6+-401 and CUE- 501. We +62-eneology

programs-inour-CUE—1006-sertessand-we-are actively seeking third party support through partnerships and collaborations, or

alternatlve fundlng structures, to further develop our CUE- 483-101 and eurNeo—STAT-and RPDI-STATprograms;-as-wel-as
g UE- 266,102 oncology programs in our CUE- 366-100 series and our

CUE 499—501 preclmlcal autmmmune program in our CUE- 500 series, and there is no guarantee that we will be able to do
so on favorable terms or at all. ©a-In addition, on February 22, 2023, we entered into a strategic collaboration agreement, or
the Ono Collaboration and Option Agreement, with Ono Pharmaceutical Co., Ltd., or Ono, to further develop CUE- 401 and
provide dedicated resources and capabilities to help advance CUE- 401 toward the clinic. Parsgant-On March 11, 2025, we and
Ono agreed to terminate the Ono Collaboration and Option Agreement, Ono-paid-us-effective as of March 6, 2025. Effective
upon termination, we regained worldwide development arrand commercialization rights for upfrentpaymentand-agreed

to-fully-fund-alreseareh-aetivitiesrelatedto-CUE- 401 from Ono. At such time thretugh-a-speeified-option-pertod-of 24-months
the agreement had no further force or effect w1th the exceptlon of certaln customary prov1s1ons which feseafeh—aeﬁv-r&es

agreement. We plan to also %eek addmonal %trateglc alhances or collaboratloni with other thlrd partle% that we beheve will
complement or augment our development and commercialization efforts with respect to our drug product candidates and any
future drug product candidates that we may develop. In addition, we currently do not have sales, marketing, manufacturing or
distribution capabilities or arrangements. In order to commercialize our potential products, we plan to seek development and
marketing partners or sublicensees to obtain necessary marketing, manufacturing and distribution capabilities. Any of these
relationships may require us to incur non- recurring and other charges, give up certain rights relating to our intellectual property
and research and development activities, increase our near and long- term expenditures, issue securities that dilute our existing
stockholders, issue debt which may require liens on our assets and which will increase our monthly expense obligations, or
disrupt our management and business. Moreover, we may not be successful in our efforts to establish additional strategic
partnerships or collaborations for our drug product candidates because they may be deemed to be at too early of a stage of
development for collaborative effort and third parties may not view our drug product candidates as having the requisite clinical
and / or commercial potential based on current or future demonstrated safety, purity, and efficacy. If we are unable to establish
additional strategic partnerships or collaborations to develop our drug product candidates, the costs for us to independently
develop our drug product candidates may be higher than we currently anticipate, which could materially harm our business
prospects, financial condition and results of operation. Further, collaborations involving our drug product candidates are subject
to numerous risks, which may include the following: ¢ our collaborators may have significant discretion in determining the
efforts and resources that they will apply to our collaboration as compared to their other then- existing collaborations; ¢ our
collaborators may not pursue development and commercialization of our drug product candidates or may elect not to continue or
renew development or commercialization of our programs based on clinical trial results, changes in their strategic focus due to
the acquisition of competitive products, availability of funding or other external factors, such as a business combination that
diverts resources or creates competing priorities; * our collaborators may delay clinical trials, provide insufficient funding for a
clinical trial, stop a clinical trial, abandon a product candidate, repeat or conduct new clinical trials, or require a new formulation
of a product candidate for clinical testing; * our collaborators could independently develop, or develop with third parties,
products that compete directly or indirectly with our drug product candidates; ¢ a collaborator with marketing and distribution



rights to one or more products may not commit sufficient resources to the marketing and distribution of each of our potential
products; ¢ our collaborators may not properly maintain or defend our intellectual property rights in accordance with the terms of
our contractual arrangements with them or may use our intellectual property or proprietary information in a way that gives rise
to actual or threatened litigation that could jeopardize or invalidate our intellectual property or proprietary information or expose
us to other potential liability; ¢ disputes may arise between us and a collaborator that cause the delay or termination of the
research, development or commercialization of our drug product candidates, or that result in costly litigation or arbitration that
diverts our managements— management =-' s attention and our other resources; ¢ collaborations have been, and in the future,
additional collaborations may be , terminated and, if terminated, may result in a need for additional capital to pursue further
development or commercialization of the applicable drug product candidates; and ¢ our collaborators may own or co- own
intellectual property covering our potential products that results from our collaboration with them, and in such case, we would
not have the exclusive right to commercialize such intellectual property without our collaborators’ involvement and consent. As
a result, we may not be able to realize the benefit of collaboration agreements, strategic partnerships or licenses of our
technology or potential products, which could delay our product development timelines or otherwise adversely affect our
business. We also cannot be certain that, following a strategic transaction or license, we will achieve sufficient revenue, net
income or other benefits to justify such transaction. Any delays in entering into new collaborations or strategic partnership
agreements related to our drug product candidates could delay the development and commercialization of our drug product
candidates, which would harm our business prospects, financial condition, and results of operations. Our collaboration
agreement with LG Chem contains exclusivity provisions that restrict our research and development activities. We have granted
to LG Chem under the LG Chem Collaboration Agreement an exclusive license to develop, manufacture and commercialize
CUE- 102 +6+;-as-wel-as-the Drag Produet-Candidates-in the LG Chem Territory. Under the LG Chem Collaboration
Agreement, we will engineer the selected Immuno- STAT for up to three alleles, which are expected to include the predominant
alleles in the LG Chem Territory, while LG Chem will establish a chemistry, manufacturing and controls, or CMC , process
for the development and commercialization of Drug Product Candidates. These restrictions on our development, manufacturing,
and commercialization activities could impact our ability to successfully develop certain drug product candidates, which could
harm our future business prospects for commercializing drugs for those drug product candidates. We may not be successful in
our efforts to identify additional drug product candidates. Due to our limited resources and access to capital, we must prioritize
the development of certain drug product candidates; these decisions may prove to be wrong and may adversely affect our
business. In July the-firstquarterof2022-2024 , we decided to strategically focus on our auteimmune programs, including
CUE-46+401 and CUE- 501 +62-eneotogyprograms-inrour-CUE—100-sertes-. We are actively seeking third party support

through partnerships and collaborations, or alternative funding structures, to further devetep-pursue our CUE- 501 preclinical
autoimmune +63-and-our Neo—STAT-andRDI-STATprograms- program in ﬁufs-tde-eileﬂee%egy—tﬁe}uétﬂg—our CUE- 266;
500 series and further develop our CUE- 366-101 and CUE- 466-102 oncology programs in our CUE- 100 scrics, and there
is no guarantee that we will be able to do so on favorable terms or at all. Although we may explore other therapeutic
opportunities, in addition to the drug product candidates that we are currently developing, we may fail to identify successful
drug product candidates for clinical development for a number of reasons. If we fail to identify additional potential drug product
candidates, our business could be materially harmed. Research programs to pursue the development of our drug product
candidates for additional indications and to identify new drug product candidates and disease targets require substantial
technical, financial and human resources whether or not they are ultimately successful. Our research programs may initially
show promise in identifying potential indications and / or drug product candidates, yet fail to yield results for clinical
development for a number of reasons, including: ¢ the research methodology used may not be successful in identifying potential
indications and / or drug product candidates; * our key platform technology, Immuno- STAT Biologics ™, may not adequately
enable us to design, discover and validate drug product candidates; ¢ potential drug product candidates may, after further study,
be shown to have harmful adverse effects or other characteristics that indicate they are unlikely to be effective drugs; or ¢ it may
take greater human and financial resources than we possess to identify additional therapeutic opportunities for our drug product
candidates or to develop suitable potential drug product candidates through internal research programs, thereby limiting our
ability to develop, diversify and expand our drug portfolio. Because we have limited financial and human resources, we intend
to initially focus on research programs and drug product candidates for a limited set of indications. As a result, we may forego
or delay pursuit of opportunities with other drug product candidates or for other indications that later prove to have greater
commercial potential or a greater likelihood of success. Our resource allocation decisions may cause us to fail to capitalize on
viable commercial products or profitable market opportunities. Accordingly, there can be no assurance that we will ever be able
to identify additional therapeutic opportunities for our drug product candidates or to develop suitable potential drug product
candidates through internal research programs, which could materially adversely affect our future growth and prospects. We
may focus our efforts and resources on potential drug product candidates or other potential programs that ultimately prove to be
unsuccessful. We face significant competition from other biotechnology and pharmaceutical companies, and our operating
results will suffer if we fail to compete effectively. Our competitors may be able to develop other compounds or drugs that
are able to achieve similar or better results than our drug product candidates. The biotechnology and pharmaceutical
industries are characterized by intense competition and rapid innovation. Our competitors may be able to develop other
compounds or drugs that are able to achieve similar or better results than our drug product candidates. Our competitors may
include major multinational pharmaceutical companies, established biotechnology companies, specialty pharmaceutical
companies, and universities and other research institutions. Many of our competitors have substantially greater financial,
technical and other resources than we have, such as a larger research and development staff and experienced marketing and
manufacturing organizations, established relationships with CROs and other collaborators, as well as established sales forces.
Smaller or early- stage companies may also prove to be significant competitors, particularly through collaborative arrangements



with large, established companies. Mergers and acquisitions in the biotechnology and pharmaceutical industries may result in
even more resources being concentrated in our competitors. Competition may increase further as a result of advances in the
commercial applicability of technologies and greater availability of capital for investment in these industries. Our competitors,
either alone or with collaborative partners, may succeed in developing, acquiring or licensing on an exclusive basis drug or
biologic products that are more effective, safer, more easily commercialized or less costly than our drug product candidates or
may develop proprietary technologies or secure patent protection and, in turn, exclude us from technologies that we may need
for the development of our technologres and potential products. Immunotherapy technologies are advancing at a rapid pace and
we anticipate competing with companies developing bi-cytokine - speeifie-antibodies-based therapies (c. g., Amgen, Immaties
Bristol- Myers Squibb . Immuneeore-Merck , JanssenPharmaeeutieals-Nektar Therapeutics , Regeneren-Sanofi S. A, TRex
Bio and RegCell Roche-Heolding-AG-), regulatory T cell therapies (e. g., Abata Therapeutics, Coya Therapeutics, Quell
Therapeutics, Sangamo Therapeutics and Sonoma Biotherapeutics), cell therapies (e. g., Adaptimmune, Bristol- Myers
Squibb, Gilead Sciences, lovance Biotherapeutics, Janssen Pharmaceuticals, and Novartis AG);antibedy—drag-eonjugates(e—gs
AbbVie-Gilead-Seienees; Pfizerand-Roeehe Holding-AG), immune checkpoint inhibitors (e. g., AstraZeneca, Bristol- Myers
Squibb, GSK;-Merck and Roche Holding AG), and targeted cytokines (e. g., Asher Bio, Aulos Bio, BioNTech SE, Medicenna
Therapeutics, Moderna, fres-Mural Oncology, Roche Holding AG, Synthekine, Werewolf Therapeutics sand Xilio
Therapeutics) many of which have significantly greater financial and other resources than we currently have. Even if we obtain
regulatory approval of any of our drug product candidates, we may not be the first to market, and that may negatively affect the
price or demand for our drug product candidates. Additionally, we may not be able to implement our business plan if the
acceptance of our drug product candidates is inhibited by price competition or the reluctance of physicians to switch from
existing methods of treatment to our drug product candidates, or if physicians switch to other new drug or biologic products or
choose to reserve our drug product candidates for use in limited circumstances. Furthermore, a competitor could obtain orphan
product exclusivity from the FDA with respect to such competitor’ s product. If such competitor product is determined to be the
same product as one of our drug product candidates, we may be prevented from obtaining approval from the FDA for such
product candidate for the same indication for seven years, except in limited circumstances, and we may be subject to similar
restrictions under non- U. S. regulations. If we lose key management personnel, or if we fail to recruit additional highly skilled
personnel, our ability to identify and develop new or next generation drug product candidates will be impaired, could result in
loss of markets or market share and could make us 1ess competrtrve We are hrghly dependent upon the prmcrpal members of
our management team staetuding G S i3y
Seien&ﬁ&@fﬁeer—M&ttee—Eﬁﬁsefﬁ—e&FGhte%Medte&k@fﬁeer—and other members of our s01ent1ﬁc and chmcal adVlsory team.
Our team has significant experience and knowledge of oncology drug discovery and development, T cell modulation, protein
biochemistry and immunological assays, and the loss of any current or future team member could impair our ability to design,
identify, and develop new intellectual property and drug product candidates and new scientific or product ideas. Additionally, if
we lose the services of any of these persons, we would likely be forced to expend significant time and money in the pursuit of
replacements, which may result in a delay in the development of our drug product candidates and the implementation of our
business plan and plan of operations and diversion of our management’ s attention. We can give no assurance that we could find
satisfactory replacements for our current and future key scientific and management employees on terms that would not be
unduly expensive or burdensome to us. To induce valuable personnel to remain at our company, in addition to salary and cash
incentives, we have granted stock options and restricted stock units that vest over time. Despite our efforts to retain valuable
employees, members of our management, scientific and development teams may terminate their employment with us on short
notice. Although we have employment agreements with our key employees, these employment agreements provide for at- will
employment, which means that these employees could leave our employment at any time, for or without cause. We do not
maintain “ key man ” insurance policies on the lives of these individuals or the lives of any of our other employees. Our success
also depends on our ability to continue to attract, retain and motivate highly skilled junior, mid- level and senior managers as
well as junior, mid- level and senior scientific and medical and scientific personnel. Our internal computer systems, or those
used by third- party CROs, manufacturers or other contractors or consultants, may fail or suffer security breaches. Despite the
implementation of security measures, our internal computer systems and those of our future CROs, manufacturers and other
contractors and consultants are vulnerable to damage from computer viruses, unauthorized access, natural disasters, terrorism,
war and telecommunication and electrical failures, cyberattacks or cyber- intrusions, loss of funds or information from phishing
or other fraudulent schemes, attachments to emails, persons inside our organization, or persons with access to systems inside our
organization or those with whom we do business. The risk of a security breach or disruption, particularly through cyber- attacks
or cyber intrusion, including by computer hackers, foreign governments, and cyber terrorists, has generally increased as the
number, intensity and sophistication of attempted attacks and intrusions from around the world have increased. Increased
security threats and more sophisticated cybercrimes and cyberattacks pose a potential risk to the security and availability of our
internal computer systems, networks and services, including those used by third- party CROs, manufacturers or other contractors
or consultants, as well as the confidentiality, availability and integrity of our data and the data of potential trial participants or
patients, employees and others. Although to our knowledge we have not experienced any such material system failure or security
breach to date, if such an event were to occur, it could result in a material disruption of our development programs and our
business operations. For example, the loss of clinical trial data from future 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
security breach were to result in a loss of, or damage to, our data or applications, or inappropriate disclosure of confidential or
proprietary information (such as individually identifiable health information), we could incur significant liabilities and the
further development and commercialization of our drug product candidates could be delayed. In addition, the foreign, federal
and state regulatory environment surrounding information security and privacy is increasingly demanding, with frequent




imposition of new and changing requirements. Compliance with changes in privacy and information security laws and standards
may reqult in qlgnlﬁcant expenqe due to increased 1nve%tment in technology and the development of new opelatlonal proce%%e%

violence, or natural or manmade dlqaqterq may affect the market% in Wthh we operate, our patients and resources requlred in our
research and development activities. Our business may be adversely affected by political instability, disruption or destruction in
a geographic region in which we operate, regardless of cause, including war, terrorism, riot, civil insurrection or social unrest,
and natural or manmade disasters, including famine, flood, fire, earthquake, storm or pandemic events and spread of disease 5
suehras-the-COVAID-—9-pandemie-, and geopolitical conflicts. Such events may affect our business by increasing prices for
resources required in our research and development activities or limiting our access to patients for our clinical trials which may
delay our progress on one or more of our clinical or preclinical drug product candidates. Risks Related to Our Reliance on Third
Parties We rely on third parties to conduct our clinical trials. If these third parties do not successfully carry out their contractual
duties or meet expected deadlines, we may not be able to successfully complete development of, obtain regulatory approval for,
or commercialize our drug product candidates and our business could be substantially harmed. We rely upon and plan to
continue to rely upon third- party CROs for execution of our clinical trials, and control only certain aspects of their activities.
Nevertheless, we are responsible for ensuring that each of our trials is conducted in accordance with the applicable protocol,
legal, regulatory and scientific standards and our reliance on the CROs does not relieve us of our regulatory responsibilities. We
and our CROs, including our CMO Catalent Pharma Solutions, LLC, or Catalent, are required to comply with FDA laws and
regulations regarding current good clinical practice, or GCP, for all of our products in clinical development. Regulatory
authorities enforce GCP through periodic inspections of trial sponsors, principal investigators and trial sites. If we or any of our
CROs fail to comply with applicable GCP, the clinical data generated in our clinical trials may be deemed unreliable and the
FDA or comparable foreign regulatory authorities may require us to perform additional clinical trials before approving our
marketing applications. We cannot be certain that upon inspection by a given regulatory authority, such regulatory authority will
determine that any of our clinical trials comply with GCP regulations. In addition, our clinical trials must be conducted with
product produced under current good manufacturing practices, or GMP , regulations. While we work closely with our CMOs
on the manufacturing process for our drug product candidates, including quality audits, we generally do not control the
implementation of the manufacturing process of, and are completely dependent on, our CMOs for compliance with GMP
regulatory requirements and for manufacture of both active drug substances and finished drug products. In addition, portions of
the clinical trials for our drug product candidates may be conducted outside of the United States, which will make it more
difficult for us to monitor CROs and perform visits of our clinical trial sites and will force us to rely heavily on CROs to ensure
the proper and timely conduct of our clinical trials and compliance with applicable regulations, including GCP. Failure to
comply with applicable regulations in the conduct of the clinical trials for our drug product candidates may require us to repeat
clinical trials, which would delay the regulatory approval process. Some of our CROs have an ability to terminate their
respective agreements with us if, among other reasons, 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. If any of our relationships with these third- party CROs terminate for any reason, we may not be able to
enter into arrangements with alternative CROs or to do so on commercially reasonable terms. In addition, our CROs are not our
employees, and except for remedies available to us under our agreements with such CROs, we cannot control whether or not
they devote sufficient time and resources to our preclinical and clinical programs. If CROs do not successfully carry out their



