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cannot assure you thdt the results of late stage clinical trials Wlll be fdvomble enough to support the continued dev elopment of
our product candidates. A number of companies in the pharmaceutical and biopharmaceutical industries have experienced
significant delays, setbacks and failures in all stages of development, including late- stage clinical trials, even after achieving
promising results in preclinical testing or early- stage clinical trials. Accordingly, results from completed preclinical studies and
early- stage clinical trials of our product candidates may not be predictive of the results we may obtain in later- stage trials.
Furthermore, even if the data collected from preclinical studies and clinical trials involving our product candidates demonstrate a
favorable safety and efficacy profile, such results may not be sufficient to support the submission of an NDA to obtain
regulatory approval from the FDA in the U. S., or other similar regulatory agencies in other jurisdictions, which is required to
market and sell the product. Even if we are successful in obtaining approval in one jurisdiction, we may not be successful in
obtaining approval in any other jurisdictions. If we are unable to obtain approval for our product candidates in multiple
jurisdictions, our business, financial condition, results of operations and our growth prospects could be negatively affected. Our
product candidates will require significant additional research and development efforts, the commitment of substantial financial
resources, qnd reéuldtory dppIO\’alS prlor to ad\ ancing into further clinical development or being commercmhzed by us or

&Regether—e%wh*e%rmay—fes&}t—ﬁr&m*peefed-eesf& We cannot assure you that our produd candlddtes will successfully

progress through the drug development process or will result in commercially viable products. We do not expect our product
candidates to be commercialized by us or collaborators for at least several years. If we do not achieve our projected development
goals in the timeframes we announce and expect, our stock price may decline. From time to time, we estimate the timing of the
anticipated accomplishment of various scientific, clinical, regulatory and other product development goals, which we sometimes
refer to as milestones. These milestones may include the commencement or completion of scientific studies and clinical trials
and the submission of regulatory filings. From time to time, we may publicly announce the expected timing of some of these
milestones. All of these milestones are and will be based on numerous assumptions. The actual timing of these milestones can
vary dramatically compared to our estimates, in some cases for reasons beyond our control. If we do not meet these milestones
as publicly announced, our stock price may decline. Our product candidates may exhibit undesirable side effects when used



alone or in combination with other approved pharmaceutical products or investigational new drugs, which may delay or
preclude further development or regulatory approval or limit their use if approved. Throughout the drug development process,
we must continually demonstrate the efficacy, safety and tolerability of our product candidates to obtain regulatory approval to
further advance clinical development or to market them. Even if our product candidates demonstrate clinical efficacy, any
unacceptable, adverse side effects or toxicities, when administered alone or in the presence of other pharmaceutical products,
which can arise at any stage of development, may outweigh the potential benefits. In preclinical studies and clinical trials we
have conducted to date, each of our product candidate’ s tolerability profile is based on studies and trials that have involved a
small number of subjects or patients over a limited period of time. We may observe adverse or significant adverse events or
drug- drug interactions in future preclinical studies or clinical trial candidates, which could result in the delay or termination of
development, prevent regulatory approval, or limit market acceptance if ultimately approved. If the results of preclinical studies
or clinical trials for our product candidates, including those that are subject to existing or future license or collaboration
agreements, are unfavorable or delayed, we could be delayed or precluded from the further development or commercialization
of our product candidates, which could materially harm our business. To further advance the development of, and ultimately
receive regulatory approval to sell, our product candidates, we must conduct extensive preclinical studies and clinical trials to
demonstrate their safety and efficacy to the satisfaction of the FDA or similar regulatory authorities in other countries, as the
case may be. Preclinical studies and clinical trials are expensive, complex, can take many years to complete, and have highly
uncertain outcomes. Delays, setbacks, or failures can occur at any time, or in any phase of preclinical or clinical testing, and can
result from concerns about safety or toxicity, a lack of demonstrated efficacy or superior efficacy over other similar products that
have been approved for sale or are in more advanced stages of development, poor study or trial design, and issues related to the
formulation or manufacturing process of the materials used to conduct the trials. The results of prior preclinical studies or
clinical trials are not necessarily predictive of the results we may observe in later stage clinical trials. In many cases, product
candidates in clinical development may fail to show desired safety, efficacy or tolerability characteristics despite having
favorably demonstrated such characteristics in preclinical studies or earlier stage clinical trials. In addition, we may experience
numerous unforeseen events during, or as a result of, preclinical studies and the clinical trial process, which could delay or
impede our ability to advance the development of, receive regulatory approval for, or commercialize our product candidate,
including, but not limited to: ® communications with the FDA, or similar regulatory authorities in different countries, regarding
the scope or design of a trial or trials; ® regulatory authorities, including an Institutional Review Board (“ IRB ) or Ethical
Committee (“ EC ™), not authorizing us to commence or conduct a clinical trial at a prospective trial site; ® enrollment in our
clinical trials being delayed, or proceeding at a slower pace than we expected, because our clinical trial sites have staffing
shortages or are unable to recruit / retain qualified staff, or we have difficulty recruiting patients, including as a result of
competing clinical trials, or participants dropping out of our clinical trials at a higher rate than we anticipated; e our third- party
contractors, upon whom we rely for conducting preclinical studies, clinical trials and manufacturing of our trial materials, may
fail to comply with regulatory requirements, fail to meet their contractual obligations to us in a timely manner, or terminate their
relationship with us; e having to suspend or ultimately terminate our clinical trials if participants are being exposed to
unacceptable health or safety risks; @ IRBs, ECs, or regulators requiring that we hold, suspend or terminate our preclinical
studies and clinical trials for various reasons, including non- compliance with regulatory requirements er-due-to-the-effeets-of the
€COHAD19-pandemte-, including the effects of recent variants; and e the supply or quality of drug material or the supply of our
RenovoCath dellvery de*v‘tee-servwe necessary to conduct our prechmcal studles or chmcal trials bemg 1nsufﬁc1ent inadequate 5
or unavailable y e~ Even if the
data collected from prechmcal studles or clinical trlals 1nV01v1ng our product candidates demonstrate a favorable safety and
efficacy profile, such results may not be sufficient to support the submission of an NDA to obtain regulatory approval from the
FDA in the U. S., or other similar foreign regulatory authorities in foreign jurisdictions, which is required to market and sell the
product. We may be required to perform additional or unanticipated clinical trials to obtain approval or be subject to additional
post- marketing testing requirements to maintain regulatory approval. In addition, regulatory authorities may withdraw their
approval of a product or impose restrictions on our distribution, such as in the form of a Risk Evaluation and Mitigation
Strategy, or REMS. The failure to obtain timely regulatory approval of product candidates, any product marketing limitations or
a product withdrawal would materially and adversely affect our business, results of operations and financial condition. Interim,
preliminary or topline data from our clinical trials that we announce or publish from time to time may change as more patient
data become available and are subject to audit and verification procedures that could result in material changes in the final data.
From time to time, we may publish interim, preliminary or topline data from clinical trials. Interim data from clinical trials that
we may complete are subject to the risk that one or more of the clinical outcomes may materially change as patient enrollment
continues and more patient data becomes available. Preliminary or topline data also remain subject to audit and verification
procedures that may result in the final data being materially different from the preliminary or topline data previously published.
As aresult, interim, preliminary and topline data should be viewed with caution until the final data are available. Adverse
differences between interim, preliminary or topline data and final data could significantly harm our reputation and business
prospects. Moreover, preliminary, interim and topline data are subject to the risk that one or more of the clinical outcomes may
materially change as more patient data become available when patients mature on study, patient enrollment continues or as other
ongoing or future clinical trials with a product candidate further develop. Past results of clinical trials may not be predictive of
future results. In addition, the information we choose to publicly disclose regarding a particular study or clinical trial is based on
what is typically more extensive information, and you or others may not agree with what we determine is the material or
otherwise appropriate information to include in our disclosure. Any information we determine not to disclose may ultimately be
deemed significant with respect to future decisions, conclusions, views, activities or otherwise regarding a particular product
candidate or our business. Similarly, even if we are able to complete our planned and ongoing preclinical studies and clinical




trials of our product candidates according to our current development timeline, the positive results from such preclinical studies
and clinical trials of our product candidates may not be replicated in subsequent preclinical studies or clinical trial results. If
third party vendors upon whom we intend to rely on to conduct our preclinical studies or clinical trials do not perform or fail to
comply with strict regulations, these studies or trials of our product candidate may be delayed, terminated, or fail, or we could
incur significant additional expenses, which could materially harm our business. We have limited resources dedicated to
designing, conducting, and managing preclinical studies and clinical trials. We intend to rely on third parties, including clinical
research organizations, consultants, and principal investigators, to assist us in designing, managing, monitoring and conducting
our preclinical studies and clinical trials. We intend to rely on these vendors and individuals to perform many facets of the drug
development process, including certain preclinical studies, the recruitment of sites and patients for participation in our clinical
trials, maintenance of good relations with the clinical sites, and ensuring that these sites are conducting our trials in compliance
with the trial protocol, including safety monitoring and applicable regulations. If these third parties fail to perform satisfactorily,
or do not adequately fulfill their obligations under the terms of our agreements with them, or terminate their relationship with us,
we may not be able to enter into alternative arrangements without undue delay or additional expenditures, and therefore the
preclinical studies and clinical trials of our product candidate may be delayed or prove unsuccessful. For example, the
investigators we currently use for our clinical trials are not our employees and we cannot control the amount or timing of
resources that they devote to our programs. If these investigators fail to devote sufficient time and resources to our clinical trial,
fail to enroll patients as rapidly as expected, or otherwise do not perform in a satisfactory manner, we may make elect to close
such clinical trial site, which may increase our expenses, require additional attention from our clinical team and delay our
clinical trial timeline and regulatory approval. Further, the FDA, or other similar foreign regulatory authorities, may inspect
some of the clinical sites participating in our clinical trials in the U. S., or our third- party vendors’ sites, to determine if our
clinical trials are being conducted according to good clinical practice, or GCP. If we or the FDA determine that our third- party
vendors are not in compliance with, or have not conducted our chmcal trlals accordlng to, apphcable regulatlons we may be
forced to delay, repeat or termmate such cllnlcal trlals Ade : d with-whem-w sag Feng

G@%&%aﬂdemm—mehﬂmg—bhe—effeets—eﬁreeeﬂt—vaﬂants—We have hmlted capacity for recrultlng and managing chmcal

trials, which could impair our timing to initiate or complete clinical trials of our product candidate and materially harm our
business. We have limited capacity to recruit and manage the clinical trials necessary to obtain FDA approval or approval by
other regulatory authorities. By contrast, larger pharmaceutical and biopharmaceutical companies often have substantial staff
with extensive experience in conducting clinical trials with multiple product candidates across multiple indications. In addition,
they may have greater financial resources to compete for the same clinical investigators and patients that we are attempting to
recruit for our clinical trials. If potential competitors are successful in completing drug development for their product candidates
and obtain approval from the FDA, they could limit the demand to participate in clinical trials of our product candidates. As a
result, we may be at a competitive disadvantage that could delay the initiation, recruitment, timing, and completion of our
clinical trials, as well as obtaining regulatory approvals, if at all, for our product candidates. We, and our collaborators, if any,
must comply with extensive government regulations in order to advance our product candidates through the development
process and ultimately obtain and maintain marketing approval for our products in the U. S. and abroad. The product candidates
that we, or our collaborators, are developing or may develop require regulatory approval to advance through clinical
development and to ultimately be marketed and sold and are subject to extensive and rigorous domestic and foreign government
regulation. In the U. S., the FDA regulates, among other things, the development, testing, manufacture, safety, efficacy, record-
keeping, labeling, storage, approval, advertising, promotion, sale, and distribution of pharmaceutical and biopharmaceutical
products. Our product candidates are also subject to similar regulation by foreign governments to the extent we seek to develop
or market them in those countries. We, or our collaborators, must provide the FDA and foreign regulatory authorities, if
applicable, with preclinical and clinical data, as well as data supporting an acceptable manufacturing process, that appropriately
demonstrate each of our product candidate’ s safety and efficacy before it can be approved for the targeted indications. Our
product candidates have not been approved for sale in the U. S. or any foreign market, and we cannot predict whether we or our
collaborators will obtain regulatory approval for any product candidates we are developing or plan to develop. The regulatory
review and approval process can take many years, is dependent upon the type, complexity, novelty of, and medical need for the
product candidate, requires the expenditure of substantial resources, and involves post- marketing surveillance and vigilance and
potentially post- marketing studies or Phase I'V clinical trials. In addition, we or our collaborators may encounter delays in, or
fail to gain, regulatory approval for any of our product candidates based upon additional governmental regulation resulting from
future legislative, administrative action or changes in the FDA’ s or other similar foreign regulatory authorities’ policy or
interpretation during the period of product development. Delays or failures in obtaining regulatory approval to advance any of
our product candidates through clinical development, and ultimately to commercialize them, may: e adversely impact our ability
to raise sufficient capital, if at all, to fund the development of our product candidates; ® adversely affect our ability to further
develop or commercialize our product candidates; ® diminish any competitive advantages that we or our collaborators may have
or attain; or @ adversely affect the receipt of potential milestone payments and royalties from collaborators, if any, from the sale
of our products or product revenues in the future. Furthermore, any regulatory approvals, if granted, may later be withdrawn. If
we or our collaborators fail to comply with applicable regulatory requirements at any time, or if post- approval safety concerns
arise, we or our collaborators may be subject to restrictions or a number of actions, including: @ delays, suspension, or
termination of clinical trials related to our product candidates; ® refusal by regulatory authorities to review pending applications
or supplements to approved applications; ® product recalls or seizures; ® suspension of manufacturing; @ withdrawals of
previously approved marketing applications; or e fines, civil penalties, and criminal prosecutions. Additionally, at any time we
or our collaborators may voluntarily suspend or terminate the preclinical or clinical development of a product candidate, or




withdraw any approved product from the market if we believe that it may pose an unacceptable safety risk to patients, or if the
product candidate or approved product no longer meets our business objectives. The ability to develop or market a
pharmaceutical product outside of the U. S. is contingent upon receiving appropriate authorization from the respective foreign
regulatory authorities. Foreign regulatory approval processes typically include many, if not all, of the risks and requirements
associated with the FDA regulatory process for drug development and may include additional risks. Additionally, results
acceptable to support approval in one jurisdiction may be deemed inadequate by another regulatory authority to support
regulatory approval in that other jurisdiction. Clinical trials involve a lengthy and expensive process with an uncertain outcome,
and results of earlier studies and trials may not be predictive of future trial results. Our product candidates may not prove to be
safe and efficacious in clinical trials and may not meet all the applicable regulatory requirements needed to receive regulatory
approval. To receive regulatory approval for the commercialization of our product candidates, we must conduct, at our own
expense, extensive preclinical testing and clinical trials to demonstrate safety and efficacy of our product candidate for the
intended indication of use. Clinical testing is expensive, can take many years to complete, if at all, and its outcome is uncertain.
Failure can occur at any time during the clinical trial process. The results of preclinical studies and early clinical trials of new
drugs do not necessarily predict the results of later- stage clinical trials. The design of our clinical trials is based on many
assumptions about the expected effects of our product candidate, and if those assumptions are incorrect, they may not produce
statistically significant results. Preliminary results may not be confirmed on full analysis of the detailed results of a clinical trial.
Product candidates in later stages of clinical development may fail to show safety and efficacy sufficient to support intended use
claims despite having progressed through earlier clinical testing. The data collected from clinical trials of our product candidates
may not be sufficient to support the filing of an NDA or to obtain regulatory approval in the United States or elsewhere. Because
of the uncertainties associated with drug development and regulatory approvals, we cannot determine if or when we will have
an approved product for commercialization or achieve sales or profits. Delays in clinical testing could result in increased costs to
us and delay our ability to generate revenue. We may experience delays in clinical testing of our product candidates. We do not
know Whether planned clinical trials will begln on time, w1ll need to be redesrgned or Wlll be completed on schedule, if at all 5
aHy-inte he-effeets he e;ne Ag-—th ets artants- From time to time, based
on our experlence with a clinical trial, we may amend the cllnrcal trial protocol to address any issues that we observe as the trial
is progressing, including in response to various €OVIBD-—9related-faetors-or-other-factors impacting safety and the data
collected, or we may be required to make certain changes in response to issues raised by the FDA, IRB, other regulatory
authorities, investigators or clinical sites. Protocol amendments are subject to IRB and regulatory approval before we implement
material changes, can result in additional costs, require additional data or participants, and may negatively impact the timelines
for the trial. For example, in December 2021, we amended the protocol for our Phase III clinical trial to only allow SBRT
patients during the induction phase of the study, as we observed a higher drop- out rate for patients on IMRT. As part of this
change, we initiated a review of the statistical considerations for the study and in June 2022, submitted a Modified SAP to the
FDA. We submitted a protocol amendment to the FDA in the second half of 2022 to reflect the changes in the Modified SAP.
Under the modified Phase III clinical trial protocol and the Modified SAP, we plan to (i) analyze only patients receiving SBRT,
consistent with the protocol change made in December 2021, (ii) include a second interim analysis, (iii) change the total number
of SBRT patients randomized in the study to 114 (a reduction from the original 200 patients), with a total of 86 deaths from
SBRT patients, including all deaths from SBRT patients enrolled in the study before the submission of the Modified SAP, and
(iv) repower the study from 90 % to 80 %, which is commonly used in clinical trials. Fo-date-In August 2023 , we havenot
received any-comments er-ebjeetions-from the FDA on the Modified SAP, which we submitted-responded to in September
2023 Based on the FDA ’ s feedback, we plan to submit the revised SAP and a protocol amendment to reflect the changes
in June2622-the statistical analysis for the study. Such amendment and Modified SAP are subject to IRB and regulatory
review that may result in additional costs and may negatively impact the timelines for the trial . We cannot provide
assurance that the FDA will not raise any objections or disagree with our Modified SAP or the protocol amendments , including
our proposed SAP or how we interpret the data . We can provide no assurance on the timing of any of our interim analyses or
when we will complete our Phase I1I study, if at all, or the outcome of the study. Disclosure of findings from our interim
analyses before the completion of the trial may also impact the enrollment or retention of patients in our ongoing clinical trial.
The changes in our study protocol rnay lrmlt the clinical trial sites that can partrc1pate in our study, impact enrollment, and delay
regulatory approval. We H-+the eets : eol-amendm we-may be required to expand the
size of our study, increase the power level, or make other changes that can delay our chnrcal timelines and delay regulatory
approval. Further, to the extent protocol amendments impact the data needed to support our proposed indication, the indication
that is ultimately approved by the FDA or other regulatory authorities may be narrower than the indication initially sought. The
FDA and other regulatory authorities may also impose other restrictions in our proposed labeling, which could have a material
adverse effect on the prospects of our product candidates, if approved, and our business. Clinical trials can be delayed for a
variety of reasons, including pandemics, delays in obtaining regulatory approval to commence a clinical trial, in securing clinical
trial agreements with prospective sites with acceptable terms, in obtaining IRB approval to conduct a clinical trial at a
prospective site, in recruiting patients to participate in a clinical trial or in obtaining sufficient supplies of clinical trial materials,
including RenovoCath. Many factors affect patient enrollment, including the size of the patient population, the proximity of
patients to clinical sites, the eligibility criteria for the clinical trial, the existing body of safety and efficacy data with respect to
the study drug, competing clinical trials, new drugs approved for the conditions we are investigating, clinicians’ and patients’
perceptions of the potential advantages and srde effects of the product candidates being studled in relation to other available
therapies and product candidates h-eptdemiessuchas-the e-. Clinical investigators will need to
decide whether to offer their patients enrollment in cllnrcal trials of our product candidate versus treating these patients with
commercially available drugs that have established safety and efficacy profiles. Any delays in completing our clinical trials will




increase our costs, slow down our product development, timeliness and approval process, and delay our ability to generate
revenue. The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming and
inherently unpredictable, and if we are ultimately unable to obtain regulatory approval for our product candidates, our business
will be substantially harmed. The time required to obtain approval by the FDA and comparable foreign authorities is
unpredictable but it typically takes many years following the commencement of clinical trials and depends upon numerous
factors, including the substantial discretion of the regulatory authorities. In addition, approval policies, regulations, or the type
and amount of clinical data necessary to gain approval may change during the course of a product candidate’ s clinical
development and may vary among jurisdictions. We have not obtained regulatory approval for any product candidate and it is
possible that any of our existing product candidates y-or any product candidate we may seek to develop in the future ;-may never
obtain regulatory approval. Our product candidates could fail to receive regulatory approval for many reasons, including the
following: e the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of our
clinical trials; ® we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities
that a product candidate is safe and effective for its proposed indication; e the results of clinical trials may not meet the level of
statistical significance required for approval by the FDA or comparable foreign regulatory authorities; ® the FDA or comparable
foreign regulatory authorities may disagree with our interpretation of data from preclinical studies or clinical trials; ® the data
collected from clinical trials of our product candidates may not be sufficient to support the submission of an NDA or other
submission or to obtain regulatory approval in the United States or elsewhere; ® the FDA or comparable foreign regulatory
authorities may fail to approve the manufacturing processes or facilities of third- party manufacturers with which we contract for
clinical and commercial supplies; or @ the approval policies or regulations of the FDA or comparable foreign regulatory
authorities may significantly change in a manner rendering our clinical data insufficient for approval. This lengthy approval
process as well as the unpredictability of future clinical trial results may result in our failing to obtain regulatory approval to
market our product candidates, which would significantly harm our business, results of operations, prospects and our underlying
stock price. In addition, even if we were to obtain approval, regulatory authorities may approve our product candidates for fewer
or more limited indications than we request, may grant approval contingent on the performance of costly post- marketing
clinical trials, or may approve a product candidate with a label that does not include the labeling claims necessary or desirable
for the successful commercialization of that product candidate. Any of the foregoing scenarios could materially harm the
commercial prospects for any of our product candidates. We have not previously submitted an NDA to the FDA, nor similar
drug approval filings to comparable foreign authorities, for our product candidates, and we cannot be certain that our product
candidates will be successful in clinical trials or receive regulatory approval. Further, our product candidates may not receive
regulatory approval even if they are successful in clinical trials. If we do not receive regulatory approvals for our product
candidates, we may not be able to continue our operations. Even if we successfully obtain regulatory approvals to market one or
more of our product candidates, our revenues will be dependent on many factors including the size of the markets in the
territories for which we gain regulatory approval and have commercial rights. If the markets for patients that we are targeting
for our product candidates are not as significant as we estimate, we may not generate significant revenues from sales of such
products, if approved. We plan to seek regulatory approval and to commercialize our product candidates, directly or with
collaborators in the United States, the European Union, and other foreign countries which we have not yet identified. While the
scope of regulatory approval is similar in other countries, to obtain separate regulatory approval in many other countries we
must comply with numerous and varying regulatory requirements of such countries regarding the safety and efficacy, among
other things, of clinical trials and commercial sales, pricing, and distribution of our product candidates, and we cannot predict
success in these jurisdictions. We may be required to suspend or discontinue clinical trials due to unexpected side effects or
other safety risks that could preclude approval of our product candidates. Our clinical trials may be suspended at any time for a
number of reasons. For example, we may voluntarily suspend or terminate our clinical trials if at any time we believe that they
present an unacceptable risk to the clinical trial patients. In addition, the FDA or other regulatory agencies may order the
temporary or permanent discontinuation of our clinical trials at any time if they believe that the clinical trials are not being
conducted in accordance with applicable regulatory requirements or that they present an unacceptable safety risk to the clinical
trial patients. Administering our product candidates to humans may produce undesirable side effects. These adverse side effects
could interrupt, delay or halt clinical trials of our product candidates and could result in the FDA or other regulatory authorities
denying further development or approval of any of our product candidates for any or all targeted indications. Ultimately, our
product candidates may prove to be unsafe for human use. Moreover, we could be subject to significant liability if any volunteer
or patient suffers, or appears to suffer, adverse health effects as a result of participating in our clinical trials. Prosecution,
enforcement actions, damages or adverse media coverage related to such events, if any, will likely result in a materially
significant diversion of management’ s attention and resources and significant defense costs and other professional fees. As a
general matter, such events could damage our reputation, brand, international activities, business, prospects, operating results
and financial condition. If we fail to comply with healthcare regulations, we could face substantial enforcement actions,
including civil and criminal penalties and our business, operations and financial condition could be adversely affected. Our
business operations and activities may be directly or indirectly subject to various federal and state fraud and abuse laws,
including, without limitation, the federal Anti- Kickback Statute and the federal False Claims Act. The product candidates that
we are developing are highly regulated, and there can be no assurance that the regulatory environment in which we operate will
not change significantly and adversely in the future. If we begin commercializing any products cleared or approved by the FDA
in the United States, our exposure under such laws will increase significantly, and our costs associated with compliance with
such laws are also likely to increase. Our current and future arrangements with healthcare professionals, clinical investigators,
CROs, 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. In addition, we may be subject to laws of the federal
government and state governments in which we conduct our business relating to privacy, data protection and data security with
respect to patient information. As a developer of drug / device combination products and a proprietary drug delivery device,
certain federal and state healthcare laws and regulations pertaining to fraud and abuse, false claims, transparency and patients’
privacy rights are and will be applicable to our business. We could be subject to healthcare fraud and abuse laws, transparency
and privacy laws of both the federal government and the states in which we conduct our business and private “ qui tam ” actions
brought by individual whistleblowers on behalf of the federal or state governments. The scope and enforcement of each of the
laws applicable to our business and products are uncertain and subject to rapid change in the current environment of healthcare
reform. The laws include: e the federal healthcare program anti- kickback law, which prohibits, among other things, persons
from soliciting, receiving or providing remuneration, directly or indirectly, to induce either the referral of an individual, for an
item or service or the purchasing or ordering of a good or service, for which payment may be made under federal healthcare
programs such as the Medicare and Medicaid programs; e federal false claims laws which prohibit, among other things,
individuals, or entities from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or
other third- party payors that are false or fraudulent, and which may apply to entities like us which provide coding and billing
information to customers; ® the federal Health Insurance Portability and Accountability Act of 1996, which prohibits executing
a scheme to defraud any healthcare benefit program or making false statements relating to healthcare matters and which also
imposes certain requirements relating to the privacy, security and transmission of individually identifiable health information;
the federal Open Payments program under the Physician Payments Sunshine Act, created under Section 6002 of the ACA and its
implementing regulations, which requires certain manufacturers of covered drugs, devices, biologics and medical supplies for
which payment is available under Medicare, Medicaid or the Children’ s Health Insurance Program (with certain exceptions)
and applicable group purchasing organizations to report annually to CMS information related to payments or other transfers of
value made in the previous year to covered recipients, including physicians (defined to include doctors, dentists, optometrists,
podiatrists and chiropractors), certain non- physician healthcare professionals (such as physician assistants and nurse
practitioners, among others), and teaching hospitals, and information regarding ownership and investment interests held by
physicians (as defined above) and their immediate family members; ® the federal Food, Drug, and Cosmetic Act, which among
other things, strictly regulates drug manufacturing and product marketing, prohibits manufacturers from marketing drug
products for off- label use and regulates the distribution of drug samples; @ federal consumer protection and unfair competition
laws, which broadly regulate marketplace activities and activities that potentially harm consumers; ® federal government drug
price reporting laws, changed by the ACA to, among other things, increase the minimum Medicaid rebates owed by most
manufacturers under the Medicaid Drug Rebate Program and offer such rebates to additional populations, that require us to
calculate and report complex pricing metrics to government programs, where such reported prices may be used in the calculation
of reimbursement or discounts on our marketed drugs (participation in these programs and compliance with the applicable
requirements may subject us to potentially significant discounts on our product candidates, increased infrastructure costs, and
potentially limit our ability to offer certain marketplace discounts); @ the Foreign Corrupt Practices Act, a United States law
which regulates certain financial relationships with foreign government officials (which could include, for example, certain
medical professionals); @ analogous state and foreign laws and regulations, including: state anti- kickback and false claims laws
which may apply to our business practices, including, but not limited to, research, distribution, sales and marketing arrangements
and claims involving healthcare items or services reimbursed by state governmental and non- governmental third- party payors,
including private insurers; state laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the applicable compliance guidance promulgated by the federal government; state laws
that require drug manufacturers to track gifts and other remuneration and items of value provided to healthcare professionals and
entities; state and local laws that require the registration of pharmaceutical sales representatives; and state laws that require drug
manufacturers to report information relating to pricing and marketing information; and e state and foreign laws governing the
privacy and security of health information in certain circumstances, many of which differ from each other in significant ways
and often are not preempted by federal laws, thus complicating compliance efforts. Efforts to ensure that our business
arrangements with third parties will comply with applicable healthcare laws may 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. If our operations are found to be in violation of any of
the laws described above or any governmental regulations that apply to us, we may be subject to greater liabilities, penalties,
including civil and criminal penalties, damages, fines, and the curtailment or restructuring of our operations. Any penalties,
damages, fines, curtailment or restructuring of our operations could adversely affect our ability to operate our business and our
financial results. Although compliance programs can mitigate the risk of investigation and prosecution for violations of these
laws, the risks cannot be entirely eliminated. Any action against us for violation of these laws, even if we successfully defend
against it, could cause us to incur significant legal expenses and divert management’ s attention from the operation of our
business. If any of the physicians or other providers or entities with whom we expect to do business, is found not to be in
compliance with applicable laws, it may be subject to significant criminal, civil or administrative sanctions, including exclusions
from participation in government healthcare programs, which could also materially affect our business. We are also subject to U.
S. and certain foreign export and import controls, sanctions, embargoes, anti- corruption laws, and anti- money laundering laws
and regulations. Compliance with these legal standards could impair our ability to compete in domestic and international
markets. We can face criminal liability and other serious consequences for violations which can harm our business. Anti-
corruption laws are interpreted broadly and prohibit companies and their employees, agents, contractors, and other partners from
authorizing, promising, offering, or providing, directly or indirectly, improper payments or anything else of value to recipients in
the public or private sector. We may engage third parties for clinical trials outside of the United States, to sell our products