contractual duties or obligations or meet expected deadlines, if they need to be replaced or if the quality or accuracy of the
clinical data they obtain 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 drug product candidates. Consequently, our results of operations and the commercial
prospects for our drug product candidates would be harmed, our costs could increase substantially and our ability to generate
revenue could be delayed significantly. Switching or adding additional CROs involves additional cost and requires management
time and focus. In addition, there is a natural transition period when a new CRO commences work. As a result, delays occur,
which can materially impact our ability to meet our desired clinical development timelines. 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. We rely
completely on third parties to manufacture our preclinical and clinical drug supplies for our drug product candidates. We rely
completely on third parties to manufacture clinical drug supplies for our drug product candidates. If we were to experience an
unexpected loss of supply of our drug product candidates for any reason, whether as a result of manufacturing, supply or storage
issues or otherwise, we could experience disruptions in supply or delays, suspensions or terminations of clinical trials or
regulatory submissions. We do not currently have nor do we plan to acquire the infrastructure or capability internally to
manufacture our preclinical and clinical drug supplies and we lack the resources and the capability to manufacture any of our
drug product candidates on a clinical or commercial scale. The facilities used by our contract manufacturers or other third- party
manufacturers to manufacture our drug product candidates, including Catalent and Ajinomoto, must obtain and maintain
approval by the FDA. While we work closely with our third- party manufacturers on the manufacturing process for our drug
product candidates, including quality audits, we generally do not control the implementation of the manufacturing process of,
and are completely dependent on, our contract manufacturers or other third- party manufacturers for compliance with GMP
regulatory requirements and for manufacture of both active drug substances and finished drug products. If our contract
manufacturers or other third- party manufacturers cannot successfully manufacture material that conforms to applicable
specifications and the strict regulatory requirements of the FDA or others, they will not be able to secure and / or maintain
regulatory approval for their manufacturing facilities and we may not have sufficient access to supplies, which could
significantly and adversely affect our operations. In addition, we have no control over the ability of our contract manufacturers
or other third- party manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the FDA or
a comparable foreign regulatory authority does not approve, or withdraws approval for, these facilities for the manufacture of
our products and drug product candidates, we may need to find alternative manufacturing facilities, which would significantly
impact our ability to commercialize, develop, or obtain or maintain regulatory approval for our products and drug product
candidates. We also rely on our manufacturers to purchase from third- party suppliers the materials necessary to produce our
drug product candidates for our clinical trials. There are a limited number of suppliers for raw materials that we use to
manufacture our products and drug product candidates and we may need to assess alternate suppliers to prevent a possible
disruption of the manufacture of the materials necessary to produce our drug product candidates for our clinical trials. We do not
have any control over the process or timing of the acquisition of these raw materials by our manufacturers. Moreover, we
currently do not have any agreements for the commercial production of these raw materials. Although we generally do not begin
a clinical trial unless we believe we have a sufficient supply of a product candidate to complete the clinical trial, any significant
delay in the supply of a product candidate, or the raw material components thereof, for an ongoing clinical trial due to the need
to replace a contract manufacturer or other third- party manufacturer could considerably delay completion of our clinical trials,
product testing and potential regulatory approval of our drug product candidates. Reliance on third- party manufacturers entails
additional risks, including the possible breach of manufacturing agreements by the third party, the possible misappropriation of
our proprietary information and the possible termination or non- renewal of an agreement by a third party at a time that is costly
or inconvenient for us. We expect to continue to depend on contract manufacturers or other third- party manufacturers for the
foreseeable future. We may, however, be unable to enter into agreements or do so on commercially reasonable terms for
potential future drug product candidates, which could have a material adverse impact upon our business. We rely on certain sole
or limited sources of supply for our drug product candidates and disruptions in the chain of supply have in the past, and may in
the future, cause delays in developing, obtaining approval for, and commercializing our drug product candidates. Currently, we
use Catalent and Ajinomoto as our source of supply for manufacturing clinical supply of our -}ead-pfeduet—eaﬂd-tdates-most
advanced clinical stage assets , CUE- 101 and CUE- 102. If we experience multiple successive batch failures, or if supply from
Catalent and Ajinomoto is otherwise interrupted, there could be a significant disruption in our drug product candidates supply.
Any alternative vendor would need to be qualified through an IND supplement, which could result in delay of our clinical trials

of CUE- 101 and CUE- 102. On ¥ebruary-S-December 18 . 2024, Catalent-entered-into-a-merger-agreement-underwhieh-Novo
Holdings wil-aeguire-announced that it had completed its acquisition of Catalent and sold —Fhe-parttes-to-the-three merger

expeeted-Catalent sites in Italy, the aequisttion-United States and Belgium to Novo Nordisk be-eompleted-towards-the-end-of
2624-. While we have been in communications with Catalent, and as of the filing of this report we are not aware of any delays or
interruptions related to our agreements with Catalent as a result of the merger, we cannot guarantee that there will not be delays
or interruptions in the future. The manufacturing processes for CUE- 101 and-, CUE- 102 , CUE- 401, CUE- 501 and our other
drug product candidates are complex, and it may be difficult or impossible to finalize appropriate processes for the scaled
manufacture of the drug product candidates. These factors could cause the delay of clinical trials, regulatory submissions,
required approvals or commercialization of any of our drug product candidates; cause us to incur higher costs; or prevent us
from commercializing them successfully. Furthermore, if our suppliers fail to deliver the required clinical or commercial
quantities of active pharmaceutical ingredient on a timely basis and at commercially reasonable prices and we are unable to
secure one or more replacement suppliers capable of production at a substantially equivalent cost, our clinical trials may be



h-etia and-which-was avareh - Rlsks Related to Intellectual Property and Other Legal Matters If
we or our licensor (s) is-are unable to protect our or its 1ntellectua1 property, then our financial condition, results of operations
and the value of our technology and potential products could be adversely affected. Patents and other proprietary rights are
essential to our business, and our ability to compete effectively is dependent upon the proprietary nature of our technologies. We
also rely upon trade secrets, know- how, continuing technological innovations and licensing opportunities to develop, maintain
and strengthen our competitive position. We seek to protect these, in part, through confidentiality agreements with certain
employees, consultants and other parties. Our success will depend in part on the ability of ourselves and our licensor (s) to
obtain, to maintain (including making periodic filings and payments) and to enforce patent protection for its intellectual
property, particularly those patent applications and other intellectual property to which we have secured exclusive rights. We
and our licensor (s) may not successfully prosecute or continue to prosecute the patent applications which we have licensed.
Even if patents are issued in respect of pending patent applications, we or our licensor (s) may fail to maintain these patents,
may determine not to pursue litigation against entities that are infringing upon these patents, or may pursue such enforcement
less aggressively than we ordinarily would. Without adequate protection for the intellectual property that we own or license,
others may be able to offer substantially identical products for sale, which could unfavorably affect our competitive business
position and harm our business prospects. Even if issued, patents may be challenged, invalidated, or circumvented, which could
limit our ability to stop competitors from marketing similar products or limit the length of the term of patent protection that we
may have for our potential products. Filing, prosecuting, maintaining and defending patents on drug product candidates in all
countries throughout the world could be prohibitively expensive for us, and our intellectual property rights in some non- U. S.
countries can have a different scope and strength than do those in the United States. In addition, the laws of certain non- U. S.
countries do not protect intellectual property rights to the same extent as U. S. federal and state laws do. Consequently, we may
not be able to prevent third parties from practicing our inventions in all countries outside the United States, or from selling or
importing drugs made using our inventions in and into the United States or non- U. S. jurisdictions. Competitors may use our
technologies in jurisdictions where we have not obtained patent protection to develop their own drugs and further, may export
otherwise infringing drugs to non- U. S. jurisdictions where we have patent protection, but where enforcement rights are not as
strong as those in the United States. These drugs may compete with our drug product candidates and our patent rights or other
intellectual property rights may not be effective or adequate to prevent them from competing. Many U. S.- based companies
have encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal
systems of some countries do not favor the enforcement of patents, trade secrets and other intellectual property, particularly
those relating to biopharmaceutical products, which could make it difficult in those jurisdictions for us to stop the infringement
or misappropriation of our patents or other intellectual property rights, or the marketing of competing drugs in violation of our
proprietary rights. Proceedings to enforce our patent and other intellectual property rights in non- U. S. jurisdictions could result
in substantial costs and divert our efforts and attention from other aspects of our business. Furthermore, such proceedings could
put our patents at risk of being invalidated, held unenforceable or interpreted narrowly, could put our patent applications at risk
of not issuing, and could provoke third parties to assert claims of infringement or misappropriation against us. We may not
prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any, may not be commercially
meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may be inadequate to obtain a
significant commercial advantage from the intellectual property that we develop. If we are unable to protect the confidentiality
of our proprietary information and know- how, the value of our technology and potential products could be adversely affected.
In addition to our licensed technology, we rely, and will continue to rely, upon, among other things, unpatented proprietary
technology, processes, trade secrets, trademarks, and know- how. Any involuntary disclosure to or misappropriation by third
parties of our confidential or proprietary information could enable competitors to duplicate or surpass our technological
achievements, potentially eroding our competitive position in our market. We seek to protect confidential or proprietary
information in part by confidentiality agreements with our employees, consultants and third parties. While we require all of our
employees, consultants, advisors and any third parties who have access to our proprietary know- how, information and
technology to enter into confidentiality agreements, we cannot be certain that this know- how, information and technology will
not be disclosed or that competitors will not otherwise gain access to our trade secrets or independently develop substantially
equivalent information and techniques. These agreements may be terminated or breached, and we may not have adequate
remedies for any such termination or breach. Furthermore, these agreements may not provide meaningful protection for our
trade secrets and know- how in the event of unauthorized use or disclosure. To the extent that any of our staff was previously
employed by other pharmaceutical, medical technology or biotechnology companies, those employers may allege violations of
trade secrets and other similar claims in relation to their former employee’ s therapeutic development activities for us. Any
dispute involving such employees may result in liabilities to us. If we fail to comply with our obligations in the agreements
under which we license development or commercialization rights to products or technology from third parties, we could lose
license rights that are important to our business. We hold an exclusive license from Einstein to intellectual property relating to
certain patent rights, relating to our core technology platform for the engineering of biologics to control T cell activity,
precision, immune- modulatory drug product candidates, and two supporting technologies that enable the discovery of
costimulatory signaling molecules (ligands) and T cell targeting peptides. This license imposes various developmental milestone
obligations on us. If we fail to comply with any obligations under the license agreement and fail to cure such noncompliance,
Einstein will have the right to terminate the agreement and our license. The existing patent applications or future patents to
which we have rights based on our agreements with Einstein may be too specific and narrowly construed to prevent third parties



from developing or designing around the protection provided by these patents. Additionally, we may lose our rights to the
patents and patent applications we license in the event of termination of the license agreement. There is no assurance that we
will be successful in meeting all of the milestones in the future on a timely basis or that this license agreement will not be
terminated for other reasons, depriving us of significant rights. The termination of this license agreement would have a material
adverse effect on our financial condition, results of operations, and prospects. If we are unable to patent and protect the
intellectual property used in our potential products, others may be able to copy our innovations, which may impair our ability to
compete effectively in our markets. The strength of our anticipated patents will involve complex legal and scientific matters and
can be uncertain. As described above under “ Business — Our Intellectual Property, ” we own or license a number of pending
patent applications. Our anticipated patents may be challenged or fail to result in issued patents and anticipated patents may be
too specific and narrowly construed to prevent third parties from developing or designing around the protections provided by our
intellectual property and in that event we may lose competitive advantage and our business may suffer. Further, the patent and
patent applications that we license or have filed may fail to result in issued patents or the claims may need to be amended. Even
after amendment, a patent may not issue. In that event, we may not obtain the exclusive use of the intellectual property that we
seek, and we may lose competitive advantage, which could result in harm to our business. Litigation or third- party claims of
intellectual property infringement or challenges to the validity of our anticipated patents would require us to use resources to
protect our technology and may prevent or delay our development, regulatory approval or commercialization of our drug
product candidates. If we are the target of claims by third parties asserting that our potential products or intellectual property
infringe upon the rights of others, we may be forced to incur substantial expenses or divert substantial employee resources from
our business. If successful, those claims could result in our having to pay substantial damages or could prevent us from
developing one or more drug product candidates. Further, if a patent infringement suit is brought against us or our collaborators,
we or they could be forced to stop or delay research, development, manufacturing or sales of the product or product candidate
that is the subject of the suit. If we or our collaborators experience patent infringement claims, or if we elect to avoid potential
claims others may be able to assert, we or our collaborators may choose to seek, or be required to seek, a license from the third
party and would most likely be required to pay license fees or royalties or both. These licenses may not be available on
acceptable terms, or at all. Even if we or our collaborators were able to obtain a license, the rights may be nonexclusive, which
would give our competitors access to the same intellectual property. Ultimately, we could be prevented from commercializing a
product, or be forced to cease some aspect of our business operations if, as a result of actual or threatened patent infringement
claims, we or our collaborators are unable to enter into license agreements on acceptable terms or at all. This could harm our
business significantly. The cost to us of any litigation or other proceeding, regardless of its merit, and even if resolved in our
favor, could be substantial. Some of our competitors may be able to bear the costs of such litigation or proceedings more
effectively than we can because of their having-greater financial and human resources. Uncertainties resulting from the initiation
and continuation of patent litigation or other proceedings could have a material adverse effect on our ability to compete in the
marketplace. Intellectual property litigation and other proceedings may, regardless of their merit, also absorb significant
management time and employee resources. Although we are not currently aware of any litigation or other proceedings or third-
party claims of intellectual property infringement, the biotechnology and pharmaceutical industries are characterized by many
suits regarding patents and other intellectual property rights. Other parties may in the future allege that our activities infringe
upon their patents or that we are employing their proprietary technology without authorization. We may not have identified all
the patents, patent applications or published literature that affect our business either by blocking our ability to commercialize our
potential products, by preventing the patentability of one or more aspects of our potential products or those of our licensor or by
covering the same or similar technologies that may affect our ability to market our potential products. In addition, even in the
absence of litigation, we may need to obtain licenses from third parties to advance our research or allow commercialization of
our drug product candidates, and we have done so from time to time. We may fail to obtain future licenses at a reasonable cost or
on reasonable terms, if at all. In that event, we may be unable to further develop and commercialize one or more of our drug
product candidates, which could harm our business significantly. Some intellectual property that we have in- licensed may have
been discovered through government funded programs and thus may be subject to federal regulations such as “ march- in ”
rights, certain reporting requirements and a preference for U. S.- based companies. Compliance with such regulations may limit
our exclusive rights and limit our ability to contract with non- U. S. manufacturers. The majority of the intellectual property
rights we have licensed are generated through the use of U. S. government funding and are therefore 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
drug 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 7). 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. Patent terms may be inadequate to protect our competitive position on our drug product candidates for an
adequate amount of time. Patents have a limited lifespan. In the U. S., if all maintenance fees are timely paid, the normal
statutory term of a patent is generally 20 years from its earliest U. S. non- provisional filing date. Various extensions may be
available, but the life of a patent, and the protection it affords, is limited. Further, normal statutory patent terms may be limited
in the U. S. in the event there is a determination that the claims in different patents are directed to obvious variants of the same
invention, which can negatively impact the normal statutory patent term. Even if patents covering our drug product candidates
are obtained, once the patent life has expired for a product candidate, we may be open to competition from competitive
medications, including generic medications. Given the amount of time required for the development, testing and regulatory
review of new drug product candidates, patents protecting such drug product candidates might expire before or shortly after such
drug product candidates are commercialized. As a result, our owned and licensed patent portfolio may not provide us with
sufficient rights to exclude others from commercializing drug product candidates similar or identical to ours. Depending upon
the timing, duration and conditions of any FDA marketing approval of our drug product candidates, one or more of our U. S.
patents may be eligible for limited patent term extension under the Drug Price Competition and Patent Term Restoration Act of
1984, referred to as the Hatch- Waxman Amendments, and similar legislation in the European Union , or EU . The Hatch-
Waxman Amendments permit a patent term extension of up to five years for a patent covering an approved product as
compensation for effective patent term lost during product development and the FDA regulatory review process. However, we
may not receive an extension if we fail to exercise due diligence during the testing phase or regulatory review process, fail to
apply within applicable deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy applicable
requirements. Moreover, the length of the extension could be less than we request. Only one patent per approved product can be
extended, the extension cannot extend the total patent term beyond 14 years from approval, and the scope of protection is not
the full scope of the claims but is instead limited to the approved drug, a method for using it or a method for manufacturing it
may be extended. If we are unable to obtain patent term extension or the term of any such extension is less than we request, the
period during which we can enforce our patent rights for the applicable product candidate will be shortened and our competitors
may obtain approval to market competing products sooner. As a result, our revenue from applicable products could be reduced.
Further, if this occurs, our competitors may take advantage of our investment in development and trials by referencing our
clinical and preclinical data and launch their product earlier than might otherwise be the case, and our competitive position,
business, financial condition, results of operations, and prospects could be materially harmed. If product liability lawsuits are
brought against us, we may incur substantial liabilities and may be required to limit commercialization of our drug product
candidates. We face an inherent risk of product liability as a result of the clinical testing of our drug product candidates and will
face an even greater risk if we commercialize any drugs. For example, we may be sued if our drug product candidates cause or
are perceived to cause injury or death or are found to be otherwise unsuitable during clinical testing, manufacturing, marketing
or sale. Any such product liability claims may include allegations of defects in manufacturing, defects in design, a failure to
warn of dangers inherent in the drug, negligence, strict liability or a breach of warranties. Claims could also be asserted under
state or foreign consumer protection laws. If we cannot successfully defend ourselves against product liability claims, we may
incur substantial liabilities or be required to limit commercialization of our drug product candidates. Even a successful defense
would require significant financial and management resources. Regardless of the merits or eventual outcome, liability claims
may result in: ¢ decreased demand for our potential drugs; * injury to our reputation and significant negative media attention; ¢
withdrawal of clinical trial participants and inability to continue clinical trials; ¢ initiation of investigations by regulators; ¢ costs
to defend the related litigation; * a diversion of management’ s time and our resources; ¢ substantial monetary awards to trial
participants or patients; * product recalls, withdrawals or labeling, marketing or promotional restrictions; ¢ loss of revenue; *
financial cost; * exhaustion of any available insurance and our capital resources; and  the inability to commercialize any product
candidate. Our inability to obtain sufficient product liability insurance at an acceptable cost to protect against potential product
liability claims could prevent or inhibit the commercialization of drugs we develop, alone or with collaborators. Our insurance
policies may also have various exclusions, and we may be subject to a product liability claim for which we have no coverage.
We may have to pay any amounts awarded by a court or negotiated in a settlement that exceed our insurance coverage
limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient capital to pay such
amounts. Even if our agreements with any future collaborators entitle us to indemnification against losses, such indemnification
may not be available or adequate should any claim arise. Risks Related to Government Regulation Even if we complete the
necessary preclinical studies and clinical trials, the marketing approval process is expensive, time- consuming, and uncertain and
may prevent us from obtaining approvals for the commercialization of any of our drug product candidates. If we are not able to
obtain, or if there are delays in obtaining, required regulatory approvals, we will not be able to commercialize, or will be delayed
in commercializing, our drug product candidates, and our ability to generate revenue will be materially impaired. Any of our
drug product candidates and the activities associated with their development and commercialization, including their design,
testing, manufacture, safety, efficacy, recordkeeping, labeling, storage, approval, advertising, promotion, sale, and distribution,
are subject to comprehensive regulation by the FDA and other regulatory authorities in the United States and by comparable
authorities in other countries. Failure to obtain marketing approval for a product candidate will prevent us from commercializing
the product candidate in a given jurisdiction. We have not received approval to market any drug product candidates from
regulatory authorities in any jurisdiction. We have only limited experience in filing and supporting the applications necessary to
gain marketing approvals and expect to rely on third- party CROs to assist us in this process. Securing regulatory approval
requires the submission of extensive preclinical and clinical data and supporting information to the various regulatory authorities



for each therapeutic indication to establish the biologic product candidate’ s safety, purity, and potency. Securing regulatory
approval also requires the submission of information about the product manufacturing process to, and inspection of
manufacturing facilities by, the relevant regulatory authority. Any of our drug product candidates may not be effective, may be
only moderately effective, or may prove to have undesirable or unintended side effects, toxicities, or other characteristics that
may preclude our obtaining marketing approval or prevent or limit commercial use. Further, the process of obtaining marketing
approvals, both in the United States and abroad, is expensive, may take many years if additional clinical trials are required, if
approval is obtained at all, and can vary substantially based upon a variety of factors, including the type, complexity and novelty
of the product candidates involved. Changes in marketing approval policies during the development period, changes in or the
enactment of additional statutes or regulations, or changes in regulatory review for each submitted product application, may
cause delays in the approval or rejection of an application. For example, in December 2022, with the passage of FDORA,
Congress required sponsors to develop and submit a DAP diversity-aetion-ptan-—for each Phase 3 clinical trial or any other *
pivotal study ” of a new drug or biological product. These plans are meant to encourage the enrollment of more diverse patient
populations in late- stage clinical trials of FDA- regulated products. Further, on January 31, 2022, the new Clinical Trials
Regulation (EU) No 536 /2014 became effective in the European Union and replaced the prior Clinical Trials Directive 2001 /
20/ EC. We have not previously secured authorization to conduct clinical studies in the EU pursuant to this new regulation and,
accordingly, there is a risk that we may be delayed in commencing such studies. In addition, under the PREA-Pediatric
Research Equity Act of 2003 , a BLA or supplement to a BLA for certain biological products must contain data to assess the
safety and effectiveness of the biological product in all relevant pediatric subpopulations and to support dosing and
administration for each pediatric subpopulation for which the product is safe and effective, unless the sponsor receives a
deferral or waiver from the FDA. A deferral may be granted for several reasons, including a finding that the product or
therapeutic candidate is ready for approval for use in adults before pediatric trials are complete or that additional safety or
effectiveness data needs to be collected before the pediatric trials begin. The applicable legislation in the EU also requires
sponsors to either conduct clinical trials in a pediatric population in accordance with a Pediatric Investigation Plan approved by
the Pediatric Committee of the European Medicines Agency, or EMA, or to obtain a waiver or deferral from the conduct of
these studies by the Pediatric Committee of the EMA. For any of our drug product candidates for which we are seeking
regulatory approval in the U. S. or the EU, we cannot guarantee that we will be able to obtain a waiver or alternatively complete
any required studies and other requirements in a timely manner, or at all, which could result in associated reputational harm and
subject us to enforcement action. Finally, the FDA and comparable authorities in other countries have substantial discretion in
the approval process and may refuse to accept any application or may decide that our data is insufficient for approval and
require additional preclinical, clinical, or other studies. In addition, varying interpretations of the data obtained from preclinical
and clinical testing could delay, limit, or prevent marketing approval of a product candidate. Any marketing approval we
ultimately obtain may be limited or subject to restrictions or post- approval commitments that render the approved product not
commercially viable. If we experience delays in obtaining approval or if we fail to obtain approval of any of our drug product
candidates, the commercial prospects for those drug product candidates may be harmed, and our ability to generate revenues will
be materially impaired. We are subject to regulation in respect of our research and federal funding. Because our licensor has
conducted research under federal grants and we may conduct further research under federal grants, we will be subject to federal
regulation in how we conduct our research and the agreement terms relating to those grants. There are also ethical guidelines
promulgated by various governments and research institutions that we are required to follow in respect of our research. These
guidelines are orientated towards research and experimentation involving humans and animals. Failure to follow the regulations,
agreement terms and accepted scientific practices would jeopardize our grants and our results and the use of the results in
further research and approval circumstances. Because our licensor has used federal funding, the government retains a *“ march-
in ” right in connection with these grants, which is the right to grant additional licenses to practice inventions developed from
grant funding. In December 2023, the National Institute of Standards and Technology, or NIST, released for public comment a
Draft Interagency Guidance Framework for Considering the Exercise of March- In Rights, or the Draft Framework. The Draft
Framework sets forth the factors that an agency may consider when deciding whether to exercise march- in rights pursuant to
the Bayh- Dole Act and includes a first- ever specification that price can be a factor in determining that a drug or other taxpayer-
funded invention is not accessible to the public. NIST is currently seeking public comments on the proposed Draft Framework.
The potential inclusion of price as a factor in a march- in determination and the exercise of “ march- in ” rights by the federal
government could result in decreased demand for our future products, which could have a material adverse effect on our results
of operations and financial condition. In addition, any failure to comply with applicable laws or regulations could harm our
business and divert our management’ s attention. Failure to obtain marketing approval in foreign jurisdictions would prevent any
of our drug product candidates from being marketed in such jurisdictions, which, in turn, would materially impair our ability to
generate revenue. In order to market and sell any of our drug product candidates in the European Union and many other foreign
jurisdictions, we or our collaborators must obtain separate marketing approvals and comply with numerous and varying
regulatory requirements. The approval procedure varies among countries and can involve additional testing. The time required
to obtain approval may differ substantially from that required to obtain FDA approval. The regulatory approval process outside
the United States generally includes all of the same or similar risks associated with obtaining FDA approval. In addition, in
many countries outside the United States, it is required that the product be approved for reimbursement before the product can
be approved for sale in that country. We may not obtain approvals from regulatory authorities outside the United States on a
timely basis, if at all. 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. We may not be able to file for marketing approvals and may not receive necessary
approvals to commercialize our drug product candidates in any jurisdiction, which would materially impair our ability to



generate revenue. Additionally, we could face heightened risks with respect to seeking-obtaining marketing approvat
authorlzatlon inthe UK as a reiult of the Wlthdrawal of the UK from the EU, commonly referred to as BleXlt A—t-fade—&ﬂd-

ea-nd-tdates—rn—t-he—U—Ié Ffe-m—As of J anuary 1, 2624-2025 o1, the Medlcmes and Healthcare Products Regulatory Agency, or
MHRA, is responsible for approving all medicinal products destined for the United Kingdom market (i. e., Great Britain
and Northern Ireland). At the same time , a new international recognition procedure, or IRP, apphes-will apply, which
intends to facilitate approval of pharmaceutical products in the UK. The IRP is open to applicants that have already received an
authorization for the same product from one of the MHRA’ s specified Reference Regulators, or RRs. The RRs notably include
EMA and regulators in the EU / European Economic Area, or EEA , member states for approvals in the EU centralized
procedure and mutual recognition procedure as well as the FDA (for product approvals granted in the U. S.) . However, the
concrete functioning of the IRP is currently unclear. Any delay in obtaining, or an inability to obtain, any marketing approvals 5
as-aresuit-of Brexitorotherwise;may force us or our collaborators to restrict or delay efforts to seek regulatory approval in
the UK for our drgg-product candidates, which could significantly and materially harm our business . In addition, foreign
regulatory authorities may change their approval policies and new regulations may be enacted. For instance, the EU
pharmaceutical legislation is currently undergoing a complete review process, in the context of the Pharmaceutical
Strategy for Europe initiative, launched by the European Commission in November 2020. The European Commission’ s
proposal for revision of several legislative instruments related to medicinal products, which may reduce the duration of
regulatory data protection and exclusivity periods for orphan drugs, and revise the eligibility for expedited pathways in
addition to other changes, was published on April 26, 2023. On April 10, 2024 the European Parliament adopted a
position on the proposal requesting several amendments to the package. The proposed revisions remain to be agreed and
adopted by the European Parliament and European Council and the proposals may therefore be substantially revised
before adoption, which is not anticipated before early 2026. The revisions may, however, have a significant impact on the
pharmaceutical industry and our business in the long term . We expect that we will be subject to additional risks in
commercializing any of our drug product candidates that receive marketing approval outside the United States, including tariffs,
trade barriers and regulatory requirements; economic weakness, including inflation, or political instability in particular foreign
economies and markets; compliance with tax, employment, immigration and labor laws for employees living or traveling
abroad; foreign currency fluctuations, which could result in increased operating expenses and reduced revenue, and other
obligations incident to doing business in another country; and workforce uncertainty in countries where labor unrest is more
common than in the United States. We may seek orphan drug designation for one or more of our drug product candidates, but
even if such designation is granted, we may be unable to maintain any benefits associated with orphan drug designation,
including market exclusivity that prevents the FDA or the EMA from approving other competing products. Under the Orphan
Drug Act, the FDA may designate a product as an orphan drug if it is a drug or biologic intended to treat a rare disease or
condition. A similar regulatory scheme governs approval of orphan products by the EMA in the European Union. Generally, if a
product candidate with an orphan drug designation subsequently receives the first marketing approval for the indication for
which it has such designation, the product is entitled to a period of marketing exclusivity, which precludes the FDA or the EMA
from approving another marketing application for the same product for the same therapeutic indication for that time period. The
applicable period is seven years in the United States and ten years in the European Union. The exclusivity period in the
European Union can be reduced to six years if a product no longer meets the criteria for orphan drug designation, in particular if
the product is sufficiently profitable so that market exclusivity is no longer justified. In order for the FDA to grant orphan drug
exclusivity to one of our products, the agency must find that the product is indicated for the treatment of a condition or disease
with a patient population of fewer than 200, 000 individuals annually in the United States. The FDA may conclude that the
condition or disease for which we seek orphan drug exclusivity does not meet this standard. Even if we obtain orphan drug
exclusivity for a product, that exclusivity may not effectively protect the product from competition because different products
can be approved for the same condition. In addition, even after an orphan drug is approved, the FDA can subsequently approve
the same product for the same condition if the FDA concludes that the later product is clinically superior in that it is shown to be
safer, more effective or makes a major contribution to patient care. Orphan drug exclusivity may also 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 product to meet the needs of the patients with the rare disease or condition. The FDA and Congress may further
reevaluate the Orphan Drug Act and its regulations and policies. This may be particularly true in light of a decision from the
Court of Appeals for the 11th Circuit in September 2021 finding-. In Catalyst Pharms, Inc. v. Becerra, or Catalyst, that court



held that ., for the purpose of determining the scope of erphan drug exclusivity, the term “ same disease or condition ” in the
statute means the designated “ rare disease or condition ” and could not be interpreted by the Ageney-FDA to mean the ¢
indication or use. ” Thus, the court concluded, orphan drug exclusivity applies to the entire designated disease or
condition rather than the approved “ indication or use. ” Although there have been legislative proposals to overrule this
decision, they have not been enacted into law. On January 23, 2023, the FDA announced that, in matters beyond the scope of
that-the Catalyst court order, the FDA will continue to apply its existing regulations tying orphan- drug exclusivity to the uses
or indications for which the orphan drug was-is approved. More recently however We-de-notknow-if-, whenor-how-on
February 14, 2025, a federal district court in Washington, D. C. fully embraced the reasoning of FBA-may-ehange-the
Catalyst decision in another decision challenging the scope of orphan drug fegu-L&&eﬁs—a-nd-pehetes—m—t-he—futufe-exclumvnty
The implications of this decision , and it-its impact is-un Wt s-mightaffee sttres :
yhat-ehanges-the FDA > s implementation of the efeongfess—may—make—te—tts—efphan—Orphan d:mg—Drug Act fegu-L&&eﬁs—a-nd
potieies-, are unclear at this point eur-business-eoutd-be-adversely-impaeted-. I approved, our drug product candidates that are

licensed and regulated as biologics may face competition from biosimilars approved through an abbreviated regulatory pathway.
The Biologics Price Competition and Innovation Act of 2009, or BPCIA, was enacted as part of the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2010, or collectively the PPACA, to
establish an abbreviated pathway for the approval of biosimilar and interchangeable biological products. The regulatory
pathway establishes legal authority for the FDA to review and approve biosimilar biologics, including the possible designation
of a biosimilar as “ interchangeable ” based on its similarity to an approved biologic. Under the BPCIA, a reference biological
product is granted 12 years of data exclusivity from the time of first licensure of the product, and the FDA will not accept an
application for a biosimilar or interchangeable product based on the reference biological product until four years after the date of
first licensure of the reference product In addition, the licensure of a biosimilar product may not be made effective by the FDA
until 12 years from the date on which the reference product was first licensed. During this 12- year period of exclusivity, another
company may still develop and receive approval of a competing biologic, so long as its BLA does not reply on the reference

product sponsor s data or submrt the apphcatron asa brosrmllar apphcatron Thetaw-is-eomplex-andis-stil-being-interpreted

b-}o-}ogtea-l—pfeéuets—We believe that any of the product candrdates we develop asa brologrcal product under aBLA should
qualify for the 12- year period of exclusivity. However, there is a risk that this exclusivity could be shortened due to
congressional action or otherwise, or that the FDA will not consider the subject product candidates to be reference products for
competing products, potentially creating the opportunity for biosimilar competition sooner than anticipated. Moreover, the
extent to which a biosimilar, once approved, will be substituted for any one of the reference products in a way that is similar to
traditional generic substitution for non- biological products will depend on a number of marketplace and regulatory factors that
are still developing. Nonetheless, the approval of a biosimilar to our drug product candidates would have a material adverse
impact on our business due to increased competition and pricing pressure. We may seek fast track designation or breakthrough
therapy and priority review programs for our drug product candidates. Even if our drug product candidates receive one or more
of these designations, the product candidate may not be subject to a faster review process nor does any such designation assure
approval of our drug product candidates. We aim to benefit from the FDA’ s fast track, breakthrough therapy and priority review
programs. However, our drug product candidates may not receive an FDA fast track designation, breakthrough therapy
designation, or priority review. Without fast track designation, submitting a BLA, and getting through the regulatory process to
gain marketing approval is a lengthy process. Under fast track designation, the FDA may initiate review of sections of a fast
track drug’ s BLA before the application is complete. However, the FDA’ s time period goal for reviewing an application does
not begin until the last section of the BLA is submitted. On October 3, 2022, we received fast track designation for CUE- 101
for the treatment of R / M HPV HNSCC as a monotherapy and in combination with KEYTRUDA. The FDA has also established
breakthrough therapy designation, which is for a product that is intended, either alone or in combination with one or more other
products, to treat a serious or life- threatening disease or condition and preliminary clinical evidence indicates that the product
may demonstrate substantial improvement over existing therapies on one or more clinically significant endpoints, such as
substantial treatment effects observed early in clinical development. The FDA may take certain actions with respect to
breakthrough therapies, including holding meetings with the sponsor throughout the development process; providing timely
advice to the sponsor regarding development and approval; involving more senior staff in the review process; assigning a cross-
disciplinary project lead for the review team; and taking other steps to design the clinical trials in an efficient manner. We may
seek breakthrough therapy designation for one or more of our drug product candidates, but there can be no assurance that we
will receive such designation. Under the FDA' s policies, a product candidate is eligible for priority review, or review within a
six- month time frame from the time a complete BLA is accepted for filing, if the product candidate provides a significant
improvement compared to marketed drugs in the treatment, diagnosis or prevention of a disease . Significant improvement may
be illustrated by evidence of increased effectiveness in the treatment of a condition, elimination or substantial reduction
of a treatment- limiting product reaction, documented enhancement of patient compliance that may lead to improvement
in serious outcomes, and evidence of safety and effectiveness in a new subpopulation . A fast track or breakthrough therapy
designated drug product candidate would ordinarily meet the FDA’ s criteria for priority review. The FDA has broad discretion
with respect to whether or not to grant these designations to a product candidate, so even if we believe a particular product
candidate is eligible for such designation or status, the FDA may decide not to grant it. Moreover, any such designation does not
necessarily mean a faster regulatory review process or necessarily confer any advantage with respect to licensure compared to
conventional FDA procedures. As a result, while we may seek and receive these designations for our drug product candidates,
we may not experience a faster development process, review or approval compared to conventional FDA procedures. In