abroad once we enter a commercialization phase, or to obtain necessary permits, licenses, patent registrations, and other
regulatory approvals. We may have direct or indirect interactions with officials and employees of government agencies or
government- affiliated hospitals, universities, and other organizations. We can be held liable for the corrupt or other illegal
activities of our employees, agents, contractors, and other partners, even if we do not explicitly authorize or have actual
knowledge of such activities. Any violation of the laws and regulations described above may result in substantial civil and
criminal fines and penalties, imprisonment, the loss of export or import privileges, debarment, tax reassessments, breach of
contract and fraud litigation, reputational harm, and other consequences. If we are unable to satisfy regulatory requirements, we
may not be able to commercialize our product candidates. We need FDA approval prior to marketing our product candidates in
the United States. This approval process is lengthy and subject to extensive governmental regulations and given the
unpredictability of the results of clinical trials, our failure to obtain regulatory approval from the FDA to market any of our
product candidates would significantly harm our business, results of operations and prospects. Any delay or failure in seeking or
obtaining required approvals from the FDA to market any of our product candidates would have a material and adverse effect on
our ability to sell our product candidates in the United States and to generate revenue from any such candidates we are
developing and for which we are seeking approval. The FDA’ s review and approval process, including among other things,
evaluation of preclinical studies and clinical trials of a product candidate as well as the manufacturing process and facility, is
lengthy, expensive, and uncertain. To receive approval, we must, among other things, demonstrate with substantial evidence
from well- designed and well- controlled preclinical testing and clinical trials that the product candidates are both safe and
effective for each indication for which approval is sought. Satisfaction of these requirements typically takes several years, and
the time needed to satisfy them may vary substantially, based on the type, complexity and novelty of the pharmaceutical
product. We cannot predict if or when we will submit an NDA for approval for any of our product candidates currently under
development. Any approvals we may obtain may not cover all of the clinical indications for which we are seeking approval or
may contain significant limitations on the conditions of use. The FDA has substantial discretion in the NDA review process and
may either refuse to file our NDA for substantive review or may decide that our data is insufficient to support approval of our
product candidates for the claimed intended uses. Following any regulatory approval of our product candidates, we will be
subject to continuing regulatory obligations such as safety reporting, required and additional post marketing obligations, and
regulatory oversight of promotion and marketing. Even if we receive regulatory approvals for any of our product candidates, the
FDA may subsequently seek to withdraw approval of our NDA if we determine that new data or a reevaluation of existing data
show the product is unsafe for use under the conditions of use upon the basis of which the NDA was approved, or based on new
evidence of adverse effects or adverse clinical experience, or upon other new information. If the FDA does not file or approve
our NDA or withdraws approval of our NDA, the FDA may require that we conduct additional clinical trials, preclinical or
manufacturing studies and submit that data before it reconsiders our application. Depending on the extent of these or any other
requested studies, approval of any applications that we submit may be delayed by several years, may require us to expend more
resources than we have available, or may never be obtained at all. In addition, we have obtained FDA clearance for our
RenovoCath delivery system, which is subject to FDA medical device regulations, including the Quality System Regulation. In
the event adverse events arise with respect to the RenovoCath delivery system, the FDA could revoke its clearance which would
have a material adverse effect on our business. We will also be subject to a wide variety of foreign regulations governing the
development, manufacture, and marketing of our products to the extent we seek regulatory approval to develop and market any
of our product candidates in a foreign jurisdiction. As of the date hereof we have not identified any foreign jurisdictions which
we intend to seek approval from. Whether or not FDA approval has been obtained, approval of a product candidate by the
comparable regulatory authorities of foreign countries must still be obtained prior to marketing the product candidate in those
countries. The approval process varies, and the time needed to secure approval in any region such as the European Union or in a
country with an independent review procedure may be longer or shorter than that required for FDA approval. We cannot assure
you that clinical trials conducted in one country will be accepted by other countries or that an approval in one country or region
will result in approval elsewhere. Even after approval, we are subject to extensive regulations. The regulations to which we are
subject are complex and have tended to become more stringent over time. Regulatory changes could result in restrictions on our
ability to carry on or expand our operations, higher than anticipated costs or lower than anticipated sales. The FDA and foreign
counterparts enforce these regulatory requirements through, among other means, periodic unannounced inspections and periodic
reviews of public marketing and promotion materials. We do not know whether we will be found compliant in connection with
any future FDA or foreign counterparts’ inspections or reviews. Failure to comply with applicable regulations could jeopardize
our ability to sell our products and result in enforcement actions such as: warning letters; untitled letters; fines; injunctions; civil
penalties; termination of distribution; recalls or seizures of products; delays in the introduction of products into the market; total
or partial suspension of production; refusal to grant future clearances, approvals, or certifications; withdrawals or suspensions of
current approvals or certifications, resulting in prohibitions on sales of our products; and in the most serious cases, criminal
penalties. We have received Orphan Drug Designation for RenovoGem for two rare diseases: pancreatic cancer and
cholangiocarcinoma. We may seek Orphan Drug Designation for future product candidates, but we may be unable to obtain
such designation or to maintain the benefits associated with Orphan Drug Designation, including market exclusivity, which may
cause our revenue, if any, to be reduced. To date, we have secured FDA Orphan Drug Designation for RenovoGem in two rare
diseases: pancreatic cancer and cholangiocarcinoma. Although we may seek Orphan Drug Designation for some or all of our
other product candidates, we may never receive such designations. Under the Orphan Drug Act, the FDA may designate a drug
product as an orphan drug if it is intended to treat a rare disease or condition, defined as a patient population of fewer than 200,
000 in the United States, or a patient population greater than 200, 000 in the United States where there is no reasonable
expectation that the cost of developing the drug will be recovered from sales in the United States. Orphan Drug Designation
must be requested before submitting an NDA. In the United States, Orphan Drug Designation entitles a party to financial



incentives such as opportunities for grant funding towards clinical trial costs, tax advantages, and application fee waivers. After
the FDA grants Orphan Drug Designation, the generic identity of the drug and its potential orphan use are disclosed publicly by
the FDA. In addition, if a drug product receives the first FDA approval for an indication for which it has orphan designation, the
drug product is entitled to orphan drug exclusivity, which means the FDA may not approve any other application to market the
same drug for the same indication for a period of seven years, except in limited circumstances, such as a showing of clinical
superiority over the product with orphan exclusivity or where the manufacturer is unable to assure sufficient product quantity for
the orphan patient population. Exclusive marketing rights in the United States may also be unavailable if we seek approval for
an indication broader than the orphan designation and may be lost if the FDA later determines that the request for designation
was materially defective. Even if we obtain Orphan Drug Designation, we may not be the first to obtain marketing approval for
any particular indication within the orphan designation due to uncertainties associated with developing pharmaceutical products,
which would have a material adverse effect on our operations, regulatory approval and ability to commercialize our product
candidate. Further, even if we obtain orphan drug exclusivity for a product candidate, that exclusivity may not effectively protect
the product from competition because different drugs with different active moieties can be approved for the same condition.
Even after an orphan drug is approved, the FDA can subsequently approve the same drug with the same active moiety for the
same indication or use if the FDA concludes that the later drug is clinically superior or makes a major contribution to patient
care. Orphan Drug Designation neither shortens the development time or regulatory review time of a product candidate nor
gives the product candidate any advantage in the regulatory review or approval process or entitles the product candidate to
priority review. Further, in Catalyst Pharms., Inc. v. Becerra, 14 F. 4th 1299 (11th Cir. 2021), the court disagreed with the FDA’
s longstanding position that the orphan drug exclusivity only applies to the approved use or indication within an eligible disease.
This decision created uncertainty in the application of the orphan drug exclusivity. On January 24, 2023, the FDA published a
notice in the Federal Register to clarify that while the agency complies with the court’ s order in Catalyst, the FDA intends to
continue to apply its longstanding interpretation of the regulations to matters outside of the scope of the Catalyst order — that is,
the agency will continue tying the scope of orphan- drug exclusivity to the uses or indications for which a drug is approved,
which permits other sponsors to obtain approval of a drug for new uses or indications within the same orphan designated disease
or condition that have not yet been approved. It is unclear how future litigation, legislation, agency decisions, and administrative
actions will impact the scope of the orphan drug exclusivity. If our product candidates are unable to compete effectively with
marketed drugs targeting similar indications as our product candidates, our commercial opportunity will be reduced or
eliminated. We face competition generally from established pharmaceutical and biotechnology companies, as well as from
academic institutions, government agencies and private and public research institutions. Many of our competitors have
significantly greater financial resources and expertise in research and development, manufacturing, preclinical testing,
conducting clinical trials, obtaining regulatory approvals and marketing approved products than we do. Small or early- stage
companies may also prove to be significant competitors, particularly through collaborative arrangements with large, established
companies. We are aware of a number of companies in Phase III clinical trials for the treatment of LAPC including AB Science,
Angiodynamics, Bausch Health, FibreGen-Fibrogen , Neveeure-NovoCure , and-SynCore Biotechnology , BMS, and
ViewRay . In addition, we are aware of a number of companies in Phase I and Phase II clinical trials for the treatment of LAPC
including one interventional company, TriSalus Lifesciences. Our commercial opportunity will be reduced or eliminated if our
competitors develop and commercialize any products that are safer, more effective, have fewer side effects or are less expensive
than our product candidates. These potential competitors compete with us in recruiting and retaining key and qualified scientific
and management personnel, establishing clinical trial sites, and patient enrollment for clinical trials, as well as in acquiring
technologies and technology licenses complementary to our programs or advantageous to our business. If approved and
commercialized, RenovoGem would compete with several currently approved prescription therapies for the treatment of LAPC
and cholangiocarcinoma. To our knowledge, other potential competitors are in the earlier stages of development. If potential
competitors are successful in completing drug development for their product candidates and obtain approval from the FDA, they
could limit the demand for RenovoGem. We expect that our ability to compete effectively will depend upon our ability to:
successfully identify and develop key points of product differentiation from currently available therapies; ® successfully and
timely complete clinical trials and submit for and obtain all requisite regulatory approvals in a cost- effective manner; ®
maintain a proprietary position for our products and manufacturing processes and other related product technology; e attract and
retain key and qualified personnel; ® develop relationships with physicians prescribing these products; and e build an adequate
sales and marketing infrastructure for our products, if approved. Because we will be competing against significantly larger
companies with established track records, we will have to demonstrate that, based on experience, clinical data, side- effect
profiles and other factors, our products, if approved, are competitive with other products. If we are unable to compete
effectively and differentiate our products from other marketed drugs, we may never generate meaningful revenue. We may
expend our limited resources to pursue one or more product candidates or indications within our product development strategy,
which has and may continue to change over time, and fail to capitalize on product candidates or indications that may be more
profitable or for which there is a greater likelihood of success. Because we have limited financial and managerial resources, we
intend to focus on developing product candidates for specific indications that we identify as most likely to succeed, in terms of
their potential both to gain regulatory approval and to achieve commercialization. As a result, we may forego or delay the
pursuit of opportunities with other product candidates or in other indications with greater commercial potential. Such resource
allocation and strategic decisions may cause us to fail to capitalize on viable commercial products or profitable market
opportunities. Our spending on current and future research and development programs and product candidates for specific
indications may not yield any commercially viable product candidates. If we do not accurately evaluate the commercial potential
or target market for a particular product candidate, we may relinquish valuable rights to that product candidate through
collaboration, licensing, or other royalty arrangements in cases in which it would have been more advantageous for us to retain