addition, the FDA may withdraw these designations if it believes that the designation is no longer supported by data from our
clinical development program. A delay in the review process or in the approval of our potential products would delay revenue,
if any, from their potential sales and would increase the capital necessary to fund these product development programs. We are
also currently participating in Project Optimus, an initiative of the Oncology Center of Excellence at the FDA. This project
focuses on dose optimization and dose selection in oncology drug development, and whether the current paradigm based on
cytotoxic chemotherapeutics leads to doses and schedules of molecularly targeted therapies that provide more toxicity without
additional efficacy, among other things. By participating in Project Optimus, we have the opportunity to meet with the FDA’ s
Oncology Review Divisions early in our development programs, well before conducting trials intended for registration, to
discuss dose- finding and dose optimization. The program thus allows us to develop strategies for dose finding and dose
optimization that leverages nonclinical and clinical data in dose selection, including randomized evaluations of a range of doses
in trials, with the objective of performing these studies as early as possible in the development program to bring promising new
therapies to patients. There is no assurance, however, that our involvement in this program will lead to early discussions with the
FDA or expedited studies leading to optimization of dose selection for our candidate products. We may seek approval from the
FDA or comparable foreign regulatory authorities to use accelerated development pathways for our drug product candidates. If
we are not able to use such pathways, we may be required to conduct additional clinical trials beyond those that are
contemplated, which would increase the expense of obtaining, and delay the receipt of, necessary marketing approvals, if we
receive them at all. In addition, even if an accelerated approval pathway is available to us, it may not lead to expedited approval
of our drug product candidates, or approval at all. Under the Federal Food, Drug and Cosmetic Act, or the FDCA, and
implementing regulations, the FDA may grant accelerated approval to a product candidate to treat a serious or life- threatening
condition that provides meaningful therapeutic benefit over available therapies, upon a determination that the product has an
effect on a surrogate endpoint or intermediate clinical endpoint that is reasonably likely to predict clinical benefit. The FDA
considers a clinical benefit to be a positive therapeutic effect that is clinically meaningful in the context of a given disease, such
as irreversible morbidity or mortality. For the purposes of accelerated approval, a surrogate endpoint is a marker, such as a
laboratory measurement, radiographic image, physical sign, or other measure that is thought to predict clinical benefit, but is not
itself a measure of clinical benefit. An intermediate clinical endpoint is a clinical endpoint that can be measured earlier than an
effect on irreversible morbidity or mortality that is reasonably likely to predict an effect on irreversible morbidity or mortality or
other clinical benefit measurement of a therapeutic effect that is considered reasonably likely to predict the clinical benefit of a
drug. The accelerated approval pathway may be used in cases in which the advantage of a new drug over available therapy may
not be a direct therapeutic advantage, but is a clinically important improvement from a patient and public health perspective.
Prior to seeking such accelerated approval, we will continue to seek feedback from the FDA or comparable foreign regulatory
agencies and otherwise evaluate our ability to seek and receive such accelerated approval. There can be no assurance that the
FDA or foreign regulatory agencies will agree with our surrogate endpoints or intermediate clinical endpoints in any of our
clinical trials, or that we will decide to pursue or submit any additional applications for accelerated approval or any other form
of expedited development, review or approval. Similarly, there can be no assurance that, after feedback from the FDA or
comparable foreign regulatory agencies, we will continue to pursue or apply for accelerated approval or any other form of
expedited development, review or approval. Furthermore, for any submission of an application for accelerated approval or
application under another expedited regulatory designation, there can be no assurance that such submission or application will
be accepted for filing or that any expedited development, review or approval will be granted on a timely basis, or at all. Finally,
there can be no assurance that we will satisfy all FDA requirements, including new provisions that govern accelerated approval.
For example, with passage of the FDORA in December 2022, Congress modified certain provisions governing accelerated
approval of drug and biologic products. Specifically, the new legislation authorized the FDA to é9-require a sponsor to have its
confirmatory clinical trial underway before accelerated approval is awarded and —éﬂfeqmre-&speﬁs‘eﬁ-ﬁa—pfeéuet—gf&nfed
aeeelerated-approval-to submit progress reports on its post- approval studies to FDA every six months until the study is
completed . Moreover, FDORA established +and-Giuse-cxpedited procedures authorizing FDA to withdraw an accelerated
approval efanNDA-erif certain conditions are met, including where a required BEA-after-the-confirmatory triat-study fails
to verify and describe the predicted produet—s-clinical benefit or where evidence demonstrates the product is not shown to
be safe or effective under the conditions of use . The Further; FDORA—- FDA may also use such procedures to withdraw
an accelerated approval if a sponsor fails to conduct any requiresrequired the-ageney-to-publish-ontts-website—the
rattonate-for-why-a-post- approval study ts—net—appfepﬂafe—eﬁteeesww—of the product with due diligence, including with
respect to “ conditions specified by the Secretary. ” swhenever-it-deetdes-nottorequire-steh-The new procedures include the
provision of due notice and an explanation for a study-upen-granting-aeeelerated-approval-proposed withdrawal, and

opportunities for a meeting with the Commissioner of Food and Drugs, or the Commissioner, or the Commissioner’ s
designee and a written appeal, among other things . We will need to fully comply with these and other requirements in
connection with the development and approval of any product candidate that qualifies for accelerated approval. In March 2023,
the FDA issued draft guidance that outlines its current thinking and approach to accelerated approval. The FDA indicated that
the accelerated approval pathway is commonly used for approval of oncology drugs due to the serious and life- threatening
nature of cancer. Although single- arm trials have been commonly used to support accelerated approval, a randomized controlled
trial is the preferred approach as it provides a more robust efficacy and safety assessment and allows for direct comparisons to
an available therapy. To that end, the FDA outlined considerations for designing, conducting, and analyzing data for trials
intended to support accelerated approvals of oncology therapeutics. Subsequently, in December 2024 and January 2025, the
FDA issued additional draft guidances relating to accelerated approval. These guidances describe FDA’ s views on what
it means to conduct a confirmatory trial with due diligence and how the agency plans to interpret whether such a study
needs to be underway at the time of approval. Whilec this-these guidanee-guidances s-are currently only in draft form and



will ultimately not be legally binding even when finalized, sponsors typically swe-wikneedto-observe the FDA” s guidance
closely to ensure that eur-their investigational products qualify for accelerated approval. Accordingly, a failure to obtain and
maintain accelerated approval or any other form of expedited development, review or approval for our drug product candidates,
or withdrawal of a product candidate, would result in a longer time period until commercialization of such product candidate,
could increase the cost of development of such product candidate and could harm our competitive position in the marketplace.
We may in the future, conduct clinical trials for certain of our drug product candidates at sites outside the United States. The
FDA may not accept data from trials conducted in such locations and the conduct of trials outside the United States could
subject us to additional delays and expense. We may in the future conduct one or more of our clinical trials with trial sites that
are located outside the United States. Although the FDA may accept data from clinical trials conducted outside the United
States, acceptance of these data is subject to certain conditions imposed by the FDA. For example, the clinical trial must be well
designed and conducted and performed by qualified investigators in accordance with good clinical practice. The FDA must be
able to validate the data from the trial through an onsite inspection if necessary. The trial population must also have a similar
profile to the U. S. population, and the data must be applicable to the U. S. population and U. S. medical practice in ways that
the FDA deems clinically meaningful, except to the extent the disease being studied does not typically occur in the United
States. In addition, while these clinical trials are subject to the applicable local laws, the FDA acceptance of the data will be
dependent upon its determination that the trials also complied with all applicable U. S. laws and regulations. There can be no
assurance that the FDA will accept data from clinical trials conducted outside of the United States. If the FDA does not accept
the data from any trial that we conduct outside the United States, it would likely result in the need for additional trials, which
would be costly and time- consuming and delay or permanently halt our development of our drug product candidates. In
addition, the conduct of clinical trials outside the United States could have a significant adverse impact on us or the trial results.
Risks inherent in conducting international clinical trials include: « clinical practice patterns and standards of care that vary
widely among countries; * non- U. S. regulatory authority requirements that could restrict or limit our ability to conduct our
clinical trials; « administrative burdens of conducting clinical trials under multiple non- U. S. regulatory authority schema; ¢
foreign exchange rate fluctuations; and * diminished protection of intellectual property in some countries. To obtain the
necessary approval of our potential products, as a precondition, we will need to conduct various preclinical and clinical tests, all
of which will be costly and time consuming, and may not provide results that will allow us to seek regulatory approval. The
number of preclinical and clinical tests that will be required for regulatory approval varies depending on the disease or condition
to be treated, the method of treatment, the nature of the drug, the jurisdiction in which approval is sought and the applicable
regulations. Regulatory agencies can delay, limit or deny approval of a product for many reasons. For example, regulatory
agencies may:  not deem a product candidate to be safe or effective; « interpret data from preclinical and clinical testing
differently than we do; * not approve the manufacturing processes;  conclude that our drug product candidate does not meet
quality standards for durability, long- term reliability, biocompatibility, compatibility, or safety; and ¢ change their approval
policies or adopt new regulations. The FDA may make requests or suggestions regarding conduct of any clinical trials, resulting
in an increased risk of difficulties or delays in obtaining regulatory approval in the United States. Foreign regulatory agencies
may similarly have the ability to influence any clinical trials occurring outside the United States. Any of these occurrences could
prove materially harmful to our operations and business. Even if we, or any collaborators we may have, obtain marketing
approvals for any of our drug product candidates, the terms of approvals and ongoing regulation of our products could require
the substantial expenditure of resources and may limit how we, or they, manufacture and market our products, which could
materially impair our ability to generate revenue. Any product candidate for which we obtain marketing approval, along with
the manufacturing processes, post- approval clinical data, labeling, advertising, and promotional activities for such product, will
be subject to continual requirements of and review by the FDA and other regulatory authorities. These requirements include
submissions of safety and other post- marketing information and reports, registration and listing requirements, GMP
requirements relating to quality control, quality assurance and corresponding maintenance of records and documents, and
requirements regarding the distribution of samples to physicians and recordkeeping. Even if marketing approval of a product
candidate is granted, the approval may be subject to limitations on the indicated uses for which the product may be marketed or
to the conditions of approval, or contain requirements for costly post- marketing testing and surveillance to monitor the safety or
efficacy of the product. Accordingly, assuming we, or any collaborators we may have, receive marketing approval for one or
more of our drug product candidates, we, and such collaborators, and our and their contract manufacturers will continue to need
to expend time, money, and effort in all areas of regulatory compliance, including manufacturing, production, product
surveillance, and quality control. If we and such collaborators are not able to comply with post- approval regulatory
requirements, we and such collaborators could have the marketing approvals for our products withdrawn by regulatory
authorities and our, or such collaborators’, ability to market any future products could be limited, which could adversely affect
our ability to generate revenue and achieve or sustain profitability. Further, the cost of compliance with post- approval
regulations may have a negative effect on our business, operating results, financial condition, and prospects. If we receive
regulatory approval for any product candidate, we will be subject to ongoing obligations and continuing regulatory review,
which may result in significant additional expense. Our drug product candidates, if approved, could be subject to restrictions or
withdrawal from the market, and we may be subject to penalties if we fail to comply with regulatory requirements or if we
experience unanticipated problems with our drug product candidates, when and if approved. Any drug product candidate for
which we obtain marketing approval will also be subject to ongoing regulatory requirements for labeling, packaging, storage,
distribution, advertising, promotion, record- keeping and submission of safety and other post marketing information. For
example, approved products, manufacturers and manufacturers’ facilities are required to comply with extensive FDA
requirements, including ensuring that quality control and manufacturing procedures conform to eGMRs-- GMPs . As such, we
and our contract manufacturers will be subject to continual review and periodic inspections to assess compliance with eGMPs—



GMPs . Accordingly, we and others with whom we work must continue to expend time, money and effort in all areas of
regulatory compliance, including manufacturing, production and quality control. We will also be required to report certain
adverse reactions and production problems, if any, to the FDA and to comply with requirements concerning advertising and
promotion for our products. In addition, even if marketing approval of a product candidate is granted, the approval may be
subject to limitations on the indicated uses for which the product may be marketed, may be subject to significant conditions of
approval or may impose requirements for costly post- marketing testing and surveillance to monitor the safety or efficacy of the
product. The FDA may also require a Risk Evaluation and Mitigation Strategy, or REMS , as a condition of approval of our
drug product candidates, which could include requirements for a medication guide, physician communication plans or additional
elements to ensure safe use, such as restricted distribution methods, patient registries and other risk minimization tools. If a
regulatory agency discovers 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, or disagrees with the promotion, marketing or
labeling of a product, it may impose restrictions on that product or us. In addition, if any product fails to comply with applicable
regulatory requirements, a regulatory agency may:  issue fines, warning letters, untitled letters or impose holds on clinical trials
if any are still ongoing; * mandate modifications to promotional materials or require provision of corrective information to
healthcare practitioners; * impose restrictions on the product or its manufacturers or manufacturing processes; ® impose
restrictions on the labeling or marketing of the product; « impose restrictions on product distribution or use; * require post-
marketing clinical trials;  require withdrawal of the product from the market; * refuse to approve pending applications or
supplements to approved applications that we submit; ¢ require recall of the product; ¢ require entry into a consent decree, which
can include imposition of various fines (including restitution or disgorgement of profits or revenue), reimbursements for
inspection costs, required due dates for specific actions and penalties for non- compliance; ¢ suspend or withdraw marketing
approvals; ¢ refuse to permit the import or export of the product;  seize or detain supplies of the product; or ¢ issue injunctions
or impose civil or criminal penalties. Firati=Further , our ability to develop and market new drug products may be impacted by
engomng-litigation challenging the FDA’ s approval of mifepristerie-another company’ s drug product . In Speeifieally;on
April 42023, the U. S. District Court for the Northern District of Texas stayed-invalidated the approval by the FDA of
mifepri%tone a drug produet which was 0r101nally approved in 2000 and whose distribution is governed by various eeﬂd-l-t—teﬁs

ﬂ&e—Appea-ls—Getﬂ@t—dld hold thdt pldlntlﬁs were hkely to prevall n then Clalm that Chdnﬂes allowm;: for expanded access of
mifepristone t-h&t— whlch the FDA authorized in 2016 and 2()21 , Were dl‘bltldly and CclpIILIOUS In June eﬁ—Sepfember—S—Z’-GQ%

U—S—Sumeme C 0u1t reversed that te—feﬂew—t-he—ﬁppea-ls—eetm—deuslon after unammously ﬁndmg that the plalntlffs (antl-
abortion doctors and organizations) did not have standing to bring this legal action against the FDA . On Deeember13
October 11 , 2023-2024 . the Attorneys General of three states (Missouri, Idaho and Kansas) filed an amended complaint
in the district court in Texas challenging FDA’ s actions. On January 16, 2025, the district court agreed to allow these
states to file an amended complaint and continue to pursue this challenge. Depending on the outcome of this litigation,
our ability to develop new drug product candidates and to maintain approval of existing drug products could be delayed,
undermined or subject to protracted litigation. In addition, we could be adversely affected by several significant
administrative law cases decided by the U. S. Supreme Court granted-in 2024. In Loper Bright Enterprises v. Raimondo,
for example, the court overruled Chevron U. S. A., Inc. v. Natural Resources Defense Council, Inc., which for 40 years
required federal courts to defer to permissible agency interpretations of statutes that are silent or ambiguous on a
particular topic. The U. S. Supreme Court stripped federal agencies of this presumptive deference and held that courts
must exercise their independent judgment when deciding whether an agency such as the FDA acted within its statutory
authority under the Administrative Procedure Act, or the APA. Additionally, in Corner Post, Inc. v. Board of Governors
of the Federal Reserve System, the court held that actions to challenge a federal regulation under the APA can be
initiated within six years of the date of injury to the plaintiff, rather than the date the rule is finalized. The decision
appears to give prospective plaintiffs a personal statute of limitations to challenge longstanding agency regulations.
Another decision, Securities and Exchange Commission v. Jarkesy, overturned regulatory agencies’ ability to impose
civil penalties in administrative proceedings. These decisions could introduce additional uncertainty into the regulatory
process and may result in additional legal challenges to actions taken by federal regulatory agencies, including the FDA
and CMS, that we rely on. In addition to potential changes to regulations as a result of legal challenges, these petitionsfor
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other impacts, any of which could adversely impact our business and operations . We cannot predict the likelihood, nature
or extent of government regulation that may arise from future legislation or administrative action, either in the United States or
abroad. If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or
if we are not able to maintain regulatory compliance, we may lose any approval that we may have obtained and we may not
achieve or sustain profitability. Further, any government investigation of alleged violations of law could require us to expend
significant time and resources in response and could generate negative publicity. The occurrence of any event or penalty
described above may inhibit our ability to commercialize any drug product candidates we develop and adversely affect our
business, financial condition, results of operations, and prospects. Similar restrictions apply to the approval of our products in
the EU. The holder of a marketing authorization is required to comply with a range of requirements applicable to the
manufacturing, marketing, promotion and sale of medicinal products. These include: compliance with the EU’ s stringent
pharmacovigilance or safety reporting rules, which can impose post- authorization studies and additional monitoring obligations;
the manufacturing of authorized medicinal products, for which a separate manufacturer’ s license is mandatory; and the
marketing and promotion of authorized drugs, which are strictly regulated in the EU and are also subject to EU Member State
laws. The failure to comply with these and other EU requirements can also lead to significant penalties and sanctions. Any
regulatory approval to market our products will be limited by indication. If we fail to comply or are found to be in violation of
FDA regulations restricting the promotion of our products for unapproved uses, we could be subject to criminal penalties,
substantial fines or other sanctions and damage awards. The regulations relating to the promotion of products for unapproved
uses are complex and subject to substantial interpretation by the FDA, EMA, MHRA and other government agencies. In
September 2021, the FDA published final regulations which describe the types of evidence that the agency will consider in
determining the intended use of a drug product. Physicians may nevertheless prescribe our products off- label to their patients in
a manner that is inconsistent with the approved label. We intend to implement compliance and training programs designed to
ensure that our sales and marketing practices comply with applicable regulations. Notwithstanding these programs, the FDA or
other government agencies may allege or find that our practices constitute prohibited promotion of our products for unapproved
uses. We also cannot be sure that our employees will comply with company policies and applicable regulations regarding the
promotion of products for unapproved uses. Notwithstanding the regulatory restrictions on off- label promotion, the FDA and
other regulatory authorities allow companies to engage in truthful, non- misleading, and non- promotional scientific
communications concerning their products in certain circumstances. For example, in Oeteber-January 2623-2025 , the FDA
published draft-final guidance outlining its the-ageney—s-nen—binding-policies governing the distribution of screntlﬁc
information en-to healthcare providers about unapproved uses to-healtheare-providers-of approved products . This-draft-The
final guidance calls for such communications to be truthful, non- misleading ;faetaat-and unbtased-scientifically sound and to
include all information necessary for healthcare providers to interpret the strengths and weaknesses and validity and utility of
the information about the unapproved use of the approved product. If a company engages in such communications
consistent with the guidance’ s recommendations, the FDA indicated that it will not treat such communications as
evidence of unlawful promotion of a new intended use for the approved product . In addition, under some relatively recent
guidance from the FDA and the Pre- Approval Information Exchange Act, or PIE Act, signed into law as part of the
Consolidated Appropriations Act of 2023, companies may also promote information that is consistent with the prescribing
information and proactively speak to formulary committee members of payors regarding data for an unapproved drug or
unapproved uses of an approved drug. We may engage in these discussions and communicate with healthcare providers, payors
and other constituencies in compliance with all applicable laws, regulatory guidance and industry best practices. We will need to
carefully navigate the FDA’ s various regulations, guidance and policies, along with recently enacted legislation, to ensure
compliance with restrictions governing promotion of our products. In recent years, a significant number of pharmaceutical and
biotechnology companies have been the target of inquiries and investigations by various federal and state regulatory,
investigative, prosecutorial and administrative entities in connection with the promotion of products for unapproved uses and
other sales practices, including the U. S. Department of Justice and various U. S. Attorneys’ Offices, the Office of Inspector
General of the-HHS, the FDA, the Federal Trade Commission, or the FTC, and various state Attorneys General offices. These
investigations have alleged violations of various federal and state laws and regulations, including claims asserting antitrust
violations, violations of the FDCA, the False Claims Act, the Prescription Drug Marketing Act and anti- kickback laws and
other alleged violations in connection with the promotion of products for unapproved uses, pricing and Medicare and / or
Medicaid reimbursement. Many of these investigations originate as “ qui tam ” actions under the False Claims Act. Under the
False Claims Act, any individual can bring a claim on behalf of the government alleging that a person or entity has presented a
false claim or caused a false claim to be submitted to the government for payment. The person bringing a qui tam suit is entitled
to a share of any recovery or settlement. Qui tam suits, also commonly referred to as “ whistleblower suits, ” are often brought
by current or former employees. In a qui tam suit, the government must decide whether to intervene and prosecute the case. If it
declines, the individual may pursue the case alone. If the FDA or any other governmental agency initiates an enforcement
action against us or if we are the subject of a qui tam suit and it is determined that we violated prohibitions relating to the
promotion of products for unapproved uses, we could be subject to substantial civil or criminal fines or damage awards and
other sanctions such as consent decrees and corporate integrity agreements pursuant to which our activities would be subject to
ongoing scrutiny and monitoring to ensure compliance with applicable laws and regulations. Any such fines, awards or other
sanctions would have an adverse effect on our revenue, business, financial prospects and reputation. Disruptions at Inadequate
f-&ndmg—fer—the FDA sthe-SE€-and other government agencies caused by funding shortages , global health concerns