sole development and commercialization rights to the product candidate. If the manufacturers upon whom we rely fail to
produce our product candidates, in the volumes that we require on a timely basis or fail to comply with stringent regulations
applicable to pharmaceutical drug manufacturers, we may face delays in the development and commercialization of our product
candidates. We do not currently possess internal manufacturing capacity. We plan to utilize the services of cGMP
manufacturers, FDA inspected contract manufacturers to formulate and manufacture our preclinical and clinical supplies. Any
curtailment in the availability of gemcitabine, or RenovoCath, the drug delivery device, however, could result in production or
other delays with consequent adverse effects on us. In addition, because regulatory authorities must generally approve raw
material sources for pharmaceutical products, changes in raw material suppliers may result in production delays or higher raw
material costs. We obtain our RenovoCath delivery system from a single source, which must be manufactured in accordance
with the FDA Quality System Regulation (QSR). Gemcitabine is supplied from our clinical sites’ pharmacies and used oft- label
for TA intra—arterial-use within our clinical study. We continue to pursue supply agreements for gemcitabine and our
RenovoCath delivery system. We may be required to agree to minimum volume requirements, exclusivity arrangements or other
restrictions with the contract manufacturers. We may not be able to enter into long- term agreements on commercially
reasonable terms, or at all. If we change or add manufacturers, the FDA and comparable foreign regulators may require approval
of the changes. Approval of these changes could require new testing by the manufacturer and compliance inspections to ensure
the manufacturer is conforming to all applicable laws and regulations and cGMP. The manufacture of pharmaceutical products,
including drug / device combination products, requires significant expertise and capital investment, including the development
of an acceptable formulation to support later- stage trials for our product candidates, advanced manufacturing techniques and
process controls. Manufacturers of pharmaceutical products may encounter difficulties in production, particularly in scaling up
production and reformulating the form of any of our product candidates. For drug / device combination products, ensuring
compliance with both medical device and drug regulations exposes us to additional risks. These problems include difficulties
with production costs and yields, quality control, including stability of the product and quality assurance testing, shortages of
qualified personnel, as well as compliance with federal, state, and foreign regulations. Our contract manufacturers may also
place a priority on the manufacture of their own products, or other customers’ products. In addition, any delay or interruption in
the supply of clinical trial supplies ;-due-to-the-effeets-ofthe-COVID-—19-pandemie-orotherwise;could delay the completion of
our clinical trials, increase the costs associated with conducting our clinical trials and, depending upon the period of delay,
require us to commence new clinical trials at significant additional expense or to terminate a clinical trial. We will be
responsible for ensuring that our future contract manufacturers comply with the cGMP requirements of the FDA and other
regulatory authorities from which we seek to obtain product approval. These requirements include, among other things, quality
control, quality assurance and the maintenance of records and documentation. The approval process for NDAs includes an
inspection of the manufacturer’ s compliance with cGMP requirements. We will be responsible for regularly assessing a
contract manufacturer’ s compliance with cGMP requirements through record reviews and periodic audits and for ensuring that
the contract manufacturer takes responsibility and corrective action for any identified deviations. Manufacturers of our product
candidates may be unable to comply with these cGMP requirements and with other FDA and foreign regulatory requirements, if
any. While we will oversee compliance of our contract manufacturers, ultimately, we will not have control over our
manufacturers’ compliance with these regulations and standards. A failure to comply with these requirements may result in fines
and civil penalties, suspension of production, suspension or delay in product approval, product seizure or recall, or withdrawal of
product approval. If the safety of any of our product candidates is compromised due to a manufacturers’ failure to adhere to
applicable laws or for other reasons, we may not be able to obtain regulatory approval for or successfully commercialize any of
our product candidates, and we may be held liable for any injuries sustained as a result. Any of these factors could cause a delay
of clinical trials, regulatory submissions, approvals, or commercialization of RenovoGem or other product candidates, entail
higher costs or result in us being unable to effectively commercialize any of our product candidates. Furthermore, if our
manufacturers fail to deliver the required commercial quantities on a timely basis and at commercially reasonable prices, we
may be unable to meet demand for any approved products and would lose potential revenues. There are also risks of our
contract manufacturers failing to perform as agreed, terminating their relationship with us, experiencing the effects of any strikes
or other work stoppages, or not remaining in the contract manufacturing business. Our dependence on third- party suppliers
subjects us to a number of risks that could negatively impact our ability to manufacture products and harm our business,
including: e interruption of supply resulting from modifications to, or discontinuation of, a supplier’ s operations; ® delays in
product shipments resulting from uncorrected defects, reliability issues, or a supplier’ s failure to produce components that
consistently meet our quality specifications; e price fluctuations due to a lack of long- term supply arrangements with our
suppliers for key components; ® inability to obtain adequate supply in a timely manner or on commercially reasonable terms; ®
difficulty identifying and qualifying alternative suppliers for components in a timely manner; ® inability of suppliers to comply
with applicable provisions of the FDA’ s QSR, cGMP regulations or other applicable laws or regulations enforced by the FDA
or state regulatory authorities and foreign regulatory authorities; ® inability to ensure the quality of products or components
manufactured by third parties; ® production delays related to the evaluation and testing of products and components from
alternative suppliers and corresponding regulatory qualifications; @ delays in delivery by our suppliers due to changes in
demand from us or their other customers, or our suppliers prioritizing their other customers over us; and e an outbreak of
disease or similar public health threat ;sueh-as-the-existing-threatof- COVID-—9-pandemie,particularly as it may impact our
supply chain. Although we require that our third- party suppliers provide our manufacturing partners with components that meet
our specifications and comply with applicable provisions of the QSR, cGMP and other applicable legal and regulatory
requirements in our agreements and contracts, there is a risk that our suppliers will not always act with our best interests in mind,
and they may not always supply components that meet our requirements or supply components in a timely manner. Any
interruption or delay in the supply of components or materials, or our inability to obtain components or materials from alternate



sources at acceptable prices in a timely manner, could impair our ability to meet the demand of our customers and cause them to
cancel orders or switch to competitive procedures. These events could harm our business and our operating results. We may not
be able to manufacture our product candidates in commercial quantities, which would prevent us from commercializing our
product candidates. To date, our product candidates have been manufactured in small quantities for preclinical studies and
clinical trials. If any of our product candidates are approved by the FDA or comparable regulatory authorities in other countries
for commercial sale, we will need to manufacture such product candidates in larger quantities. We may not be able to
successfully increase the manufacturing capacity for our product candidates in a timely or economic manner, or at all. A
significant scale- up of manufacturing may require additional validation studies, which the FDA must review and approve. If we
are unable to successfully increase the manufacturing capacity for a product candidate, the clinical trials as well as the
regulatory approval or commercial launch of that product candidate may be delayed or there may be a shortage in supply. Our
product candidates require precise, high- quality manufacturing in accordance with cGMP. Our failure to achieve and maintain
these high- quality manufacturing standards in collaboration with our third- party manufacturers, including the incidence of
manufacturing errors, could result in patient injury or death, product recalls or withdrawals, delays or failures in product testing
or delivery, cost overruns or other problems that could harm our business, financial condition and results of operations. Our
product candidates, if approved for sale, may not gain acceptance among physicians, patients, and the medical community,
thereby limiting our potential to generate revenues. If our product candidates are approved for commercial sale by the FDA or
other regulatory authorities, the degree of market acceptance of any approved product by physicians, healthcare professionals
and third- party payors and our profitability and growth will depend on a number of factors, including: ® demonstration of safety
and efficacy; @ perceived advantages of our product candidates over alternative treatments; ® the indications for which the
product candidates are approved and the labeling approved by regulatory authorities for use with the product candidates,
including any warnings, limitations or contraindications contained in a product’ s approved labeling; ® approval of other new
therapies for the same indications; e acceptance by physicians and patients of the product candidate as a safe and effective
treatment; ® the cost, safety and efficacy of treatment in relation to alternative treatments, including generic versions of the
product candidates; @ the extent to which our product candidates are included on formularies of hospitals and managed care
organizations; @ changes in the practice guidelines and the standard of care for the targeted indication; e relative convenience
and ease of administration; e the prevalence and severity of any adverse side effects; ® budget impact of adoption of our
product on relevant drug formularies and the availability, cost, and potential advantages of alternative treatments, including less
expensive generic drugs; e pricing, reimbursement, and cost effectiveness, which may be subject to regulatory control; ®
effectiveness of our or any of our partners’ sales and marketing strategies; ® the product labeling or product insert required by
the FDA or regulatory authority in other countries; and e the availability of adequate third- party insurance coverage or
reimbursement. If any product candidate that we develop does not provide a treatment regimen that is as beneficial as, or is
perceived as being as beneficial as, the current standard of care or otherwise does not provide patient benefit, that product
candidate, if approved for commercial sale by the FDA or other regulatory authorities, likely will not achieve market
acceptance. Our ability to effectively promote and sell any approved products will also depend on pricing and cost-
effectiveness, including our ability to produce a product at a competitive price and our ability to obtain sufficient third- party
coverage or reimbursement. If any product candidate is approved but does not achieve an adequate level of acceptance by
physicians, patients and third- party payors, our ability to generate revenues from that product would be substantially reduced.
In addition, our efforts to educate the medical community and third- party payors on the benefits of our product candidates may
require significant resources, may be constrained by FDA rules and policies on product promotion, and may never be
successful. Guidelines and recommendations published by various organizations can impact the use of our products.
Government agencies promulgate regulations and guidelines directly applicable to us and to our product. In addition,
professional societies, practice management groups, private health and science foundations and organizations involved in
various diseases from time to time may also publish guidelines or recommendations to the healthcare and patient communities.
Recommendations of government agencies or these other groups or organizations may relate to such matters as usage, dosage,
route of administration and use of concomitant therapies. Recommendations or guidelines suggesting the reduced use of our
products or the use of competitive or alternative products that are followed by patients and healthcare providers could result in
decreased use of our proposed products. The market for RenovoGem and our other product candidates may not be as large as we
expect. Our estimates of the potential market opportunity for RenovoGem and our other product candidates include several key
assumptions based on our industry knowledge, industry publications, third- party research reports and other surveys, including
surveys commissioned by us. These assumptions include the size of our target populations, the prevalence and incidence of each
of our target indications, the number of patients receiving current treatment, the percentage of patients unsatisfied with the
current treatments, the number of diagnosed but untreated patients, the compliance and adherence of patients in our target
populations, the number of treatment centers and prescribing physicians and the percentage of payer acceptance. While we
believe that our internal assumptions are reasonable, if any of these assumptions proves to be inaccurate, then the actual market
for our product candidates could be smaller than our estimates of our potential market opportunity. If the actual market for any
of our product candidates is smaller than we expect, our product revenue may be limited, and it may be more difficult for us to
achieve or maintain profitability. In the event that we need to change our third- party contract manufacturers, our preclinical
studies, clinical trials or the commercialization of our product candidates could be delayed, adversely affected or terminated, or
such a change may result in significantly higher costs. Due to regulatory restrictions inherent in an IND or NDA, or for
economic reasons, various steps in the manufacture of any of our product candidates may need to be sole- sourced. We currently
obtain our RenovoCath delivery system, subject to requirements under the QSR, from a single supplier. In accordance with
c¢GMP regulations and QSR, changing manufacturers may require the re- validation of manufacturing processes and procedures,
and may require further preclinical studies or clinical trials to show comparability between the materials produced by different



manufacturers, and further regulatory review and approval. Changing our current or future contract manufacturers may be
difficult for us and could be costly, which could result in our inability to manufacture our product candidate for an extended
period of time and therefore a delay in the development of any of our product candidates. While we intend to find alternative
suppliers to mitigate the risk, our efforts may not be successful. Further, to maintain our development timelines in the event of a
change in our third- party contract manufacturer, we may incur significantly higher costs to manufacture any of our product
candidates. We currently do not have any internal drug discovery capabilities, and therefore we are dependent on identifying
drugs that are off patent or on in- licensing or acquiring development programs from third parties in order to obtain additional
product candidates. If in the future we decide to further expand our pipeline of product candidates, we will be dependent on
identifying drugs that are off patent or on in- licensing or acquiring product candidates as we do not have significant internal
discovery capabilities at this time. We may face substantial competition from other biotechnology and pharmaceutical
companies, many of which may have greater resources than we have, in obtaining in- licensing, sponsored research or
acquisition opportunities. In- licensing or acquisition opportunities may not be available to us on terms we find acceptable, if at
all. In- licensed compounds that appear promising in research or in preclinical studies may fail to progress into further
preclinical studies or clinical trials. If a product liability claim is successfully brought against us for uninsured liabilities, or such
a claim exceeds our insurance coverage, we could be forced to pay substantial damage awards that could materially harm our
business. The use of any of our existing or future product candidates in clinical trials and the sale of any approved
pharmaceutical products may expose us to significant product liability claims. We have product liability insurance coverage for
our proposed clinical trials; however, such insurance coverage may be inadequate and may not protect us against any or all of
the product liability claims that may be brought against us now or in the future. We may not be able to acquire or maintain
adequate product liability insurance coverage at a commercially reasonable cost or in sufficient amounts or scope to protect us
against potential losses. In the event a product liability claim is brought against us, we may be required to pay legal and other
expenses to defend the claim, as well as uncovered damage awards resulting from a claim brought successfully against us. In the
event that any of our product candidates are approved for sale by the FDA and commercialized, we may need to substantially
increase the amount of our product liability coverage. Defending any product liability claim or claims could require us to
expend significant financial and managerial resources, which could have a material adverse effect on our business. We may
delay or terminate the development of our product candidates at any time if we believe the perceived market or commercial
opportunity does not justify further investment, which could materially harm our business. Even though the results of preclinical
studies and clinical trials that have been conducted or may be conducted in the future may support further development of our
product candidates, we may delay, suspend or terminate the future development of a product candidate at any time for strategic,
business, financial or other reasons, including the determination or belief that the emerging profile of the product candidate is
such that it may not receive FDA approval, gain meaningful market acceptance, generate a significant return to stockholders, or
otherwise provide any competitive advantages in its intended indication or market. We may pursue a strategy of
commercializing RenovoCath as a standalone device. If we pursue this strategy and are unable to generate revenues
accordingly, our business would be harmed. We may explore a strategy where, depending on a number of factors, we
may consider selling RenovoCath as a standalone catheter (i. e., without any specific cancer therapeutic) for use by
oncology surgeons. We expect to research this opportunity during 2024 by exploring the potential addressable market,
regulatory requirements, sales and marketing strategies and the potential for insurance reimbursement. No assurances
can be given that we will ultimately pursue this opportunity or, if we do, that we will be able achieve all of the
prerequisites necessary for such commercialization or to generate any meaningful revenues from such
commercialization. If we pursue this strategy and are unable to capitalize on it, we will suffer losses and our business
and results of operations will be harmed. Risks Related to Our Operations Our future success depends on our ability to retain
our key personnel and to attract, retain and motivate qualified personnel. We are highly dependent on the development,
regulatory, commercialization, and business development expertise of Shaun Bagai, our Chief Executive Officer, as well as the
other principal members of our management, scientific and clinical teams. Although we have employment agreements, offer
letters or consulting agreements with our executive officers, these agreements do not prevent them from terminating their
services at any time. If we lose one or more of our executive officers or key employees, our ability to implement our business
strategy successfully could be seriously harmed. Furthermore, replacing executive officers and key employees may be difficult
and may take an extended period of time because of the limited number of individuals in our industry with the breadth of skills
and experience required to successfully develop product candidates, gain regulatory approval, and commercialize new products.
Competition to hire from this limited pool is intense, and we may be unable to hire, train, retain or motivate these additional key
personnel on acceptable terms given the competition among numerous pharmaceutical and biotechnology companies for similar
personnel. We also experience competition, including a recent hyper- competitive compensation environment, for the hiring of
scientific and clinical personnel from universities and research institutions. In addition, we rely on consultants and advisors,
including scientific and clinical advisors, to assist us in formulating our research and development and commercialization
strategy. Our consultants and advisors may be engaged by entities other than us and may have commitments under consulting or
advisory contracts with other entities that may limit their availability to us. One such key consultant is Dr. Ramtin Agah, our
Chief Medical Officer. If we are unable to continue to attract and retain highly qualified personnel, our ability to develop and
commercialize product candidates will be limited. We will need to increase the size of our organization, and we may experience
difficulties in managing growth. We are a small company with less than 10 employees. The future growth of our company will
impose significant additional responsibilities on members of management, including the need to identify, attract, retain, motivate
and integrate highly skilled personnel. We may increase the number of employees in the future depending on the progress of our
development and commercialization of our product candidates. Our future financial performance and our ability to
commercialize our product candidates and to compete effectively will depend, in part, on our ability to manage any future



growth effectively. To that end, we must be able to: ® manage our clinical studies effectively; ® integrate additional and future
management, administrative, manufacturing, sales and marketing, and regulatory personnel; ® maintain sufficient
administrative, accounting and management information systems and controls; and e hire and train additional qualified
personnel. There is no guarantee that we will be able to accomplish these tasks, and our failure to accomplish any of them could
materially adversely affect our business, prospects, and financial condition. Business disruptions could seriously harm future
revenue and financial condition and increase our costs and expenses. Our operations, and those of our third- party
manufacturers, contract research organizations (“ CROs ), and other contractors and consultants, could be subject to
earthquakes, power shortages, telecommunications failures, water shortages, floods, hurricanes, typhoons, fires, extreme
weather conditions, medical epidemics and other natural or man- made disasters or business interruptions beyond our control,
for which we are predominantly self- insured. The occurrence of any of these business disruptions could delay our clinical trials,
seriously harm our operations and financial condition and increase our costs and expenses. In addition, our ability to obtain
clinical supplies for our clinical trials and materials for our product candidates could be disrupted if the operations of these
suppliers are affected by a man- made or natural disaster or other business interruptions. Our corporate headquarters are located
in Silicon Valley, California, an area prone to wildfires and earthquakes. These and other natural disasters could severely disrupt
our operations, and have a material adverse effect on our business, results of operations, financial condition and prospects. If a
natural disaster, power outage or other event occurred that prevented us from using all or a significant portion of our
headquarters, that damaged critical infrastructure, such as the manufacturing facilities of our third- party contract manufacturers,
or that otherwise disrupted operations, it may be difficult or, in certain cases, impossible for us to continue our business for a
substantial period of time. Any disaster recovery and business continuity plans we have in place may prove inadequate in the
event of a serious disaster or similar event. We may incur substantial expenses as a result of the limited nature of our disaster
recovery and business continuity plans, which could have a material adverse effect on our business. Catastrophic events and
man- made problems, such as terrorism, war, or climate change may disrupt our business. A significant natural disaster, such as
an earthquake, fire, flood, hurricane, or significant power outages, water shortages and the risks associated with climate change
could have an adverse impact on our business, results of operations and financial condition. Our employees and executive
officers are located in the San Francisco Bay Area, a region known for seismic activity, drought, and wildfires, and the resultant
air quality impacts and power outages associated with such wildfires. In addition, acts of terrorism, paﬂdem-tes—sueh—as—t-he
engoing-COVID-—19-pandemie-or-another-public health erisis-emergencies , protests, riots, and the increasing frequency and
impact of extreme weather events on critical infrastructure in the U. S. and elsewhere have the potential to disrupt our business
and the business of our third- party suppliers, and may cause us to experience higher attrition, losses, and additional costs to
maintain or resume operations. All of the aforementioned risks may be further increased if our course of action in response to
catastrophic events proves to be inadequate. For example, if a catastrophic event occurred that prevented us from using all or a
significant portion of our facility, that damaged critical infrastructure, such as the manufacturing facilities of our third- party
contract manufacturers, or that otherwise disrupted operations, it may be difficult or, in certain cases, impossible for us to
continue our business for a substantial period of time. Any disaster recovery and business continuity plan we have in place may
prove inadequate in the event of a serious disaster or similar event and we may incur substantial expenses as a result of the
limited nature of these plans, which could have a material adverse effect on our business. In February 2022, armed conflict
escalated between Russia and Ukraine —Fhe-which led to Varlous sanctlons a-nﬁetmeed—by the U S and other countrles against
Ru551a Furthermore ongomg war and lnstablllty oHowing va :
g -1 efffem—&f-feeted-lsrael and the surroundmg fegmns» reglon that
commenced in October 2023 have added to global i At
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consequences of t-his—these eonthet-conflicts , Wthh could 1nclude further sanctions, embargoes regional instability, prolonged
periods of higher inflation, geopolitical shlfts, and adverse effects on macroeconomic conditions, currency exchange rates, and
financial markets, all of which could have a material adverse effect on our business, financial condition, and results of
operations. Security threats to our information technology infrastructure and / or our physical buildings could expose us to
liability and damage our reputation and business. It is essential to our business strategy that our and our vendors, partners,
clinical trial sites, and third- party providers’ technology and network infrastructure and physical buildings remain secure and
are perceived by our customers and corporate partners to be secure. Despite our implementation of security measures, any of the
internal computer systems and networks belonging to or used by us or our employees and our third- party service providers are
vulnerable to damage and disruption from computer viruses, ransomware and other malicious code, unauthorized access, natural
disasters, terrorism, war and telecommunication and electrical failure, as well as security breaches and incidents from
inadvertent or intentional actions, or from cyber- attacks by malicious third parties (including supply chain cyber- attacks,
denial- of- service attacks, social engineering and other means to affect service reliability and threaten the confidentiality,
integrity and availability of information), which may compromise system infrastructure or lead to the loss, destruction,
alteration, prevention of access to, disclosure, or dissemination of, or damage or unauthorized access to, our data (including trade
secrets or other confidential information, intellectual property, proprietary business information, and personal information) or
data that is processed or maintained on our behalf, or other assets, which could result in financial, legal, business and
reputational harm to us. Any system failure, accident or security breach or incident that causes interruptions in our own or in our
third- party service providers’ operations could result in a material disruption of our development programs or other aspects of
our operations. As a result of the advent of remote working engeing-COVID-—9-pandemte-, with many of our employees
working from home from time to time and accessing our corporate network via remote devices, the potential for such events to
occur is even greater. Despite security measures, we also cannot guarantee the security of our physical buildings. Physical