, personnel losses or-other-disruptions-to-these-agenetesoperations-, or regulatory
reform could hinder their ability to hire and retain key leadership and other personnel or 0therw1se prevent new products and
services from being developed or commercialized in a timely manner © v g




neormal-bustnessfune W RessHa v, which could negatively impact our business. The
ability of the FDA to review and approve new products can be affected by a variety of factors, including government budget and
funding levels, ability to hire and retain key personnel and accept the payment of user fees, and statutory, regulatory and policy
changes, which has caused average review times at the agency to fluctuate in recent years. Disruptions at the FDA and other
agencies may also slow the time necessary for new product candidates to be reviewed and / or approved by necessary
government agencies, which would adversely affect our business. In addition, government funding of the Securities and
Exchange Commission, or SEC , and other government agencies on which our operations may rely, including those that fund
research and development activities or enable capital raising activities, is subject to the political process, which is inherently
fluid and unpredictable . Further, while the FDA’ s review of BLAs and other applications is funded through the user fee
program established under the Prescription Drug User Fee Act, the Trump Administration has indicated that it will be
reviewing that program and its implementation . Disruptions at the FDA and other agencies may also slow the time
necessary for new product candidates to be reviewed and / or approved by necessary government agencies, which would
adversely affect our business. For example, over the last several years the U. S. government has shut down several times and
certain regulatory agencies, such as 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 occurs, 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.
Separately-In addition , inresponse-disruptions may result from events similar to the COVID- 19 pandemic . During the
COVID- 19 pandemic , a number of companies announced receipt of complete response letters due to the FDA’ s inability to
complete required inspections for their applications. Further;-In the event of a similar public health emergency in the future ,
the FDA may not be able to continue its current pace and review timelines could be extended. Regulatory authorities
outside the United States facing similar circumstances may adopt similar restrictions or other policy measures in
response to a similar public health emergency and may also experience delays in their regulatory activities. There is also
substantial uncertainty as to how measures being implemented by the new Trump Administration across the government
shutdowns-or-will impact the FDA, CMS and other events-eonld-impaet-the-SEC-federal agencies with jurisdiction over our
activities. For example, since taking office, President Trump has issued a number of executive orders , which could harat
have a significant impact on the manner in which the FDA conducts its operations and engages in regulatory and
oversight activities. These include E. O. 14192, “ Unleashing Prosperity Through Deregulation, ” January 31, 2025; E. O.
14212, “ Establishing the President’ s Make America Healthy Again Commission, ” February 13, 2025; and E. O. 14219,
“ Ensuring Lawful Governance and Implementing the President’ s ¢ Department of Government Efficiency’
Deregulatory Initiative, ” February 19 2025 If these ott— or other orders or executive actions impose constraints on
FDA’ s ability to engage aeeess s-and ary-eapital-in oversight erderto-property-eapitalize-and
eontinte-implementation activities in the normal course, our business may be negatively impacted. In addition, the loss of
FDA personnel could lead to further disruptions and delays in FDA review and oversight of our product candidates.
Similarly, efforts by the new administration to substantially reduce our-- or eperations-delay research funding by the
National Institutes of Health of medical research could have substantial direct or indirect impacts on our research
activities . Accordingly, if a prolonged government shutdown or other disruption occurs, 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. Future shutdowns or other disruptions could also affect other government agencies such as the SEC, which may also
impact our business by delaying review of our public filings, to the extent such review is necessary, and our ability to access the
public markets. Our relationships with healthcare providers, physicians, and third- party payors will be subject to applicable
anti- kickback, fraud and abuse, and other healthcare laws and regulations, which could expose us to criminal sanctions, civil
penalties, contractual damages, reputational harm, and diminished profits and future earnings. Healthcare providers, physicians,
and third- party payors play a primary role in the recommendation and prescription of any of our drug product candidates for
which we obtain marketing approval. Our future arrangements with third- party payors and customers may expose us to broadly
applicable fraud and abuse and other healthcare laws and regulations that may constrain the business or financial arrangements
and relationships through which we market, sell, and distribute our products for which we obtain marketing approval.
Restrictions under applicable federal and state healthcare laws and regulations include the following: ¢ the federal healthcare
anti- kickback statute prohibits, among other things, persons from knowingly and willfully soliciting, offering, receiving, or
providing remuneration, directly or indirectly, in cash or in kind, to induce or reward either the referral of an individual for, or
the purchase, order, or recommendation of, any good or service, for which payment may be made under federal and state
healthcare programs such as Medicare and Medicaid; * the federal False Claims Act imposes criminal and civil penalties,
including civil whistleblower or qui tam actions, against individuals or entities for knowingly presenting, or causing to be
presented, to the federal government, claims for payment or approval from Medicare, Medicaid, or other government payors that
are false or fraudulent or making a false statement to avoid, decrease, or conceal an obligation to pay money to the federal
government, with potential liability including mandatory treble damages and significant per- claim penalties; ¢ the federal Health
Insurance Portability and Accountability Act of 1996, as further amended by the Health Information Technology for Economic
and Clinical Health Act, which imposes certain requirements, including mandatory contractual terms, with respect to
safeguarding the privacy, security, and transmission of individually identifiable health information without appropriate
authorization by entities subject to the rule, such as health plans, health care clearinghouses, and health care providers; ¢ the
federal false statements statute, which prohibits knowingly and willfully falsifying, concealing, or covering up a material fact or
making any materially false statement in connection with the delivery of or payment for healthcare benefits, items, or services; ¢
the federal transparency requirements under the federal Physician Payment Sunshine Act, which requires manufacturers of
drugs, devices, biologics, and medical supplies to report to the-HHS information related to payments and other transfers of value




to physicians, other healthcare providers and teaching hospitals, and ownership and investment interests held by physicians and
their immediate family members and applicable group purchasing organizations; and ¢ analogous state laws and regulations,
such as state anti- kickback and false claims laws, which may apply to sales or marketing arrangements and claims involving
healthcare items or services reimbursed by non- governmental third- party payors, including private insurers, and certain state
laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary compliance guidelines and
the relevant compliance guidance promulgated by the federal government in addition to requiring drug manufacturers to report
information related to payments to physicians and other health care providers or marketing expenditures. Because of the breadth
of these laws and the narrowness of the statutory exceptions and safe harbors available, it is possible that some of our business
activities could be subject to challenge under one or more of such laws. If our operations are found to be in violation of any of
the laws described above or any other government regulations that apply to us, we may be subject to penalties, including civil
and criminal penalties, damages, fines, exclusion from participation in government health care programs, such as Medicare and
Medicaid, imprisonment, and the curtailment or restructuring of our operations, any of which could adversely affect our
business, financial condition, results of operations, and prospects. The provision of benefits or advantages to physicians to
induce or encourage the prescription, recommendation, endorsement, purchase, supply, order, or use of medicinal products is
prohibited in the European Union. The provision of benefits or advantages to physicians is also governed by the national anti-
bribery laws of European Union Member States, such as the UK Bribery Act 2010. Infringement of these laws could result in
substantial fines and imprisonment. Payments made to physicians in certain European Union Member States must be publicly
disclosed. Moreover, agreements with physicians often must be the subject of prior notification and approval by the physician’ s
employer, his or her competent professional organization, and / or the regulatory authorities of the individual European Union
Member States. These requirements are provided in the national laws, industry codes, or professional codes of conduct
applicable in the European Union Member States. Failure to comply with these requirements could result in reputational risk,
public reprimands, administrative penalties, fines, or imprisonment. Efforts to ensure that our business arrangements with third
parties will comply with applicable healthcare 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 healthcare 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, exclusion from government funded healthcare programs, such as
Medicare and Medicaid, and the curtailment or restructuring of our operations. If any of the physicians or other providers or
entities with whom we expect to do business are found to be not in compliance with applicable laws, they may be subject to
criminal, civil, or administrative sanctions, including exclusions from government funded healthcare programs. Liabilities they
incur pursuant to these laws could result in significant costs or an interruption in operations, which could have a material
adverse effect on our business, financial condition, results of operations, and prospects. If commercial third- party payors or
government payors fail to provide coverage or adequate reimbursement, our revenue and prospects for profitability would be
harmed. There is increasing pressure on biotechnology and pharmaceutical companies to reduce healthcare costs. In the United
States, these pressures come from a variety of sources, such as managed care groups and institutional and government
purchasers. Increased purchasing power of entities that negotiate on behalf of federal healthcare programs and private sector
beneficiaries could increase pricing pressures in the future. Such pressures may also increase the risk of litigation or
investigation by the government regarding pricing calculations. The biotechnology and pharmaceutical industries will likely
face greater regulation and political and legal actions in the future. There is increased uncertainty related to the insurance
coverage and reimbursement of newly approved products. In the United States, the principal decisions about reimbursement for
new products are typically made by the Centers for Medicare & Medicaid Services, or CMS, an agency within HHS, as CMS
decides whether and to what extent a new product will be covered and reimbursed under Medicare. Private payors tend to follow
CMS to a substantial degree. It is difficult to predict what CMS will decide with respect to reimbursement. Adverse pricing
limitations may hinder our ability to recoup our investment in one or more future drug product candidates, even if our future
drug product candidates obtain regulatory approval. Adverse pricing limitations prior to approval will also adversely affect us by
reducing our commercial potential. Our ability to commercialize any potential products successfully also will depend in part on
the extent to which reimbursement for these products and related treatments becomes available from government health
administration authorities, private health insurers and other organizations. Government authorities and third- party payors, such
as private health insurers, pharmacy benefit managers, and health maintenance organizations, decide which medications they
will pay for and establish reimbursement levels. A significant trend in the U. S. healthcare industry and elsewhere is cost
containment. Government authorities and these third- party payors have attempted to control costs by limiting coverage and the
amount of reimbursement for particular medications. Increasingly, third- party payors are requiring that companies provide
them with predetermined discounts from list prices and are challenging the prices charged for medical products. We cannot be
sure that coverage and reimbursement will be available for any product that we commercialize in the future and, if
reimbursement is available, what the level of reimbursement will be. Reimbursement may impact the demand for, or the price
of, any product for which we obtain marketing approval in the future. If reimbursement is not available or is available only to
limited levels, we may not be able to successfully commercialize any product candidate that we successfully develop. There
may be significant delays in obtaining reimbursement for approved products, and coverage may be more limited than the
purposes for which the product is approved by the FDA or regulatory authorities in other countries. Moreover, eligibility for
reimbursement does not imply that any product will be paid for in all cases or at a rate that covers our costs, including research,
development, manufacture, sale and distribution. Interim payments for new products, if applicable, may also not be sufficient to
cover our costs and may not be made permanent. Payment rates may vary according to the use of the product and the clinical
setting in which it is used, may be based on payments allowed for lower cost products that are already reimbursed and may be



incorporated into existing payments for other services. Net prices for products may be reduced by mandatory discounts or
rebates required by government healthcare programs or private payors and by any future relaxation of laws that presently restrict
imports of products from countries where they may be sold at lower prices than in the United States. Our inability to promptly
obtain coverage and profitable payment rates from both government funded and private payors for future products that we
develop could have a material adverse effect on our operating results, our ability to raise capital needed to commercialize
potential products and our overall financial condition. Recently enacted and future legislation may increase the difficulty and
cost for us to obtain marketing approval of and commercialize our drug product candidates and affect the prices we may obtain
for any products that are approved in the United States or foreign jurisdictions. In the United States and some foreign
jurisdictions, there have been a number of legislative and regulatory changes and proposed changes regarding the healthcare
system that could prevent or delay marketing approval of our drug product candidates, restrict or regulate post- approval
activities and affect our ability to profitably sell any drug product candidates for which we obtain marketing approval. The
pharmaceutical industry has been a particular focus of these efforts and have been significantly affected by legislative initiatives.
Current laws, as well as other healthcare reform measures that may be adopted in the future, may result in more rigorous
coverage criteria and in additional downward pressure on the price that we receive for any FDA approved product. In the United
States, the Medicare Prescription Drug, Improvement, and Modernization Act of 2003, or the MMA, changed the way Medicare
covers and pays for pharmaceutical products. The legislation expanded Medicare coverage for drug purchases by the elderly and
introduced a new reimbursement methodology based on average sales prices for physician- administered drugs. In addition, this
legislation provided authority for limiting the number of drugs that will be covered in any therapeutic class. Cost reduction
initiatives and other provisions of this legislation could decrease the coverage and price that we receive for any approved
products. While the MMA applies only to drug benefits for Medicare beneficiaries, private payors often follow Medicare
coverage policy and payment limitations in setting their own reimbursement rates. Therefore, any reduction in reimbursement
that results from the MMA may result in a similar reduction in payments from private payors. In March 2010, the PPACA was
signed into law. In addition, other legislative changes have been proposed and adopted since the PPACA was enacted. In
August 2011, the Budget Control Act of 2011, among other things, created measures for spending reductions by Congress. A
Joint Select Committee on Deficit Reduction, tasked with recommending a targeted deficit reduction of at least $ 1. 2 trillion for
the years 2013 through 2021, was unable to reach required goals, thereby triggering the legislation’ s automatic reduction to
several government programs. These changes included aggregate reductions to Medicare payments to providers of up to 2 % per
fiscal year, which went into effect in April 2013 and will remain in effect through 2031 pursuant to the Coronavirus Aid, Relief,
and Economic Security Act, or the CARES Act. The American Taxpayer Relief Act of 2012, among other things, reduced
Medicare payments to several providers and increased the statute of limitations period for the government to recover
overpayments to providers from three to five years. These new laws may result in additional reductions in Medicare and other
healthcare funding and otherwise affect the prices we may obtain for any of our drug product candidates for which we may
obtain regulatory approval or the frequency with which any such product candidate is prescribed or used. Indeed, under current
legislation, the actual reductions in Medicare payments may vary up to 4 %. The Consolidated Appropriations Act, which was
signed into law in December 2022, made several changes to sequestration of the Medicare program. Section 1001 of the Act
delays the 4 % Statutory Pay- As- You- Go Act 0of 2010, or PAYGO, sequester for two years, through the end of calendar year
2024. Triggered by enactment of the American Rescue Plan Act of 2021, the 4 % cut to the Medicare program would have taken
effect in January 2023. The Act’ s healthcare offset title includes Section 4163, which extends the 2 % Budget Control Act of
2011 Medicare sequester for six months into fiscal year 2032 and lowers the payment reduction percentages in fiscal years 2030
and 2031. Since enactment of the PPACA, there have been, and continue to be, numerous legal challenges and Congressional
actions to repeal and replace provisions of the law. For example, with enactment of the Tax Cuts and Jobs Act of 2017, or the
TCJA, Congress repealed the “ individual mandate. ” The repeal of this provision, which requires most Americans to carry a
minimal level of health insurance, became effective in 2019. Further, on June 17, 2021, the U. S. Supreme Court dismissed an
action challenging the PPACA after finding that the plaintiffs did not have standing to challenge the constitutionality of the law.
Litigation and legislation over the PPACA are likely to continue, with unpredictable and uncertain results. Fhre-former-During
the first Trump Administration, the Congress and administration alse-teek-sought to overturn the PPACA and related
measures. Shortly after taklng ofﬁce inJ anuary 2025 Presndent Trump revoked numerous cxccutive orders issued by
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could impact the prices we obtain for our products, if approved. The prices of prescription pharmaceuticals have been the
subject of considerable legislative and executive actions in the United States. There have been severatreeent-U. S. congressional
inquiries, as well as proposed and enacted state and federal legislation designed to, among other things, bring more transparency
to pharmaceutical pricing, review the relationship between prlclng and manufaeunel patlent program@ and reduce the costs of
pharmaceutlcal% under Medicare and Medlcald I W v v rtende h