building penetration or any cyber- attacks could negatively affect our reputation, damage our network infrastructure and our
ability to deploy our products and services, harm our relationship with customers and partners that are affected, and expose us to
financial liability, including the possibility of consequential damages resulting from cyber- attacks and other security threats.
Additionally, there are a number of state, federal, and 1nternat10na1 1aws protectlng the prlvacy and securlty of health
information and personal data. For example, the Hea 6C-HIPAA 2
imposes limitations on the use and disclosure of an 1nd1v1dua1’ s healthcare 1nf0rmat10n by healthcare providers, healthcare
clearinghouses, and health insurance plans, or, collectively, covered entities, and also grants individuals rights with respect to
their health information. HIPAA also imposes compliance obligations and corresponding penalties for non- compliance on
individuals and entities that provide services to healthcare providers and other covered entities. As part of the American
Recovery and Reinvestment Act of 2009 (“ ARRA ), the privacy and security provisions of HIPAA were amended. ARRA also
made significant increases in the penalties for improper use or disclosure of an individual’ s health information under HIPAA
and extended enforcement authority to state attorneys general. As amended by ARRA and subsequently by the final omnibus
rule adopted in 2013, HIPAA also imposes notification requirements on covered entities in the event that certain health
information has been inappropriately accessed or disclosed, including notification requirements to individuals, federal
regulators, and in some cases, notification to local and national media. Notification is not required under HIPAA if the health
information that is improperly used or disclosed is deemed secured in accordance with encryption or other standards developed
by the U. S. Department of Health and Human Services. Most states have laws requiring notification of affected individuals and
/ or state regulators in the event of a breach of personal information, which is a broader class of information than the health
information protected by HIPAA. Many state laws impose significant data security requirements, such as encryption or
mandatory contractual terms, to ensure ongoing protection of personal information. Activities outside of the U. S. implicate
local and national data protection standards, impose additional compliance requirements, and generate additional risks of
enforcement for non- compliance. We may be required to expend significant capital and other resources to ensure ongoing
compliance with applicable privacy and data security laws, to protect against security breaches and hackers or to alleviate
problems caused by such breaches. We and our third- party contract manufacturers must comply with environmental, health and
safety laws and regulations, and failure to comply with these laws and regulations could expose us to significant costs or
liabilities. We and our third- party manufacturers are subject to numerous environmental, health and safety laws and regulations,
including those governing laboratory procedures and the use, generation, manufacture, distribution, storage, handling, treatment,
remediation and disposal of hazardous materials and wastes. Hazardous chemicals, including flammable and biological
materials, are involved in certain aspects of our business, and we cannot eliminate the risk of injury or contamination from the
use, generation, manufacture, distribution, storage, handling, treatment or disposal of hazardous materials and wastes. In the
event of contamination or injury, or failure to comply with environmental, health and safety laws and regulations, we could be
held liable for any resulting damages and any such liability could exceed our assets and resources. We could also incur
significant costs associated with civil or criminal fines and penalties for failure to comply with such laws and regulations.
Although we maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to injuries to our
employees resulting from the use of hazardous materials, this insurance may not provide adequate coverage against potential
liabilities. We do not maintain insurance for environmental liability or toxic tort claims that may be asserted against us in
connection with our storage or disposal of biological, hazardous or radioactive materials. Environmental, health and safety laws
and regulations are becoming increasingly more stringent. We may incur substantial costs in order 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. Our failure to comply with these laws and regulations also may result in substantial
fines, penalties or other sanctions. Further, with respect to the operations of our third- party contract manufacturers, it is possible
that if they fail to operate in compliance with applicable environmental, health and safety laws and regulations or properly
dispose of wastes associated with our products, we could be held liable for any resulting damages, suffer reputational harm or
experience a disruption in the manufacture and supply of our product candidates or products. A variety of risks associated with
operating internationally could materially adversely affect our business. Doing business internationally involves a number of
risks, including but not limited to: ® multiple, conflicting and changing laws and regulations, such as privacy regulations, tax
laws, export and import restrictions, employment laws, regulatory requirements and other governmental approvals, permits and
licenses; @ failure by us to obtain and maintain regulatory approvals for the use of our products in various countries; ®
additional potentially relevant third- party patent rights; @ complexities and difficulties in obtaining protection and enforcing our
intellectual property; e difficulties in staffing and managing foreign operations; ® complexities associated with managing
multiple payor reimbursement regimes, government payors or patient self- pay systems; @ limits in our ability to penetrate
international markets; @ financial risks, such as longer payment cycles, difficulty collecting accounts receivable, the impact of
local and regional financial crises on demand and payment for our products, exposure to foreign currency exchange rate
fluctuations , and a rising rate of inflation; e natural disasters, political and economic instability, including wars, terrorism and
political unrest, outbreak of disease, boycotts, curtailment of trade and other business restrictions; ® certain expenses including,
among others, expenses for travel, translation, and insurance; and e regulatory and compliance risks that relate to maintaining
accurate information and control over sales and activities that may fall within the purview of the U. S. Foreign Corrupt Practices
Act, its books and records provisions, or its anti- bribery provisions. Any of these factors could significantly harm any current or
future international operations and, consequently, our results of operations. General economic or business conditions may have a
negative impact on our business. Continuing concerns over U. S. healthcare reform legislation and energy costs, geopolitical
issues, fluctuations in inflation rates, market volatility, the availability and cost of credit and government stimulus programs in
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could materially and adversely affect our liquidity, our business and financial condition. The reeent-2023 closures of Silicon
Valley Bank and Signature Bank and their placement into receivership with the Federal Deposit Insurance Corporation (“ FDIC
) created bank- specific and broader financial institution liquidity risk and concerns. Although the Department of the Treasury,
the Federal Reserve, and the FDIC jointly released a statement that depositors at Silicon Valley Bank and Signature Bank would
have access to their funds, even those in excess of the standard FDIC insurance limits, future adverse developments with respect
to specific financial institutions or the broader financial services industry may lead to market- wide liquidity shortages. The
failure of any bank in which we deposit our funds could reduce the amount of cash we have available for our operations or delay
our ability to access such funds. Any such failure may increase the possibility of a sustained deterioration of financial market
liquidity, or illiquidity at clearing, cash management and / or custodial financial institutions. In the event we have a commercial
relationship with a bank that has failed or is otherwise distressed, we may experience delays or other issues in meeting our
financial obligations. If other banks and financial institutions enter receivership or become insolvent in the future in response to
financial conditions affecting the banking system and financial markets, our ability to access our cash and cash equivalents and
investments may be threatened and could have a material adverse effect on our business and financial condition. If the economic
climate deteriorates or is poor, our business, as well as the financial condition of our suppliers and our third- party payors, could
be negatively impacted, which could materially adversely affect our business, prospects and financial condition. Our operations
are subject to the effects of a rising rate of inflation. The United States has recently experienced historically high levels of
inflation. If the inflation rate continues to increase, for example due to increases in the costs of labor and supplies, it will affect
our expenses, such as employee compensation and research and development charges. Additionally, the United States is
experiencing an acute workforce shortage, which in turn, has created a very competitive wage environment that may increase
the Company’ s operating costs. To the extent inflation results in rising interest rates and has other adverse effects on the
market, it may adversely affect our financial condition and results of operations. Healthcare reform measures could adversely
affect our business. The impact of recent healthcare reform legislation and other changes in the healthcare industry and in
healthcare spending on us is currently unknown and may adversely affect our business model. Existing regulatory policies may
change, and additional government regulations may be enacted that could prevent, limit or delay regulatory approval of our
product candidates. We cannot predict the likelihood, nature or extent of government regulation that may arise from future
legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance, we may
lose any marketing approval that we may have obtained and we may not achieve or sustain profitability. In the United States and
foreign jurisdictions, there have been, and continue to be, a number of legislative and regulatory changes and proposed changes
to the healthcare system that could affect our future results of operations. In particular, there have been and continue to be a
number of initiatives at the federal and state levels in the United States that seek to reduce healthcare costs. In 2010, the Patient
Protection and Affordable Care Act (the “ PPACA ) was enacted, which includes measures to significantly change the way
healthcare is financed by both governmental and private insurers. Among the provisions of the PPACA of greatest importance
to the pharmaceutical and biotechnology industry are the following: @ an annual, nondeductible fee on any entity that
manufactures or imports certain branded prescription drugs and biologic agents, apportioned among these entities according to
their market share in certain government healthcare programs; @ implementation of the federal physician payment transparency
requirements, sometimes referred to as the “ Physician Payments Sunshine Act ”; e a licensure framework for follow- on
biologic products; ® a new Patient- Centered Outcomes Research Institute to oversee, identify priorities in, and conduct
comparative clinical effectiveness research, along with funding for such research; e establishment of a Center for Medicare
Innovation at the Centers for Medicare & Medicaid Services to test innovative payment and service delivery models to lower
Medicare and Medicaid spending, potentially including prescription drug spending; e an increase in the statutory minimum
rebates a manufacturer must pay under the Medicaid Drug Rebate Program, to 23. 1 % and 13 % of the average manufacturer
price for most branded and generic drugs, respectively and capped the total rebate amount for innovator drugs at 100 % of the
AMP; e a new methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated
for certain drugs and biologics, including our product candidates, that are inhaled, infused, instilled, implanted or injected; ®
extension of manufacturers’ Medicaid rebate liability to covered drugs dispensed to individuals who are enrolled in Medicaid
managed care organizations; e expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to
offer Medicaid coverage to additional individuals and by adding new mandatory eligibility categories for individuals with
income at or below 133 % of the federal poverty level, thereby potentially increasing manufacturers” Medicaid rebate liability; ®
anew Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50 % point- of- sale
discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a
condition for the manufacturer’ s outpatient drugs to be covered under Medicare Part D; and @ expansion of the entities eligible
for discounts under the Public Health program. Since its enactment, there remain judicial and Congressional challenges to
certain aspects of the PPACA. For example, in June 2021 the U. S. Supreme Court held that Texas and other challengers had no
legal standing to challenge the PPACA, dismissing the case on procedural grounds without specifically ruling on the
constitutionality of the PPACA. Thus, the PPACA will remain in effect in its current form. In addition, other legislative changes
have been proposed and adopted since the PPACA was enacted. These changes include aggregate reductions to Medicare
payments to providers of up to 2 % per fiscal year pursuant to the Budget Control Act of 2011, which began in 2013 due to
subsequent legislative amendments will remain in effect through %93—1—2032 with the exceptron ofa temporary suspensron
1mplemented under Varrous COVID 19 rehef 1eg1s1at10n - May hroughM 0
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inquiries and proposed and enacted federal and state legislation designed to, among other things, bring more transparency to
product pricing, review the relationship between pricing and manufacturer patient programs, and reform government program
reimbursement methodologies for drug products. For example, under the American Rescue Plan Act of 2021, effective January
1, 2024, the statutory cap on Medicaid Drug Rebate Program rebates that manufacturers pay to state Medicaid programs will be
eliminated. Elimination of this cap may require pharmaceutical manufacturers to pay more in rebates than it receives on the sale
of products, which could have a material impact on our business. In August 2022, Congress passed the Inflation Reduction Act
of 2022, which includes prescription drug provisions that have significant implications for the pharmaceutical industry and
Medicare beneficiaries, including allowing the federal government to negotiate a maximum fair price for certain high- priced
single source Medicare drugs, imposing penalties and excise tax for manufacturers that fail to comply with the drug price
negotiation requirements, requiring inflation rebates for all Medicare Part B and Part D drugs, with limited exceptions, if their
drug prices increase faster than inflation, and redesigning Medicare Part D to reduce out- of- pocket prescription drug costs for
beneficiaries, among other changes. Various industry stakeholders, including certain pharmaceutical companies and
industry interest groups, have initiated lawsuits against the federal government asserting that the price negotiation
provisions of the Inflation Reduction Act are unconstitutional. The impact of these judicial challenges and future
legislative, executive, and administrative actions and any future-healtheare-measures-and-agency rules on us and the
pharmaceutical industry as a whole is unclear. The implementation of cost containment measures or other healthcare reforms
may prevent us from being able to generate revenue, attain profitability, or commercialize our product candidates if approved.
Complying with any new legislation and regulatory changes could be time- intensive and expensive, resulting in a material
adverse effect on our business. Individual states have become increasingly aggressive in passing legislation and implementing
regulations designed to control pharmaceutical product pricing, including price or patient reimbursement constraints, discounts,
restrictions on certain product access, and marketing cost disclosure and transparency measures, and to encourage importation
from other countries and bulk purchasing. Legally mandated price controls on payment amounts by third- party payors or other
restrictions could harm our business, results of operations, financial condition and prospects. In addition, regional healthcare
authorities 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 healthcare programs. This could reduce the ultimate
demand for our products or put pressure on our product pricing, which could negatively affect our business, results of
operations, financial condition and prospects. In addition, given recent federal and state government initiatives directed at
lowering the total cost of healthcare, Congress and state legislatures will likely continue to focus on healthcare reform, the cost
of prescription drugs and biologics and the reform of the Medicare and Medicaid programs. While we cannot predict the full
outcome of any such legislation, it may result in decreased reimbursement for drugs and biologics, which may further
exacerbate industry- wide pressure to reduce prescription drug prices. This could harm our ability to generate revenue. Further, a
number of states are considering or have recently enacted state drug price transparency and reporting laws that could
substantially increase our compliance burdens and expose us to greater liability under such state laws once we begin
commercialization. Increases in importation or re- importation of pharmaceutical products from foreign countries into the
United States could put competitive pressure on our ability to profitably price our products, which, in turn, could adversely
affect our business, results of operations, financial condition and prospects. We might elect not to seek approval for or market
our products in foreign jurisdictions in order to minimize the risk of re- importation, which could also reduce the revenue we
generate from product sales. It is also possible that other legislative proposals having similar effects will be adopted.
Furthermore, regulatory authorities’ assessment of the data and results required to demonstrate safety and efficacy can change
over time and can be affected by many factors, such as the emergence of new information, including on other products,
changing policies and agency funding, staffing and leadership. We cannot be sure whether future changes to the regulatory
environment will be favorable or unfavorable to our business prospects. For example, average review times at the FDA for
marketing approval applications can be affected by a variety of factors, including budget and funding levels and statutory,
regulatory and policy changes. Reimbursement for any approved products may be limited or unavailable, which could make it
difficult for us to sell our product candidates profitably. In both domestic and foreign markets, sales of any of our other product
candidates, if approved, will depend, in part, on the extent to which the costs of our product candidates will be covered by third-
party payors, such as government health care programs, commercial insurance and managed health care organizations. These
third- party payors decide which drugs will be covered and establish reimbursement levels for those drugs. The containment of
health care costs has become a priority of foreign and domestic governments as well as private third- party payors. The prices of
drugs have been a focus in this effort. Governments and private third- party payors have attempted to control costs by limiting
coverage and the amount of reimbursement for particular medications, which could affect our ability to sell our product
candidates profitably. Cost- control initiatives could cause us to decrease the price we might establish for product candidates,
which could result in lower than anticipated product revenues. Reimbursement by a third- party payor may depend upon a
number of factors, including the third- party payor’ s determination that use of a product is: ® a covered benefit under its health
plan; e safe, effective and medically necessary; ® appropriate for the specific patient; ® cost- effective relative to other
alternatives, including generic products; and e neither experimental nor investigational. Adverse pricing limitations may hinder
our ability to recoup our investment in our existing and any future product candidates, even if such product candidates obtain
marketing approval. Obtaining coverage and reimbursement approval for a product from a government or other third- party
payor is a time- consuming and costly process that could require us to provide supporting scientific, clinical and cost-
effectiveness data for the use of our product candidates to the payor. Further, there is significant uncertainty related to third-
party payor coverage and reimbursement of newly approved product candidates, including our product candidates if they are
approved. We may not be able to provide data sufficient to gain acceptance with respect to coverage and reimbursement. We
cannot be sure that coverage or adequate reimbursement will be available for any of our product candidates. Also, we cannot be



sure that reimbursement amounts will not reduce the demand for, or the price of, our product candidates. If reimbursement is not
available or is available only to limited levels, we may not be able to successfully commercialize certain of our product
candidates. In addition, in the United States, third- party payors are increasingly attempting to contain health care costs by
limiting both coverage and the level of reimbursement of new product candidates. As a result, significant uncertainty exists as to
whether and how much third- party payors will reimburse patients for their use of newly approved product candidates, which in
turn will put pressure on pricing. In some countries, including member states of the European Union, the pricing of prescription
drugs is subject to governmental control. In these countries, pricing negotiations with governmental authorities can take
considerable time after receipt of marketing approval for a product. In addition, there can be considerable pressure from
governments and other stakeholders on prices and reimbursement levels, including as part of cost containment measures.
Political, economic and regulatory developments may further complicate pricing negotiations, and pricing negotiations may
continue after reimbursement has been obtained. Reference pricing used by various European Union member states and other
countries and parallel distribution, or arbitrage between low- priced and high- priced member states, can further reduce prices.
In some countries, we may be required to conduct a clinical trial or other studies that compare the cost- effectiveness of our
product candidates to other available therapies in order to obtain or maintain reimbursement or pricing approval. Publication of
discounts by third- party payors or authorities may lead to further pressure on the prices or reimbursement levels within the
country of publication and other countries. If reimbursement of our product candidates is unavailable or limited in scope or
amount, or if prlclng is iet at un%athf"lctory levelq our bu%lnei% could be adver%ely affected The—ettt-bfea-leef—t-he—ﬁevel-

consumlng to defend and Could harm our reputation regardless of the outcome. We may in the future become subject to legal
proceedings and claims that arise in the ordinary course of business, including intellectual property, product liability,
employment, wage and hour, class action, derivative, whistleblower and other litigation claims, and governmental and other
regulatory investigations and proceedings. Such matters can be time- consuming, divert management’ s attention and resources,
cause us to incur significant expenses or liability, or require us to change our business practices. In addition, the expense of
litigation, for which we are either not insured or only partially insured depending on the claim, and the timing of this expense
from period to period will be difficult to estimate, subject to change, and could adversely affect our financial condition and
results of operations. Because of the potential risks, expenses, and uncertainties of litigation, we may, from time to time, settle
disputes, even where we have meritorious claims or defenses, by agreeing to settlement agreements. Any of the foregoing could
adversely affect our business, financial condition, and results of operations. Changes in tax laws or in their implementation or
interpretation may adversely affect our business and financial condition We are or may become subject to income and non-
income taxes in the United States under federal, state and local jurisdictions and in certain foreign jurisdictions in which we
operate. Tax laws, regulations and administrative practices in these jurisdictions may be subject to significant change, with or
without advance notice. For example, on January 1, 2022, a provision of the Tax Cuts and Jobs Act of 2017 went into effect that
eliminates the option to deduct domestic research and development costs in the year incurred and instead requires taxpayers to
amortize such costs over five years. The Company is currently evaluating the potential impact. Also, the Inflation Reduction
Act, which introduced a 15 % minimum tax on book income and a 1 % excise tax on stock buybacks. Changes in tax laws



(including provisions of the recently enacted federal tax legislation titled the Inflation Reduction Act), regulations, or rulings,
changes in interpretations of existing laws and regulations, or changes in accounting principles could negatively and materially
affect our financial position, effective tax rates, cash flows, and results of operations. Risks Related to Intellectual Property If
we are unable to protect our intellectual property effectively, we may be unable to prevent third parties from using our
technologies, which would impair our competitive advantage. We rely on patent protection as well as a combination of
trademark, copyright and trade secret protection, and other contractual restrictions, to protect our proprietary technologies, all of
which provide limited protection and may not adequately protect our rights or permit us to gain or keep any competitive
advantage. We may not be successful in defending challenges made in connection with our patents and patent applications. If we
fail to protect our intellectual property, we will be unable to prevent third parties from using our technologies and they will be
able to compete more effectively against us. The degree of future protection afforded by our intellectual property rights is
uncertain because intellectual property rights have limitations and may not adequately protect our business or permit us to
maintain our competitive advantage. For example, others may be able to make products that are similar to our product
candidates or utilize similar technology but that are not covered by the claims of the patents that we license or may own; we, or
our future licensors or collaborators, might not have been the first to file patent applications covering certain of our or their
inventions; and issued patents that we hold rights to may be held invalid or unenforceable, including as a result of legal
challenges by our competitors or other third parties. In addition to our patents, we rely on contractual restrictions to protect our
proprietary technology. We require our employees and third parties to sign confidentiality agreements and our employees are
also required to sign agreements assigning to us all intellectual property arising from their work for us. Nevertheless, we cannot
guarantee that these measures will be effective in protecting our intellectual property rights. Should any of these events occur, it
or they could have a material adverse effect on our business, financial condition, results of operations, and growth prospects. If
any of our patent applications do not issue as patents in any jurisdiction, we may not be able to compete effectively. Our
currently pending or future patent applications may not result in issued patents and any patents issued to us may be challenged,
invalidated, or held unenforceable. Changes in either the patent laws or their interpretation in the U. S. and other countries may
diminish our ability to protect our inventions, obtain, maintain, and enforce our intellectual property rights, and, more generally,
could affect the value of our intellectual property or narrow the scope of our patents with respect to our product candidates.
Furthermore, we cannot be certain that we were the first to make the invention claimed in our issued patents or pending patent
applications in the U. S., or that we were the first to file for protection of the inventions claimed in our foreign issued patents or
pending patent applications. There are numerous recent changes to the patent laws and proposed changes to the rules of the
United States Patent and Trademark Office (“ USPTO ), which may have a significant impact on our ability to protect our
technology and enforce our intellectual property rights. For example, in September 2011, the U. S. enacted sweeping changes to
the U. S. patent system under the Leahy- Smith America Invents Act, including changes that transitioned the U. S. from a “ first-
to- invent ” system to a “ first- to- file ” system and alter the processes for challenging issued patents. These changes could
increase the uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our
issued patents. In addition, we may become subject to interference proceedings conducted in the patent and trademark offices of
various countries to determine our entitlement to patents, and these proceedings may conclude that other patents or patent
applications have priority over our patents or patent applications. It is also possible that a competitor may successfully challenge
our patents through various proceedings and those challenges may result in the elimination or narrowing of our patents, and
therefore reduce our patent protection. The patent prosecution process is expensive, time- consuming, and complex, and we may
not be able to file, prosecute, maintain, enforce, or license all necessary or desirable patent applications at a reasonable cost or in
a timely manner. It is also possible that we will fail to identify patentable aspects of our research and development output in time
to obtain patent protection. We may not have the right to control the preparation, filing and prosecution of patent applications, or
to maintain the rights to patents licensed to third parties. Therefore, these patents and applications may not be prosecuted and
enforced in a manner consistent with the best interests of our business. Any parties who enter into nondisclosure or
confidentiality agreements with us that have access to confidential or patentable aspects of our research and development output
may breach such agreements and disclose such output before a patent application is filed, thereby jeopardizing our ability to
seek patent protection. In addition, rights under any of our issued patents, patent applications or future patents may not provide
us with commercially meaningful protection for our products or afford us a commercial advantage against our competitors or
their competitive products or processes. If our trademarks and trade names are not adequately protected, then we may not be
able to build name recognition in our markets of interest and our business may be adversely affected. Our unregistered
trademarks or trade names may be challenged, infringed, circumvented, or declared generic or determined to be infringing on
other marks. We may not be able to protect our rights to these trademarks and trade names, which we need to build name
recognition among potential collaborators or customers in our markets of interest. At times, competitors may adopt trade names
or trademarks similar to ours, thereby impeding our ability to build brand identity and possibly leading to market confusion. In
addition, there could be potential trade name or trademark infringement claims brought by owners of other registered
trademarks or trademarks that incorporate variations of our unregistered trademarks or trade names. Over the long term, if we
are unable to successfully register our trademarks and trade names and establish name recognition based on our trademarks and
trade names, then we may not be able to compete effectively, and our business may be adversely affected. Our efforts to enforce
or protect our proprietary rights related to trademarks, trade secrets, domain names, copyrights or other intellectual property may
be ineffective and could result in substantial costs and diversion of resources and could adversely impact our financial condition
or results of operations. The patents issued to us may not be broad enough to provide any meaningful protection, one or more of
our competitors may develop more effective technologies, designs or methods without infringing our intellectual property rights
and one or more of our competitors may design around our proprietary technologies. If we are not able to protect our proprietary
technology, trade secrets and know- how, our competitors may use our inventions to develop competing products. Our patents



may not protect us against our competitors, and patent litigation is very expensive. We may not have sufficient cash available to
pursue any patent litigation to its conclusion because we currently do not generate revenues other than licensing, milestone and
royalty income. We cannot rely solely on our current patents to be successful. The standards that the USPTO and foreign patent
office’ s use to grant patents, and the standards that U. S. and foreign courts use to interpret patents, are not the same, are not
always applied predictably or uniformly and can change, particularly as new technologies develop. As such, the degree of patent
protection obtained in the U. S. may differ substantially from that obtained in various foreign countries. We cannot be certain of
the level of protection, if any, that will be provided by our patents if they are challenged in court, where our competitors may
raise defenses such as invalidity, unenforceability, or possession of a valid license. In addition, the type and extent of any patent
claims that may be issued to us in the future are uncertain. Any patents that are issued may not contain claims that will permit us
to stop competitors from using similar technology. We may incur substantial costs as a result of litigation or other proceedings
relating to patent and other intellectual property rights. Third parties may challenge the validity, inventorship or ownership of
our patents and other intellectual property rights, resulting in costly litigation or other time- consuming and expensive
proceedings, which could deprive us of valuable rights. If we become involved in any intellectual property litigation,
interference or other judicial or administrative proceedings, we will incur substantial expenses and the attention of our technical
and management personnel will be diverted. An adverse determination may subject us to significant liabilities or require us to
seek licenses that may not be available from third parties on commercially favorable terms, if at all. Further, if such claims are
proven valid, through litigation or otherwise, we may be required under applicable law to pay substantial monetary damages,
which can be tripled if the infringement is deemed willful, or be required to discontinue or significantly delay development,
marketing, selling and licensing of the affected products and intellectual property rights. Our competitors may have filed, and
may in the future file, patent applications covering technology similar to ours. Any such patent application may have priority
over our patent applications and could further require us to obtain rights to issued patents covering such technologies. There may
be third- party patents, patent applications and other intellectual property relevant to our potential products that may block or
compete with our potential products or processes. If another party has filed a U. S. patent application on inventions similar to
ours, we may have to participate in an interference proceeding declared by the USPTO to determine priority of invention in the
U. S. The costs of these proceedings could be substantial, and it is possible that such efforts would be unsuccessful, resulting in
a loss of our U. S. patent position with respect to such inventions. In addition, we cannot assure you that we would prevail in any
of these suits or that the damages or other remedies that we are ordered to pay, if any, would not be substantial. Claims of
intellectual property infringement, misappropriation or other violations against us may require us to enter into royalty or license
agreements with third parties that may not be available on acceptable terms, if at all. We may also be subject to injunctions
against the further development and use of our technology, which could materially adversely affect our business, prospects and
financial condition. Some of our competitors may be able to sustain the costs of complex patent litigation more effectively than
we can because they have substantially greater resources. In addition, any uncertainties resulting from the initiation and
continuation of any litigation could materially adversely affect our ability to raise the funds necessary to continue our
operations. Obtaining and maintaining patent protection depends on compliance with various procedural, document submission,
fee payment and other requirements imposed by governmental patent agencies, and our patent protection could be reduced or
eliminated for non- compliance with these requirements. Periodic maintenance fees on any issued patent are due to be paid to
the USPTO and foreign patent agencies in several stages over the lifetime of the patent. In the United States, patents have a
limited lifespan, and if all maintenance fees are timely paid, the natural expiration of a patent is generally 20- years from its
earliest U. S. non- provisional filing date. The USPTO and various foreign governmental patent agencies require compliance
with a number of procedural, documentary, fee payment and other provisions during the patent application process and
following the issuance of a patent. While an inadvertent lapse can in many cases be cured by payment of a late fee or by other
means in accordance with the applicable rules, there are situations in which noncompliance can result in abandonment or lapse
of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant jurisdiction.
Noncompliance events that could result in abandonment or lapse of a patent or patent application include, but are not limited to,
failure to respond to official actions within prescribed time limits, non- payment of fees and failure to properly legalize and
submit formal documents. In certain circumstances, even inadvertent noncompliance events may permanently and irrevocably
jeopardize patent rights. In such an event, our competitors might be able to enter the market, which would have a material
adverse effect on our business. If we are unable to obtain licenses from third parties on commercially reasonable terms or fail to
comply with our obligations under such agreements, our business could be harmed. It may be necessary for us to use the
patented or proprietary technology of third parties to commercialize our products, in which case we would be required to obtain
a license from these third parties. If we are unable to license such technology, or if we are forced to license such technology, on
unfavorable terms, our business could be materially harmed. If we are unable to obtain a necessary license, we may be unable to
develop or commercialize the affected product candidates, which could materially harm our business, and the third parties
owning such intellectual property rights could seek either an injunction prohibiting our sales, or, with respect to our sales, an
obligation on our part to pay royalties and / or other forms of compensation. Even if we are able to obtain a license, agreements
we may enter into in the future, if any, may not provide exclusive rights to use certain intellectual property and technology
retained by the collaborator in all relevant fields of use and in all territories in which we may wish to develop or commercialize
our technology and products in the future. As a result, we may not be able to prevent competitors or other third parties from
developing and commercializing competitive products that utilize technology retained by such collaborators to the extent such
products are not also covered by our intellectual property. In such an event, our business, financial condition, results of
operations, and growth prospects could be materially harmed. We rely on confidentiality agreements to protect our trade secrets.
If these agreements are breached by our employees or other parties, our trade secrets may become known to our competitors.
We may also be subject to claims that our employees, consultants, or advisors have wrongfully used or disclosed alleged trade