October 2020 HHS and the F DA pubhshed a ﬁnal rule allow1ng states and other entities to develop a Sectlon 804 hnportatlon
Program, or SIP, to import certain prescription drugs from Canada into the United States. That regulation was challenged in a
lawsuit by the Pharmaceutical Research and Manufacturers of America, or PhARMA, but the case was dismissed by a federal
dlqtrlet court in F ebruary 2023 after the court found that PhRMA did not have itandlng to sue HHS Nine-Seven states

o 0 - p Mexieo; Ne 6 , in)-have passed laws
allowmg for the 1mportat10n of drugs from Canada Three Geftatn—ef—t-hese—qtateg have passed leglslatlon establishing
workgroups to examine the impact of a state importation program. As of May 2024, five states had submitted Section 804
Importation Program proposals to the and-are-awaiting-F DA approval-On-and, on January 5, 2623-2024 . the FDA approved
Florida” s plan for Canadian drug importation . That state now has authority to import certain drugs from Canada for a
period of two years once certain conditions are met. Florida will first need to submit a pre- import request for each drug
selected for importation, which must be approved by the FDA. The state will also need to relabel the drugs and perform
quality testing of the products to meet FDA standards . Further, on November 20, 2020, HHS finalized a regulation
removing safe harbor protection for price reductions from pharmaceutical manufacturers to plan sponsors under Part D, either
directly or through pharmacy benefit managers, unless the price reduction is required by law. The final rule would eliminate the
current safe harbor for Medicare drug rebates and create new safe harbors for beneficiary point- of- sale discounts and pharmacy
benefit manager service fees. It originally was set to go into effect on January 1, 2022, but with passage of the Inflation
Reduction Act 0of 2022, or IRA, has been delayed by Congress to January 1, 2032. More recently, on August 16, 2022, the IRA
was signed into law by the President of the United States. The new legislation has implications for Medicare Part D, which is a
program available to individuals who are entitled to Medicare Part A or enrolled in Medicare Part B to give them the option of
paying a monthly premium for outpatient prescription drug coverage. Among other things the IRA requires manufacturers of
certain drugs to engage in price negotiations with Medleare (beglnnlng in 2026) Wlth prlce@ that can be negotlated iubJect toa
cap , imposesrebates-tnderMedieare-Part B-and it Mediea e h ee-trfla
#2623 -andreplaces the Part D coverage gap discount program Wlth anew dlqcountlng program (beglnnlng in 2025) In
addition, the IRA established inflation rebate programs under Medicare Part B and Part D. These programs require
manufacturers to pay rebates to Medicare if they raise their prices for certain Part B and Part D drugs faster than the
rate of inflation. On December 9, 2024, with issuance of its 2025 Physician Fee Schedule final regulation, CMS finalized
its rules governing the IRA inflation rebate programs . The IRA permits the Secretary of HHS to implement many of these
provisions through guidance, as opposed to regulation, for the initial years. Specifically, with respect to price negotiations,
Congress authorized Medicare to negotiate lower prices for certain costly single- source drug and biologic products that do not
have competing generics or biosimilars and are reimbursed under Medicare Part B and Part D. CMS may negotiate prices for
ten high- cost drugs paid for by Medicare Part D starting in 2026, followed by 15 Part D drugs in 2027, 15 Part B or Part D
drugs in 2028, and 20 Part B or Part D drugs in 2029 and beyond. This provision applies to drug products that have been
approved for at least nine years and biologics that have been licensed for 13 years, but it does not apply to drugs and biologics
that have been approved for a single rare disease or condition. Nonetheless, since CMS may establish a maximum price for
these products in price negotiations, we would be fully at risk of government action if our products are the subject of Medicare
price negotiations. Moreover, given the risk that could be the case, these provisions of the IRA may also further heighten the
risk that we would not be able to achieve the expected return on our drug products or full value of our patents protecting our
products if prices are set after such products have been on the market for nine years. The On June 6,2023,Merck & Co.filed a
lawsuit against the HHS and CMS asserting that,among other things,the IRA’ s Drug Price Negotiation Program for Medicare
constitutes an uncompensated taking in violation of the Fifth Amendment of the Constitution.Subsequently,a number of other
parties,including the U.S.Chamber of Commerce,Bristol Myers Squibb Company,PhRMA,Astellas,Novo Nordisk,Janssen
Pharmaceuticals,Novartis,AstraZeneca and Boehringer Ingelheim,also filed lawsuits in various courts with similar constitutional
claims against the HHS and CMS We expect that htlgatlon mvolvmg {-H-I—S—has—geﬁef&Hyeﬁﬁn—the—Strbst&nfwe—dtspmes—m
these eases;-and va S shav ding-the-other merits-provisions of the
fegalIRA will cont1nue,w1th unpredlctable and uncertam results Accordmgly,whlle legislation subjects drug manufacturers
to civil monetary penalties and a potential excise tax for failing to comply with the legislation by offering a price that is not
equal to or less than the negotiated “ maximum fair price ”” under the law or for taking price increases that exceed inflation. In
addition to the drug price negotiation program, the IRA established inflation rebate programs under Medicare Part B
and Part D. The-These programs legistation-alsorequites— require manufacturers to pay rebates to fer-drags-n-Medicare if
they raise their prices for certain Part B and Part D whese-priee-inereases—exeeced-drugs faster than the rate of inflation .
On December 9, 2024, with issuance of its 2025 Physician Fee Schedule final regulation, CMS finalized its rules
governing the IRA inflation rebate programs . The new law also caps Medicare out- of- pocket drug costs at-anestimated-$




4—999—&—year—i—n—29%4—aﬂd—therea—fter—begiﬂﬂmg—iﬂ—292§—at $ 2, 000 a year. In addition, the IRA potentially raises legal risks with

respect to individuals participating in a Medicare Part D prescription drug plan who may experience a gap in coverage if they
required coverage above their initial annual coverage limit before they reached the higher threshold, or “ catastrophic period ” of
the plan. Individuals requiring services exceeding the initial annual coverage limit and below the catastrophic period, must pay
100 % of the cost of their prescriptions until they reach the catastrophic period. Among other things, the IRA contains many
provisions aimed at reducing this financial burden on individuals by reducing the co- insurance and co- payment costs,
expanding eligibility for lower income subsidy plans, and placing price caps on annual out- of- pocket expenses, each of which
could have potential pricing and reporting implications. On June 6, 2023, Merck...... and uncertain results. Accordingly, while
While it is currently unclear how the IRA will be effectuated, we cannot predict with certainty what impact any federal or state
health reforms will have on us, but such changes could impose new or more stringent regulatory requirements on our activities
or result in reduced relmbursement for our products any of Wthh could adversely affect our bus1ness results of operatlons and
financial condition. Whie-ttis-etrren W A effeetta prediet-w ertatn hat-impae

bsiftess;restlts pera al-eondition: At the state level, 1nd1V1dua1 states are 1ncreasmgly aggressive in passmg
1eg1s1at10n and 1mplement1ng regulatlons designed to control pharmaceutical and biological 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. In
addition, regional health care organizations and individual hospitals are increasingly using bidding procedures to determine what
pharmaceutical products and which suppliers will be included in their prescription drug and other health care programs. These
measures could reduce the ultimate demand for our products, once approved, or put pressure on our product pricing. We expect
that additional state and federal healthcare reform measures will be adopted in the future, any of which could limit the amounts
that federal and state governments will pay for healthcare products and services, which could result in reduced demand for our
drug product candidates or additional pricing pressures . This may be increasingly true with respect to products approved
pursuant to the accelerated approval pathway. State Medicaid programs and other payers are developing strategies and
implementing significant coverage barriers, or refusing to cover these products outright, arguing that accelerated
approval drugs have insufficient or limited evidence despite meeting the FDA’ s standards for accelerated approval . In
countries outside of the United States, particularly the countries of the European Union, the pricing of prescription
pharmaceuticals is subject to governmental control. In these countries, pricing negotiations with governmental authorities can
take considerable time after the receipt of marketing approval for a product. To obtain reimbursement or pricing approval in
some countries, we may be required to conduct a clinical trial that compares the cost- effectiveness of our drug product
candidate to other available therapies. If reimbursement of our products is unavailable or limited in scope or amount, or if
pricing is set at unsatisfactory levels, our business could be harmed, possibly materially. Compliance with the HIPAA security,
privacy and breach notification regulations may increase our costs. The HIPAA privacy, security and breach notification
regulations, including the expanded requirements under HITECH, establish comprehensive federal standards with respect to the
uses and disclosures of protected health information, or PHI, by health plans, healthcare providers and healthcare
clearinghouses, in addition to setting standards to protect the confidentiality, integrity and security of PHI. The regulations
establish a complex regulatory framework on a variety of subjects, including: * the circumstances under which uses and
disclosures of PHI are permitted or required without a specific authorization by the patient, including but not limited to treatment
purposes, activities to obtain payments for our services, and our healthcare operations activities; * a patient’ s rights to access,
amend and receive an accounting of certain disclosures of PHI; ¢ requirements to notify individuals if there is a breach of their
PHI; » the contents of notices of privacy practices for PHI; « administrative, technical and physical safeguards required of
entities that use or receive PHI; and ¢ the protection of computing systems maintaining electronic PHI. We have implemented
practices intended to meet the requirements of the HIPAA privacy, security and breach notification regulations, as required by
law. We are required to comply with federal privacy, security and breach notification regulations as well as varying state
privacy, security and breach notification laws and regulations, which may be more stringent than federal HIPAA requirements.
In addition, for healthcare data transfers from other countries relating to citizens of those countries, we must comply with the
laws of those countries. The federal privacy regulations restrict our ability to use or disclose patient identifiable data, without
patient authorization, for purposes other than payment, treatment, healthcare operations and certain other specified disclosures
such as public health and governmental oversight of the healthcare industry. HIPAA provides for significant fines and other
penalties for wrongful use or disclosure of PHI, including potential civil and criminal fines and penalties. Computer networks
are always vulnerable to breach and unauthorized persons may in the future be able to exploit weaknesses in the security
systems of our computer networks and gain access to PHI. Additionally, we share PHI with third parties who are legally
obligated to safeguard and maintain the confidentiality of PHI. Unauthorized persons may be able to gain access to PHI stored
in such third- parties computer networks. Any wrongful use or disclosure of PHI by us or such third parties, including disclosure
due to data theft or unauthorized access to our or our third- parties computer networks, could subject us to fines or penalties that
could adversely affect our business and results of operations. Although the HIPAA statute and regulations do not expressly
provide for a private right of damages, we could also incur damages under state laws to private parties for the wrongful use or
disclosure of confidential health information or other private personal information. Compliance with global privacy and data
security requirements could result in additional costs and liabilities to us or inhibit our ability to collect and process data
globally, and the failure to comply with such requirements could subject us to significant fines and penalties, which may have a
material adverse effect on our business, financial condition or results of operations. The regulatory framework for the collection,
use, safeguarding, sharing, transfer and other processing of information worldwide is rapidly evolving and is likely to remain



uncertain for the foreseeable future. Globally, virtually every jurisdiction in which we operate has established its own data
security and privacy frameworks with which we must comply. For example, the collection, use, disclosure, transfer, or other
processing of personal data regarding individuals in the European Union, including personal health data, is subject to the EU
General Data Protection Regulation, or the GDPR, which took effect across all member states of the BurepeanEeonemie-Ares;
or-EEA ;in May 2018. In the UK, the GDPR is retained in domestic law as the UK GDPR and sits alongside an amended
version of the UK Data Protection Act of 2018. The GDPR is wide- ranging in scope and imposes numerous requirements on
companies that process personal data, including requirements relating to processing health and other sensitive data, obtaining
consent of the individuals to whom the personal data relates, providing information to individuals regarding data processing
activities, implementing safeguards to protect the security and confidentiality of personal data, providing notification of data
breaches, and taking certain measures when engaging third- party processors. The GDPR increases our obligations with respect
to clinical trials conducted in the EEA by expanding the definition of personal data to include coded data and requiring changes
to informed consent practices and more detailed notices for clinical trial subjects and investigators. In addition, the GDPR also
imposes strict rules on the transfer of personal data to countries outside the European Union, including the United States and, as
a result, increases the scrutiny that clinical trial sites located in the EEA should apply to transfers of personal data from such
sites to countries that are considered to lack an adequate level of data protection, such as the United States. The GDPR also
permits data protection authorities to require destruction of improperly gathered or used personal information and / or impose
substantial fines for violations of the GDPR, which can be up to four percent of global revenues of the respective group of
companies or € 20 million, whichever is greater, and it also confers a private right of action on data subjects and consumer
associations to lodge complaints with supervisory authorities, seek judicial remedies, and obtain compensation for damages
resulting from violations of the GDPR. In addition, the GDPR provides that European Union member states may make their
own further laws and regulations limiting the processing of personal data, including genetic, biometric or health data. The
GDPR places restrictions on the cross- border transfer of personal data from the EU to countries that have not been found by the
European Commission to offer adequate data protection legislation. There are ongoing concerns about the ability of companies
to transfer personal data from the EU to other countries. In July 2020, the Court of Justice of the EU, or the CJEU, invalidated
the EU- U. S. Privacy Shield, one of the mechanisms used to legitimize the transfer of personal data from the EEA to the U. S.
The CJEU decision also drew into question the long- term viability of an alternative means of data transfer, the standard
contractual clauses, for international transfers of personal data from the EEA. This CJEU decision resulted in increased scrutiny
on data transfers and increased our costs of compliance with data privacy legislation as well as our costs of negotiating
appropriate privacy and security agreements with our vendors and business partners. In October 2022, President Biden signed
an executive order to implement the EU- U. S. Data Privacy Framework, which serves as a replacement to the EU- U. S.
Privacy Shield. The European Commission adopted the adequacy decision on July 10, 2023. The adequacy decision permits U.
S. companies who self- certify to the EU- U. S. Data Privacy Framework to rely on it as a valid data transfer mechanism for
data transfers from the EU to the U. S. However, some privacy advocacy groups have already suggested that they will be
challenging the EU- U. S. Data Privacy Framework. If these challenges are successful, they may not only impact the EU- U. S.
Data Privacy Framework, but also further limit the viability of the standard contractual clauses and other data transfer
mechanisms. The uncertainty around this issue has the potential to impact our business. Following the withdrawal of the UK
from the EU, the UK Data Protection Act of 2018 applies to the processing of personal data that takes place in the UK and
includes parallel obligations to those set forth by GDPR. In relation to data transfers, both the UK and the EU have determined,
through separate *“ adequacy ” decisions, that data transfers between the two jurisdictions are in compliance with the UK Data
Protection Act of 2018 and the GDPR, respectively. The UK and the U. S. have also agreed to a U. S.- UK “ Data Bridge ”,
which functions similarly to the EU- U. S. Data Privacy Framework and provides an additional legal mechanism for companies
to transfer data from the UK to the U. S. In addition to the UK, Switzerland is also in the process of approving an adequacy
decision in relation to the Swiss- U. S. Data Privacy Framework (which would function similarly to the EU- U. S. Data Privacy
Framework and the U. S.- UK Data Bridge in relation to data transfers from Switzerland to the U. S.). Any changes or updates
to these developments have the potential to impact our business. Beyond GDPR, there are privacy and data security laws in a
growing number of countries around the world. While many loosely follow GDPR as a model, other laws contain different or
conflicting provisions. These laws will impact our ability to conduct our business activities, including both our clinical trials and
the sale and distribution of commercial products, through increased compliance costs, costs associated with contracting and
potential enforcement actions. While we continue to address the implications of the recent changes to data privacy regulations,
data privacy remains an evolving landscape at both the domestic and international level, with new regulations coming into effect
and continued legal challenges, and our efforts to comply with the evolving data protection rules may be unsuccessful. It is
possible that these laws may be interpreted and applied in a manner that is inconsistent with our practices. We must devote
significant resources to understanding and complying with this changing landscape. Failure to comply with laws regarding data
protection would expose us to risk of enforcement actions taken by data protection authorities in the EEA and elsewhere and
carries with it the potential for significant penalties if we are found to be non- compliant. Similarly, failure to comply with
federal and state laws in the U. S. regarding privacy and security of personal information could expose us to penalties under such
laws. Any such failure to comply with data protection and privacy laws could result in government- imposed fines or orders
requiring that we change our practices, claims for damages or other liabilities, regulatory investigations and enforcement action,
litigation and significant costs for remediation, any of which could adversely affect our business. Even if we are not determined
to have violated these laws, government investigations into these issues typically require the expenditure of significant resources
and generate negative publicity, which could harm our business, financial condition, results of operations or prospects. We are
subject to stringent federal and state privacy laws, information security laws, regulations, policies, and contractual obligations
and failure to comply with such requirements could subject us to significant fines and penalties, which may have a material



adverse effect on our business, financial condition or results of operations. We are subject to data privacy and protection laws
and regulations at the federal and state levels of government that apply to the collection, transmission, storage and use of
personally identifying information, which among other things, impose certain requirements relating to the privacy, security and
transmission of personal information. Failure to comply with any of these laws and regulations could result in enforcement
actions against us, including fines, claims for damages by affected individuals, damage to our reputation and loss of goodwill,
any of which could have a material adverse effect on our business, financial condition, results of operations or prospects. There
are numerous U. S. federal and state laws and regulations related to the privacy and security of personal information. In
particular, regulations promulgated pursuant to HIPAA establish privacy and security standards that limit the use and disclosure
of individually identifiable health information, or protected health information, and require the implementation of
administrative, physical and technological safeguards to protect the privacy of protected health information and to ensure the
confidentiality, integrity and availability of electronic protected health information. Determining whether protected health
information has been handled in compliance with applicable privacy standards and our contractual obligations can be complex
and may be subject to changing interpretation. These obligations may be applicable to some or all of our business activities now
or in the future. If we are unable to properly protect the privacy and security of protected health information, we could be found
to have breached our contracts. Further, if we fail to comply with applicable privacy laws, including applicable HIPAA privacy
and security standards, we could face civil and criminal penalties. HHS enforcement activity can result in financial liability and
reputational harm, and responses to such enforcement activity can consume significant internal resources. In addition, state
attorneys general are authorized to bring civil actions seeking either injunctions or damages in response to violations that
threaten the privacy of state residents. We cannot be sure how these regulations will be interpreted, enforced or applied to our
operations. In addition to the risks associated with enforcement activities and potential contractual liabilities, our ongoing efforts
to comply with evolving laws and regulations at the federal and state level may be costly and require ongoing modifications to
our policies, procedures and systems. In 2018, California passed into law the California Consumer Privacy Act, or the CCPA,
which took effect on January 1, 2020, and imposed many requirements on businesses that process the personal information of
California residents. Many of the CCPA’ s requirements are similar to those found in the GDPR, including requiring businesses
to provide notice to data subjects regarding the information collected about them and how such information is used and shared,
and providing data subjects the right to request access to such personal information and, in certain cases, request the erasure of
such personal information. The CCPA also affords California residents the right to opt out of *“ sales ” of their personal
information. The CCPA contains significant penalties for companies that violate its requirements. In November 2020, California
voters passed a ballot initiative for the California Privacy Rights Act, or the CPRA, which went into effect on January 1, 2023,
and significantly expanded the CCPA to incorporate additional GDPR- like provisions including requiring that the use, retention
and sharing of personal information of California residents be reasonably necessary and proportionate to the purposes of
collection or processing, granting additional protections for sensitive personal information, and requiring greater disclosures
related to notice to residents regarding retention of information. The CPRA also created a new enforcement agency — the
California Privacy Protection Agency — whose sole responsibility is to enforce the CPRA, which will further increase
compliance risk. The provisions in the CPRA may apply to some of our business activities. In addition to California, elever
several other states have passed comprehensive privacy laws similar to the CCPA and CPRA. These laws are either in effect or
will go into effect sometime before the end of 2026. Like the CCPA and CPRA, these laws create obligations related to the
processing of personal information, as well as special obligations for the processing of *“ sensitive ” data s-( which includes
health data in some cases ) . Some of the provisions of these laws may apply to our business activities. There are also states that
are strengly-considering or have already passed comprehensive prlvacy laws durmg the %924—2023 leglslatlve sessions that will
go into effect in %Qéand-bey@nd—e’eheﬁ the next several years states—w fire;-and
been-debating-passing-a aw-. There are also states that are spec1ﬁcally regulating health
1nf0rmat10n that may affect our busmess For example the State of Washington recently passed a the-MyHealth-health

privacy law that will My-Data-Aetin2023-which-speetfieally-regutated-- regulate the collection and sharing of health
information t-hat—ts—net—et-heﬁﬂse—fegt&ated-by—the—HHlAuﬁ—&&es— and the law also has a prlvate rlght of action, which further

increases the relevant compliance risk <

egislationin These laws may impact our business act1V1t1es 1nclud1ng our
1dent1ﬁcat10n of research subjects relat10nsh1ps with business partners and ultimately the marketing and distribution of our
products. Given the breadth and depth of changes in data protection obligations, complying with the GDPR’ s requirements is
rigorous and time intensive and requires significant resources and a review of our technologies, systems and practices, as well as
those of any third- party collaborators, service providers, contractors or consultants that process or transfer personal data
collected in the European Union. The GDPR and other changes in laws or regulations associated with the enhanced protection of
certain types of sensitive data, such as healthcare data or other personal information from our clinical trials, could require us to
change our business practices and put in place additional compliance mechanisms, may interrupt or delay our development,
regulatory and commercialization activities, and could lead to government enforcement actions, private litigation and significant
fines and penalties against us, all of which could increase our cost of doing business and have a material adverse effect on our
business, financial condition or results of operations. Similarly, failure to comply with federal and state laws regarding privacy
and security of personal information could expose us to fines and penalties under such laws. Even if we are not determined to
have violated these laws, government investigations into these issues typically require the expenditure of significant resources
and generate negative publicity, which could harm our reputation and our business. Further, we cannot assure you that our third-
party service providers with access to our or our customers’, suppliers’, trial patients’ and employees’ personally identifiable and
other sensitive or confidential information in relation to which we are responsible will not breach contractual obligations
imposed by us, or that they will not experience data security breaches or attempts thereof, which could have a corresponding



effect on our business, including putting us in breach of our obligations under privacy laws and regulations and / or which could
in turn adversely affect our business, results of operations and financial condition. We cannot assure you that our contractual
measures and our own privacy and security- related safeguards will protect us from the risks associated with the third- party
processing, storage and transmission of such information. Our employees, principal investigators, consultants, and commercial
partners may engage in misconduct or other improper activities, including non- compliance with regulatory standards and
requirements and insider trading. We are exposed to the risk of fraud or other misconduct by our employees, principal
investigators, consultants, and partners. Misconduct by these parties could include intentional failures to comply with FDA
regulations or the regulations applicable in the European Union and other jurisdictions, provide accurate information to the
FDA, the European Commission, and other regulatory authorities, comply with healthcare fraud and abuse laws and regulations
in the United States and abroad, report financial information or data accurately, or disclose unauthorized activities to us. In
particular, sales, marketing, and business arrangements in the healthcare industry are subject to extensive laws and regulations
intended to prevent fraud, misconduct, kickbacks, self- dealing and other abusive practices. These laws and regulations restrict
or prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs, and
other business arrangements. Such misconduct also could involve the improper use of information obtained in the course of
clinical trials or interactions with the FDA or other regulatory authorities, which could result in regulatory sanctions and cause
serious harm to our reputation. We have adopted a code of conduct applicable to all of our employees, but 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 government investigations or other
actions or lawsuits stemming from a failure to comply with these laws or regulations. If any such actions are instituted against
us, and we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact on our
business, financial condition, results of operations, and prospects, including the imposition of significant fines or other sanctions.
Laws and regulations governing any international operations we may have in the future may preclude us from developing,
manufacturing and selling certain drug product candidates outside of the United States and require us to develop and implement
costly compliance programs. We are subject to numerous laws and regulations in each jurisdiction outside the United States in
which we operate. The creation, implementation and maintenance of international business practices compliance programs is
costly and such programs are difficult to enforce, particularly where reliance on third parties is required. The Foreign Corrupt
Practices Act, or FCPA, prohibits any U. S. individual or business from paying, offering, authorizing payment or offering of
anything of value, directly or indirectly, to any foreign official, political party or candidate for the purpose of influencing any act
or decision of the foreign entity in order to assist the individual or business in obtaining or retaining business. The FCPA also
obligates companies whose securities are listed in the United States to comply with certain accounting provisions requiring the
company to maintain books and records that accurately and fairly reflect all transactions of the corporation, including
international subsidiaries, and to devise and maintain an adequate system of internal accounting controls for international
operations. The anti- bribery provisions of the FCPA are enforced primarily by the U. S. Department of Justice. The SEC is
involved with enforcement of the books and records provisions of the FCPA. Compliance with the FCPA is expensive and
difficult, particularly in countries in which corruption is a recognized problem. In addition, the FCPA presents particular
challenges in the pharmaceutical industry, because, in many countries, hospitals are operated by the government, and doctors
and other hospital employees are considered foreign officials. Certain payments to hospitals in connection with clinical trials and
other work have been deemed to be improper payments to government officials and have led to FCPA enforcement actions . On
February 10, 2025, President Trump issued an Executive Order directing the Attorney General to review the guidelines
and policies governing FCPA investigations and enforcement actions. Per the Executive Order, this review will result in
new U. S. Department of Justice FCPA guidelines intended to enhance American economic competitiveness and to
safeguard national security interests. During the 180- day review period, any new FCPA investigations and enforcement
actions are to be suspended absent authorization from the Attorney General, and all existing FCPA investigations and
enforcement actions will be reviewed. Additionally, after the Attorney General issues revised guidelines, the Executive
Order directs her to assess whether “ remedial measures ” related to past FCPA actions are warranted. We will need to
carefully navigate these developments . Various laws, regulations and executive orders also restrict the use and dissemination
outside of the United States, or the sharing with certain non- U. S. nationals, of information classified for national security
purposes, as well as certain products and technical data relating to those products. Our expansion outside of the United States
has required, and will continue to require, us to dedicate additional resources to comply with these laws, and these laws may
preclude us from developing, manufacturing, or selling certain drugs and drug product candidates outside of the United States,
which could limit our growth potential and increase our development costs. The failure to comply with laws governing
international business practices may result in substantial penalties, including suspension or debarment from government
contracting. Violation of the FCPA can result in significant civil and criminal penalties. Indictment alone under the FCPA can
lead to suspension of the right to do business with the U. S. government until the pending claims are resolved. Conviction of a
violation of the FCPA can result in long- term disqualification as a government contractor. The termination of a government
contract or relationship as a result of our failure to satisfy any of our obligations under laws governing international business
practices would have a negative impact on our operations and harm our reputation and ability to procure government contracts.
The SEC also may suspend or bar issuers from trading securities on U. S. exchanges for violations of the FCPA’ s accounting
provisions. If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or
penalties or incur costs that could have a material adverse effect on the success of our business. Our business operations will
subject us to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures
and the handling, use, storage, treatment and disposal of hazardous materials and wastes. Our operations may involve the use of
hazardous and flammable materials, including chemicals and biological materials. Our operations also may produce hazardous



waste products. We expect to generally contract with third parties for the disposal of these materials and wastes. However, we
cannot eliminate the risk of contamination or injury from these materials. In the event of contamination or injury resulting from
our use of hazardous materials, we could be held liable for any resulting damages, and any liability could exceed our resources.
We also could incur significant costs associated with civil or criminal fines and penalties. In addition, we may be required to
incur substantial costs to comply with current or future environmental, health and safety laws and regulations. These current or
future laws and regulations may impair our research, development or production efforts. Failure to comply with these laws and
regulations also may result in substantial fines, penalties or other sanctions and we may not have sufficient (or any) insurance to
cover any such costs. Risks Related to Our Financial Results, Our Need for Financing and Owning Our Common Stock We
anticipate future losses and negative cash flow, and it is uncertain if or when we will become profitable. We do not expect to
generate any commercial revenues until we successfully complete development of one or more potential products and we are
able to successfully commercialize them through sales and licensing, which we expect will take a number of years, if ever. We
have not yet demonstrated our ability to generate commercial revenue, and we may never be able to produce commercial
revenues or operate on a profitable basis. As a result, we have incurred losses since our inception and expect to experience
operating losses and negative cash flow for the foreseeable future. Our drug product candidates may never be approved or
become commercially viable. Even if we and our collaborators are able to commercialize our technology, which may include
licensing, we may never recover our research and development expenses. We will need substantial additional financing to
support our growth and ongoing operations. Additional capital may be difficult to obtain, restrict our operations, require us to
relinquish rights to our technologies or drug product candidates, encumber our assets and result in ongoing debt service cost, or
result in additional dilution to our stockholders. Our business will require additional capital for implementation of our long- term
business plan and product development and commercialization. As we require additional funds, we may seek to fund our
operations through the sale of additional equity securities, debt financing and / or strategic collaboration agreements. We cannot
be sure that additional financing from any of these sources will be available when needed or that, if available, the additional
financing will be obtained on favorable terms. Our ability to raise additional funds may be adversely impacted by general
economic conditions, both inside and outside the U. S., including disruptions to, and instability and volatility in, the credit and
financial markets in the U. S. and worldwide, heightened inflation, interest rate and currency rate fluctuations, the
implementation of trade barriers and tariffs and cconomic slowdown or recession as well as concerns related to pandemic
events ane, spread of disease ;suehras-the-COVID-—+9-pandemie;-and geopolitical events, including civil or political unrest. In
addition, market instability and volatility, high levels of inflation and interest rate fluctuations may increase our cost of financing
or restrict our access to potential sources of future liquidity. Our future funding requirements will depend on many factors,
including, but not limited to: * the progress, timing, scope and costs of our clinical trials, including the ability to timely enroll
patients in our current and any future clinical trials; * the outcome, timing and cost of regulatory approvals by the FDA and
comparable regulatory authorities, including the potential that the FDA or comparable regulatory authorities may require that
we perform more studies than those that we currently expect; ¢ the number and characteristics of drug product candidates that
we may in- license and develop; ¢ our ability to successfully commercialize our drug product candidates, if approved; * the
amount of sales and other revenues from drug product candidates that we may commercialize, if any, including the selling prices
for such potential products and the availability of adequate third- party reimbursement; ¢ selling and marketing costs associated
with our potential products, including the cost and timing of expanding our marketing and sales capabilities; ¢ the terms and
timing of any potential future collaborations, licensing or other arrangements that we may establish; ¢ cash requirements of any
future acquisitions and / or the development of other drug product candidates; * the costs of operating as a public company; ¢ the
cost and timing of completion of commercial- scale, outsourced manufacturing activities; * the time and cost necessary to
respond to technological and market developments; ¢ any disputes which may occur between us and our employees,
collaborators, including Einstein, LG Chem and Ono, or other prospective business partners; and ¢ the costs of filing,
prosecuting, defending and enforcing any patent claims and other intellectual property rights. If we raise additional funds by
selling shares of our common stock or other equity- linked securities, the ownership interest of our current stockholders will be
diluted. We may seek to access the public or private capital markets whenever conditions are favorable, even if we do not have
an immediate need for additional capital at that time. If 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 or drug product candidates or to grant licenses on terms that may not be acceptable to us. If
we raise additional funds through debt financing, we may have to grant a security interest on our assets to the future lenders, our
debt service costs may be substantial, and the lenders may have a preferential position in connection with any future bankruptcy
or liquidation involving the company. Our pledge of our assets as collateral to secure our obligations under our loan and security
agreement, as amended, or the Loan Agreement, with Silicon Valley Bank, or SVB, a division of First Citizens Bank (as
defined below) faﬂd—fefmef}y—wrt-h—Sﬁteeﬂ—VaHey—Baﬂi&er—S%LB)- may limit our ability to obtain additional debt financing.
Under the Loan Agreement, we are also restricted from incurring future debt, granting liens, making investments, making
acquisitions, distributing dividends on our common stock and selling assets and making certain other uses of our cash, without
SVB First-CitizensBank-" s consent, subject in each case to certain exceptions. If we are unable to raise additional capital when
needed, we may be required to curtail the development of our technology or materially curtail or reduce our operations. We
could be forced to sell or dispose of our rights or assets. Any inability to raise adequate funds on commercially reasonable terms
could have a material adverse effect on our business, results of operation and financial condition, including the possibility that a
lack of funds could cause our business to fail and the Company to dissolve and liquidate with little or no return to investors. Our
recurring losses from operations raise substantial...... ability to meet our contractual obligations. We hold a portion of our cash
and cash equivalents that we use to meet our working capital and operating expense needs in deposit accounts, and our liquidity
and operations could be adversely affected if a financial institution holding such funds fails. We hold a portion of our cash and



cash equivalents that we use to meet our working capital and operating expense needs in deposit accounts at multiple financial
institutions. The balances held in these accounts typically exceed the Federal Deposit Insurance Corporation, or FDIC, standard
deposit insurance limit of $ 250, 000 per depositor and per institution. If a financial institution in which we hold such funds fails
or is subject to significant adverse conditions in the financial or credit markets, we could be subject to a risk of loss of all or a
portion of such uninsured funds or be subject to a delay in accessing all or a portion of our funds. Any such loss or lack of access
to these funds could adversely impact our short- term liquidity and ability to meet our operating expense obligations, including
payroll obligations. For example, on March 10, 2023, SVB was closed and the FDIC was appointed receiver for the bank. The
FDIC created a successor bridge bank, and all deposits and loans of SVB were transferred to the bridge bank under a systemic
risk exception approved by the United States Department of the Treasury, the Federal Reserve and the FDIC. On March 27,
2023, First Citizens Bank & Trust Company, or First Citizens Bank, assumed all of SVB’ s deposits and certain other liabilities
and acquired substantially all of SVB’ s loans and certain other assets from the FDIC. Access to and availability of deposits was
delayed, though ultimately, in that case, restored. If financial institutions in which we may hold funds for working capital and
operating expenses were to fail, we cannot provide any assurances that the applicable governmental agencies would take action
to protect our uninsured deposits or make deposits available in a similar manner. We also maintain investment accounts with
financial institutions in which we hold our marketable securities and, if access to the funds we use for working capital and
operating expenses is impaired, we may not be able to open new operating accounts or to sell investments or transfer funds from
our investment accounts to new operating accounts in a timely manner sufficient to meet our operating expense obligations. In
addition, to the extent that the financial institutions with which we hold securities fail or are associated with banks that fail, there
may be delays or other access restrictions with respect to such securities, similar to those described above for deposit accounts.
We have a loan agreement that requires us to meet certain operating covenants and place restrictions on our operating and
financial flexibility. On February 15, 2022, we entered into the Loan Agreement with SVB, which was-1ater-has been assumed
by First Citizens Bank, pursuant to which we have borrowed $ 10. 0 million. The Loan Agreement was amended in April 2023
and October 2024. The outstanding principal amount under the Loan Agreement as of December 31, 2024 is $ 4. 0
million . The Loan Agreement is secured by substantially all of our properties, rights and assets, except for our intellectual
property, which is subject to a negative pledge, and certain other customary exclusions. Because of the security interest, SVB
First-CitizensBank" s rights to repayment from a liquidation of the assets subject to that security interest would be senior to the
rights of other creditors. The Loan Agreement , as amended, includes customary covenants including covenants requiring us to
maintain our corporate existence and governmental approvals, deliver certain financial reports and maintain insurance coverage
as-wel-as-arequirement-that-we-maintairr. It also requires us to have at all times on deposit in our accounts atFirst-Citizens
Banlcmaintained with SVB, unrestricted and unencumbered cash in an amount equal to the lesser of (i) 100 % of the dollar
value of our consolidated cash, in the aggregate, at all efeureasherfinancial institutions and (ii) $ 20, 000, 000 . As of
December 31, 2024, we had unrestricted and unencumbered cash and cash equivalents totaling $ 22. 5 million .
Additionally, we are restricted in our ability to transfer collateral, incur additional indebtedness, engage in mergers or
acquisitions, pay dividends or make other distributions, make investments, create liens, sell assets and agree to a change in
control. Upon the occurrence of an event of default, which includes our failure to satisfy our payment obligations under the Loan
Agreement, the breach of certain of these covenants under the Loan Agreement, or the occurrence of a material adverse change
in our business, SVB First-CitizensBanlis entitled to accelerate amounts due under the Loan Agreement and dispose the
collateral as permitted under applicable law. Any declaration by SVB First-CitizensBanlof an event of default and its exercise
of its remedies in the event of such declaration of an event of default, such as acceleration of the amounts due under the
Loan Agreement, would adversely impact the amount of cash we have available to fund our operations, could
significantly harm our business and prospects and could cause the price of our common stock to decline . For a further
description of the Loan Agreement, please refer to Note S of the Notes to the Consolidated Financial Statements included
in this Annual Report on Form 10- K. We are a *“ smaller reporting company, ” and the reduced disclosure requirements
applicable to smaller reporting companies may make our common stock less attractive to investors. We are a smaller reporting
company, and we will remain a smaller reporting company until the fiscal year following the determination that our voting and
non- voting shares of common stock held by non- affiliates is $ 250 million or more measured on the last business day of our
second fiscal quarter, or our annual revenues are less than $ 100 million during the most recently completed fiscal year and our
voting and non- voting shares of common stock held by non- affiliates is $ 700 million or more measured on the last business
day of our second fiscal quarter. Smaller reporting companies have reduced disclosure obligations, such as an ability to provide
simplified executive compensation information and only two years of audited financial statements. We have elected to take
advantage of certain of the reduced reporting obligations. Investors may find our common stock less attractive as a result of our
reliance on these exemptions. If some investors find our common stock less attractive as a result, there may be a less active
trading market for our common stock and our stock price may be more volatile. Our stock price can be volatile and fluctuate
significantly, and our stockholders may have difficulty selling their shares and / or suffer substantial losses. Our common stock
is currently listed on the Nasdaq Capital Market under the symbol “ CUE. ” The price of our common stock has fluctuated, and
is likely to continue to fluctuate, significantly in response to market and other factors, some of which are beyond our control,
including those listed in this *“ Item 1A. Risk Factors ” section and other, unknown factors. Our stock price may be affected by
many factors, including: « setbacks with respect to our research and development programs; ¢ announcements of therapeutic
innovations or new products by us or our competitors; ¢ adverse actions taken by regulatory agencies with respect to our clinical
trials; « any adverse changes to our relationship with collaborators; ¢ results of internal and external studies and clinical trials; ¢
results of our business development efforts; ¢ variations in the level of expenses related to our existing drug product candidates
or preclinical and clinical development programs; ¢ any intellectual property infringement actions in which we may become
involved; ¢ variations in our results of operations; ¢ press reports, whether or not true, about our business; ¢ additions to or



departures of our management; ¢ sales or perceived potential sales of additional shares of our common stock; ¢ sales of our
common stock by us, our executive officers and directors or our stockholders in the future; and ¢ general economic and market
conditions and-everat-fluetaations-, including recent adverse changes in the domestic and international financial 5—S-
equity-markets , the impacts of inflation and the implementation of trade barriers and tariffs and government action in
response thereto . Any of these factors may result in large and sudden changes in the volume and trading price of our common
stock. In addition, the stock market, in general, and small pharmaceutical and biotechnology companies have experienced
extreme price and volume fluctuations that have often been unrelated or disproportionate to the operating performance of these
companies. Broad market and industry factors beyond our control may negatively affect the market price of our common stock,
regardless of our actual operating performance, and cause the price of our common stock to decline rapidly and unexpectedly . If
we fail to comply with the continued listing requirements of Nasdaq, our common stock may be delisted and the price of
our common stock and our ability to access the capital markets could be negatively impacted. We are required to comply
with the continued listing requirements of the Nasdaq Stock Market LLC, or Nasdagq, including, among other things,
maintaining a minimum closing bid price of at least $ 1. 00 per share, or shares of our common stock may be subject to
delisting, which would have a material adverse effect on our business. Any potential delisting of our common stock could
have a material adverse effect on the market for, and liquidity and price of, our common stock and would adversely
affect our ability to raise capital on terms acceptable to us, or at all. Delisting from Nasdaq could also have other
negative results, including, without limitation, the potential loss of confidence by investors, customers and employees and
fewer business development opportunities. Any delisting of our common stock from Nasdaq would also make it more
difficult for our stockholders to sell their shares of our common stock in the public market. On August 15, 2024, we
received a deficiency letter from Nasdaq indicating that we failed to comply with the minimum bid price requirement.
Subsequently, on October 18, 2024, we received a letter from Nasdaq notifying us that we had regained compliance with
the minimum bid price requirement and were in compliance with the listing requirements. Our common stock will
continue to be listed and traded on the Nasdaq Capital Market. However, there can be no assurance that we will be able
to continue to comply with the Nasdaq listing requirements . We may be subject to securities litigation, which is expensive
and could divert management attention. The price of our common stock can be volatile, and in the past companies that have
experienced volatility in the market price of their common stock have been subject to an increased incidence of securities class
action litigation. We may be the target of this type of litigation in the future. Securities litigation against us could result in
substantial costs and divert our management’ s attention from other business concerns, which could seriously harm our business.
If securities or industry analysts do not publish research reports about our business, or if they issue an adverse opinion about our
business, the price of our securities and trading volume could decline. The trading market for our securities is influenced by the
research and reports that industry or securities analysts publish about us or our business. There can be no assurance that existing
analysts will continue to cover us or that new analysts will begin to cover us. There is also no assurance that any covering
analyst will provide favorable coverage. Although we have obtained analyst coverage, if one or more of the analysts who cover
us issues an adverse opinion about our company, the price of our securities would likely decline. If one or more of these analysts
ceases research coverage of us or fails to regularly publish reports on us, we could lose visibility in the financial markets, which
in turn could cause the price of our securities or trading volume to decline. We have not paid dividends in the past and have no
immediate plans to pay dividends. We plan to reinvest all of our earnings, to the extent we have earnings, in order to further
develop our technology and drug product candidates and to cover operating costs. We do not plan to pay any cash dividends with
respect to our securities in the foreseeable future. We cannot assure you that we would, at any time, generate sufficient surplus
cash that would be available for distribution to the holders of our common stock as a dividend. In addition, our ability to pay
cash dividends is currently restricted by the terms of the Loan Agreement, and future debt financing arrangements may contain
terms prohibiting or limiting the amount of dividends that may be declared or paid on our common stock. Our ability to use net
operating loss carryforwards and research and development tax credits to reduce future tax payments may be limited or
restricted. We have generated significant net operating loss carryforwards, or NOLs, and research and development tax credits,
or R & D credits, as a result of our incurrence of losses and our conduct of research activities since inception. We generally are
able to carry NOLs and R & D credits forward to reduce our tax liability in future years. However, our ability to utilize the
NOLs and R & D credits is subject to the rules of Sections 382 and 383 of the Internal Revenue Code of 1986, as amended, or
the Code, respectively. Those sections generally restrict the use of NOLs and R & D credits after an “ ownership change. ” An
ownership change occurs if, among other things, the stockholders (or specified groups of stockholders) who own or have
owned, directly or indirectly, 5 % or more of a corporation’ s common stock or are otherwise treated as 5 % stockholders under
Section 382 of the Code and the United States Treasury Department regulations promulgated thereunder increase their aggregate
percentage ownership of that corporation’ s stock by more than 50 percentage points over the lowest percentage of the stock
owned by these stockholders over the applicable testing period. In the event of an ownership change, Section 382 imposes an
annual limitation on the amount of taxable income a corporation may offset with NOL carryforwards and Section 383 imposes
an annual limitation on the amount of tax a corporation may offset with business credit (including the R & D credit)
carryforwards. We may have experienced an ““ ownership change ” within the meaning of Section 382 in the past and there can
be no assurance that we will not experience additional ownership changes in the future. As a result, our NOLs and business
credits (including the R & D credit) may be subject to limitations and we may be required to pay taxes earlier and in larger
amounts than would be the case if our NOLs or R & D credits were freely usable. There is also a risk that due to regulatory
changes, such as suspensions on the use of NOLs, or other unforeseen reasons, our existing NOLs and R & D credit
carryforwards could expire or otherwise become unavailable to offset future income tax liabilities. In addition, state NOLs
generated in one state cannot be used to offset income generated in another state. For these reasons, even if we attain
profitability, we may be unable to use a material portion of our NOLs and other tax attributes. We incur significant costs as a



result of being a public company and our management is required to devote substantial time to meet compliance obligations. As
a public company, and particularly as we are no longer an emerging growth company, we incur significant legal, accounting and
other expenses. We are subject to reporting requirements of the Securities Exchange Act of 1934, as amended, or the Exchange
Act, and the Sarbanes- Oxley Act of 2002, or the Sarbanes- Oxley Act, as well as rules subsequently implemented by the SEC
that impose significant requirements on public companies, including requiring establishment and maintenance of effective
disclosure and financial controls and changes in corporate governance practices. In addition, there are significant corporate
governance and executive compensation- related provisions in the Dodd- Frank Wall Street Reform and Protection Act that
increase public companies’ legal and financial compliance costs, make some activities more difficult, time- consuming or costly
and may also place undue strain on personnel, systems and resources. Our management and other personnel devote a substantial
amount of time to these compliance initiatives. In addition, we expect these rules and regulations to make it more difficult and
more expensive for us to obtain director and officer liability insurance, and we may be required to accept reduced policy limits
and coverage or incur substantially higher costs to obtain the same or similar coverage. As a result, it may be more difficult for
us to attract and retain qualified people to serve on our board of directors, our board committees or as executive officers. Our
charter documents and Delaware law may inhibit a takeover that stockholders consider favorable. Provisions of our amended
and restated certificate of incorporation, or the Certificate of Incorporation, and our amended and restated bylaws, or the
Bylaws, and applicable provisions of Delaware law may delay or discourage transactions involving an actual or potential change
in control or change in our management, including transactions in which stockholders might otherwise receive a premium for
their shares, or transactions that our stockholders might otherwise deem to be in their best interests. The provisions in our
Certificate of Incorporation and Bylaws: ¢ authorize our board of directors to issue preferred stock without stockholder approval
and to designate the rights, preferences and privileges of each class; if issued, such preferred stock would increase the number of
outstanding shares of our common stock and could include terms that may deter an acquisition of us; ¢ limit who may call
stockholder meetings; ¢ do not provide for cumulative voting rights; * provide that all vacancies on our board of directors may
be filled only by the affirmative vote of a majority of directors then in office, even if less than a quorum, or by a sole remaining
director; * provide that stockholders must comply with advance notice procedures with respect to stockholder proposals and the
nomination of candidates for director; * provide that stockholders may only amend our Certificate of Incorporation and Bylaws
upon a supermajority vote of stockholders; and ¢ provide that the Court of Chancery of the State of Delaware will be the
exclusive forum for certain legal claims. In addition, Section 203 of the Delaware General Corporation Law may limit our
ability to engage in any business combination with a person who beneficially owns 15 % or more of our outstanding voting
stock unless certain conditions are satisfied. This restriction lasts for a period of three years following the time such person came
to beneficially own 15 % or more of our outstanding voting stock. These provisions may have the effect of entrenching our
management team and may deprive you of the opportunity to sell your shares to potential acquirers at a premium over prevailing
prices. This potential inability to obtain a control premium could reduce the price of our common stock. Our Certificate of
Incorporation provides, subject to certain exceptions, that the Court of Chancery of the State of Delaware will be the sole and
exclusive forum for certain stockholder litigation matters, which could limit our stockholders’ ability to obtain a favorable
judicial forum for disputes with us or our directors, officers, employees or stockholders. Our Certificate of Incorporation
provides that, subject to limited exceptions and unless we consent in writing to the selection of an alternative forum, the Court of
Chancery of the State of Delaware will be the sole and exclusive forum for all “ internal corporate claims. ” “ Internal corporate
claims ” mean claims, including claims in the right of the corporation, (i) that are based upon a violation of a duty by a current
or former director or officer or stockholder in such capacity or (ii) as to which Title 8 of the Delaware Code confers jurisdiction
upon the Court of Chancery, except for, as to each of (i) through (ii) above, any claim as to which the Court of Chancery
determines that there is an indispensable party not subject to the jurisdiction of the Court of Chancery (and the indispensable
party does not consent to the personal jurisdiction of the Court of Chancery within ten days following such determination),
which is vested in the exclusive jurisdiction of a court or forum other than the Court of Chancery, or for which the Court of
Chancery does not have subject matter jurisdiction. The choice of forum provisions will not apply to claims arising under the
Securities Act of 1933, as amended, or the Securities Act, the Exchange Act, or any other claim for which federal courts have
exclusive jurisdiction. Any person or entity purchasing or otherwise acquiring any interest in shares of our common stock shall
be deemed to have notice of and to have consented to the provisions of our Certificate of Incorporation described above. This
choice of forum provision may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for
disputes with us or any of our directors, officers, other employees or stockholders which may discourage lawsuits with respect to
such claims. Alternatively, if a court were to find the choice of forum provision that will be contained in our Certificate of
Incorporation to be inapplicable or unenforceable in an action, we may incur additional costs associated with resolving such
action in other jurisdictions, which could materially adversely affect our business, financial condition and results of operations.
If we are unable to implement and maintain effective internal control over financial reporting, investors may lose confidence in
the accuracy and completeness of our financial reports and the market price of our securities may decrease. As a public
company, we are required to maintain internal control over financial reporting and to report any material weaknesses in such
internal controls. Section 404 of the Sarbanes- Oxley Act requires that we evaluate and determine the effectiveness of our
internal control over financial reporting and provide a management report on our internal control over financial reporting. Until
such time as we are no longer a" smaller reporting company" with less than $ 100 million in annual revenue, our auditors will
not be required to attest as to our internal control over financial reporting. If we are unable to comply with the requirements of
Section 404 in a timely manner, if we are unable to assert that our internal control over financial reporting is effective or, once
required, provide an attestation report from our independent registered public accounting firm, investors may lose confidence in
the accuracy and completeness of our financial reports and the market price of our common stock could decrease. We could also
become subject to stockholder or other third- party litigation as well as investigations by the stock exchange on which our



securities are listed, the SEC or other regulatory authorities, which could require additional financial and management resources
and could result in fines, trading suspensions or other remedies. If a significant number of our total outstanding shares are sold
into the market, the market price of our common stock could drop significantly, even if our business is performing well. Sales of
a substantial number of shares of our common stock in the public market could occur at any time. These sales, or the perception
in the market that holders of a large number of shares intend to sell shares, could reduce the market price of our common stock.
Our outstanding shares of common stock may be freely sold in the public market at any time to the extent permitted by Rules
144 and 701 under the Securities Act or to the extent such shares have already been registered under the Securities Act and are
held by non- affiliates of ours. InNevember-Additionally, in September 2622-2024 , we completed a-private-placement-an
underwritten public offering of (i) 11, 564, 401 shares of, eur- or the Shares, of our common stock, $ 0. 001 par value per
share, and accompanying common stock warrants, or the Common Stock Warrants, to purchase 2, 891, 100 shares of
our common stock, and (ii) to certain investors in lieu of common stock, pre- funded warrants , or the Pre- Funded
Warrants, to )LlthdSL 12 435 599 shares 0[ our common stock and accompanymg Common Stock w&fr-&n’fs—Warrants to

v v . We current l have on file
w 11h the SEC a universal \hull registration statement which allows us to offer and sell up to $ 300 million of ILgllel'Cd common
stock, preferred stock, debt securities, warrants, subscription rights and / or units from time to time pursuant to one or more
offerings at prices and terms to be determined at the time of sale. In addition, we have also entered into an Open-open Market
market Sale-sales Agreement-agreement with Jefferies LLC, as sales agent , or the ATM Sales Agreement , pursuant to
which we may offer and sell shares of our common slod< under such registration statement for with-an-aggregate offering-price
gross proceeds of up to $ 55-80 . 6-0 million under an “ at- the- market ” offering program. To date, we have sold $ 40. 4
million of securities , net of commission paid, but excluding transaction expenses, pursuant to the ATM Open-Market-Sate
Sales Agreement. In addition, we have filed registration statements registering all shares of common stock that we may issue
under our equity compensation plans. These shares can be freely sold in the public market upon issuance, subject to black- out
periods and volume limitations applicable to affiliates. The number of shares of common stock underlying our outstanding
warrants is significant in relation to our currently outstanding common stock, which could have a negative effect on the
market price of our common stock and make it more difficult for us to raise funds through future equity offerings. In
addition, in connection with any merger, consolidation or sale of all or substantially all of our assets, holders of our
outstanding warrants would be entitled to receive consideration in excess of their reported beneficial ownership of our
common stock and this could adversely impact the consideration our other stockholders would receive. As part of our
private placement of common stock in November 2022, we issued common stock warrants to purchase an aggregate of 9,
188, 406 shares of our common stock, and pre- funded warrants to purchase up to an aggregate of 1, 531, 440 shares of
our common stock. Each pre- funded warrant has an exercise price per share of common stock equal to $ 0. 0001 per
share. Each pre- funded warrant is exercisable from the date of issuance. Each common stock warrant has an exercise
price per share of common stock equal to $ 3. 93, or if exercised for a pre- funded warrant in lieu thereof, $ 3. 9299 per
pre- funded warrant. Each common stock warrant is exercisable from the date of issuance until November 16, 2027.
Holders of pre- funded warrants and common stock warrants may not exercise any portion of their warrants to the
extent that they would beneficially own more than 4. 99 % of our outstanding common stock immediately after exercise,
which limitation we refer to as the November 2022 Beneficial Ownership Limitation. The holders may increase or
decrease their November 2022 Beneficial Ownership Limitation to a percentage not in excess of 19. 99 % by giving
notice to us. As part of our registered offering of common stock in September 2024, we issued common stock warrants to
purchase an aggregate of 2, 891, 100 shares of our common stock, and pre- funded warrants to purchase up to an
aggregate of 12, 435, 599 shares of our common stock. Each pre- funded warrant has an exercise price per share of
common stock equal to § 0. 001 per share. Each pre- funded warrant is exercisable from the date of issuance until
exercised in full. Each common stock warrant has an exercise price per share of common stock equal to $ 0. 50. Each
common stock warrant is exercisable from the date of issuance until September 30, 2029. Holders of pre- funded
warrants and common stock warrants may not exercise any portion of their warrants to the extent that they would
beneficially own more than 4. 99 % or 9. 99 %, as elected by the holder, of our outstanding common stock immediately
after exercise, which limitation we refer to as the September 2024 Beneficial Ownership Limitation. The holders may
increase or decrease their September 2024 Beneficial Ownership Limitation to a percentage not in excess of 19. 99 % by
giving notice to us. Although the warrants issued in November 2022 and September 2024 are subject to beneficial
ownership limitations, upon exercise in full of the warrants, the shares issuable upon exercise would represent a
significant portion of our outstanding common stock. As a result, the holders of these warrants may be able to exert
substantial influence over our business. The concentration of voting power resulting from the exercise of the warrants
could delay, defer or prevent a change of control, entrench our management and our board of directors or delay or
prevent a merger, consolidation, takeover or other business combination involving us on terms that other stockholders
may desire. In addition, conflicts of interest could arise in the future between us, on the one hand, and the holders of
these warrants, concerning potential competitive business activities, business opportunities, the issuance of additional
securities and other matters. In addition, sales of these shares could cause the market price of our common stock to
decline significantly. We have registered the issuance of shares upon exercise of these warrants under registration
statements. As a result, the shares issuable upon exercise of these warrants can be freely sold in the public market upon
issuance, subject to volume limitations applicable to affiliates. Sales of these shares could cause the market price of our



common stock to decline significantly. Furthermore, if our stock price rises, the holders of these warrants may be more
likely to exercise their warrants and sell a large number of shares, which could negatively impact the market price of our
common stock and reduce or eliminate any appreciation in our stock price that might otherwise occur. Given the
amount and terms of these warrants, we may find it more difficult to raise additional equity capital on favorable terms
or at all while these warrants are outstanding.