secrets or claims asserting ownership of what we regard as our own intellectual property. We rely on trade secrets that we seek
to protect through confidentiality agreements with our employees and other parties. If these agreements are breached, our
competitors may obtain and use our trade secrets to gain a competitive advantage over us. We may not have any remedies
against our competitors and any remedies that may be available to us may not be adequate to protect our business or compensate
us for the damaging disclosure. In addition, we may have to expend resources to protect our interests from possible infringement
by others. In addition, although we try to ensure that our employees, consultants, and advisors do not use the proprietary
information or know- how of others in their work for us, we may be subject to claims that we or these individuals have used or
disclosed intellectual property, including trade secrets or other proprietary information, of any such individual” s current or
former employer. Litigation may be necessary to defend against these claims. Risks Related to Our Common Stock An active
trading market for our common stock may not be sustained. Prior to the closing of our IPO in August 2021, there was no public
trading market for our common stock. Although our common stock is listed on the Nasdaq Capital Market, the market for our
shares has demonstrated varying levels of trading activity. Our ability to raise capital to continue to fund operations by selling
shares of our common stock and our ability to acquire other companies or technologies by using shares of our common stock as
consideration may be impaired if an active trading market for our common stock is not sustained. The market price of our
common stock may be volatile and fluctuate substantially, which could result in substantial losses for investors. The market
price of our common stock is likely to be highly volatile and may be subject to wide fluctuations in response to a variety of
factors, some of which are beyond our control. These factors include the following: e any delay in the commencement,
enrollment and ultimate completion of our clinical trials; ® any delay in submitting an NDA and any adverse development or
perceived adverse development with respect to the FDA” s review of that NDA; e failure to successfully develop and
commercialize RenovoGem; e inability to obtain additional funding; e regulatory or legal developments in the United States
and other countries applicable to RenovoGem or any other product candidate; @ adverse regulatory decisions; ® changes in the
structure of healthcare payment systems; @ inability to obtain adequate product supply for RenovoGem, RenovoCath or any
other product candidate, or the inability to do so at acceptable prices; ® introduction of new products, services or technologies
by our competitors; @ failure to meet or exceed financial projections we provide to the public; e failure to meet or exceed the
estimates and projections of the investment community; ® changes in the market valuations of companies similar to ours; ®
market conditions in the pharmaceutical and biotechnology sectors, and the issuance of new or changed securities analysts’
reports or recommendations; ® announcements of significant acquisitions, strategic collaborations, joint ventures or capital
commitments by us or our competitors; ® significant lawsuits, including patent or stockholder litigation, and disputes or other
developments relating to our proprietary rights, including patents, litigation matters and our ability to obtain patent protection for
our technologies; ® additions or departures of key scientific or management personnel; ® sales of our common stock or other
securities by us, our insiders or our other stockholders , including pursuant to the existing primary and secondary shelf
registration statements that we have filed with the SEC ; e expiration of market standoff or lock- up agreements; e trading
volume of our common stock; e fluctuations in interest rates and inflation rates; ® general economic, industry and market
conditions; @ health epidemics and outbreaks rineluding-the-COVID-—9-pandemie;or other natural or manmade-man- made
disasters which could significantly disrupt our preclinical studies and clinical trials, and therefore our receipt of necessary
regulatory approvals could be delayed or prevented; and e the other factors described in this “ Risk Factors ” section. In
addition, the stock markets have experienced extreme price and volume fluctuations that have affected and continue to affect the
market prices of equity securities of many companies. This is particularly true for biotechnology companies like ours. These
fluctuations have often been unrelated or disproportionate to the operating performance of those companies. Broad market and
industry factors, as well as general economic, political, regulatory and market conditions, may negatively affect the market price

of our common stock regardless of our actual operatmg performance Trpartienlar;stoekmarkets-have-experienced-extreme

addrtronal caprtal may cause drlutron to our existing stockholders, restrict our operations or require us to relrnqulsh rights to our
product candidates on unfavorable terms to us. We may-have and will likely continue to scck additional capital through a
variety of means, including through public or private equity, debt financings or other sources, including up- front payments and
milestone payments from strategic collaborations. For example, we have filed an omnibus shelf registration statement on Form
S- 3 that provides for aggregate offerings of up to $ 50 —8-million of our the-Cempany>—s-securities subject to various
lrmltatlons 1r1clud1ng limited sales in any twelve month perrod whrle we are subject to the “ baby shelf " rules —We—a-lse—have

eutstaﬂel-l—&g—w&ﬁaﬂts— To the extent that we raise addrtronal caprtal through the sale of equ1ty or convertrble debt or equ1ty
securities, your ownership interest will be diluted, and the terms may include liquidation or other preferences that adversely
affect your rights as a stockholder. Such financing may result in dilution to stockholders, imposition of debt covenants, increased
fixed payment obligations or other restrictions that may affect our business. If we raise additional funds through up- front
payments or milestone payments pursuant to strategic collaborations with third parties, we may have to relinquish valuable
rights to our product candidates or grant licenses on terms that are not favorable to us. In addition, we may seek additional
capital due to favorable market conditions or strategic considerations even if we believe we have sufficient funds for our current
or future operating plans. Fhe-If we fail to regain compliance with or meet all applicable Nasdaq SteekMarketmay
requirements, we could be delist-delisted ourseeurities-from Nasdaq #tsexehange-, which eould-would Hmitinvestors>
seriously harm the liquidity of our stock and our ability to raise capital make-transactions-in-otrseeutities-and-subjeetusto
additiona-trading restriettons-. Our common stock is listed on the Nasdaq Capital Market. We-eannot-assare-yor-In order to

maintain our listing, we must meet minimum financial and other requirements, including a minimum amount in



stockholders’ equity. On August 21, 2023, we received a notice from Nasdaq notifying us that, in-the-future-as of August
18 . 2023, ourseeuntities-witlmeet-the Company was not in compliance with the minimum stockholders’ equity
requlrement for continued listing requirements-to-be-tisted-on the-The Nasdaq Capital Market , under Listing Rule 5550 (b)
(1), because the Company’ s stockholders’ equity of $ 1, 188, 000 as reported in the Company’ s Quarterly Report on
Form 10- Q for the period ended June 30, 2023 was below the required minimum of $ 2. 5 million (the “ Equity
Requirement ), and because, as of June 30, 2023, we did not meet the alternative compliance standards, relating to the
market value of listed securities of $ 35 million or net income from continuing operations of $ 500, 000 in the most
recently completed fiscal year. In accordance with the Nasdaq Listing Rules 5810 (c) (2) (C), we were provided 45
calendar days from August 21, 2023, or until October 5, 2023, to submit a plan to regain compliance with the Equity
Requirement (the “ Compliance Plan ). We submitted the Compliance Plan to Nasdaq on October 5, 2023. On October
31, 2023, we received formal notice that the Staff had granted our request for continued listing on Nasdaq pursuant to
an extension, ultimately through February 19, 2024, to evidence full compliance with all applicable criteria for continued
listing on The Nasdaq Capital Market, including the $ 2. 5 million stockholders’ equity requirement set forth in Nasdaq
Listing Rule 5550 (b) (2). On February 21, 2024, we received a from Nasdaq that we had failed to meet the Minimum
Stockholders’ Equity Requirement and that Nasdaq would commence delisting proceedings against us unless we timely
requested a hearing before the Nasdaq Hearing Panel (the “ Hearing Panel ). On February 28, 2024, we filed a request
to appeal any delisting or suspension action by the Nasdaq staff at least pending the issuance of the Hearing Panel’ s
decision and the expiration of any extension that may be granted to us following the hearing. The hearing is scheduled on
April 23, 2024 . If are unable to convince the Hearing Panel to afford us extra time to satisfy the Nasdaq ’ s listing
requirements, or if we are afforded such time and thereafter fail to meet such requirement, our common Steek-stock
Matket-would be subject to delisting by Nasdagq. If the Nasdaq delists our common stock, we could face significant material
adverse consequences, including: e a limited availability of market quotations for our securities; ® a determination that our
common stock is a ““ penny stock ” which will require brokers trading in our common stock to adhere to more stringent rules and
possibly resulting in a reduced level of trading activity in the secondary trading market for our common stock; @ a limited
amount of news and analyst coverage for our Company; and @ a decreased ability to issue additional securities or obtain
additional financing in the future . Sales of a significant number of shares of our common stock in the public markets, or
the perception that such sales could occur, including shares of common stock issued in this our January 2024 private
placement, could depress the market price of our common stock. Sales of a significant number of shares of our common
stock in the public markets, or the perception that such sales could occur as a result of our utilization of a universal shelf
registration statement or otherwise could depress the market price of our common stock and impair our ability to raise
capital through the sale of additional equity securities. Notably, we are required to register for public resale in the very
near term all of the shares of common stock and common stock underlying warrants issued in our January 2024 private
placement, which collectively will represent a very large number of shares relative to our current shares of common
stock outstanding. Following the effectiveness of such registration, a large number of shares of our common stock could
be sold in the public market, depressing our stock price. Moreover, we cannot in general predict the effect that future
sales of our common stock or the market perception that we are permitted to sell a significant number of our securities
would have on the market price of our common stock . We could be subject to securities class action litigation. In the past,
securities class action and derivative litigation has often been brought against companies following a decline in the market price
of their securities or upon the occurrence of other corporate events. This risk is especially relevant for us because biotechnology
companies have experienced significant share price volatility in recent years. If we face such litigation, it could result in
substantial costs, for which we are not insured, and a diversion of management’ s attention and resources, which could harm our
business. If securities or industry analysts do not publish research or publish inaccurate or unfavorable research about our
business, the market price for the shares and trading volume could decline. The trading market for our common stock depends in
part on the research and reports that securities or industry analysts publish about us or our business. If our revenue or operating
results fall below the expectations of analysts or investors or below any forecasts we may provide to the market, or if the
forecasts we provide to the market are below the expectations of analysts or investors, the price of our common stock could
decline substantially. If one or more of the analysts who cover us downgrades our common stock or publishes inaccurate or
unfavorable research about our business, the market price for our common stock would likely decline. If one or more of these
analysts cease coverage of our Cempany-company or fail to publish reports on us regularly, we could lose visibility in the
financial markets, which, in turn, could cause the market price or trading volume for our common stock to decline. We do not
expect to pay dividends in the foreseeable future, and you must rely on price appreciation of your shares for return on your
investment. We have paid no cash dividends on any class of our stock to date and we do not anticipate paying cash dividends in
the near term. For the foreseeable future, we intend to retain any earnings to finance the development and expansion of our
business, and we do not anticipate paying any cash dividends on our stock. Accordingly, investors must be prepared to rely on
sales of their shares of common stock after price appreciation to earn an investment return, which may never occur. Investors
seeking cash dividends should not purchase our shares of common stock. Any determination to pay dividends in the future will
be made at the discretion of our board of directors and will depend on our results of operations, financial condition, contractual
restrictions, restrictions imposed by applicable law and other factors our board deems relevant. We have incurred and will
continue to incur increased costs as a result of operating as a public company, and our management has devoted and will
continue to devote substantial time to new compliance initiatives and corporate governance practices. As a public company, we
have incurred and particularly after we no longer qualify as an emerging growth company, we will continue to incur significant
legal, accounting and other expenses that we did not incur as a private company. The Sarbanes- Oxley Act of 2002 (“ SOX ),
the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing requirements of Nasdaq, and other applicable



securities rules and regulations impose various requirements on U. S. reporting public companies, including the establishment
and maintenance of effective disclosure and financial controls and corporate governance practices. Our management and other
personnel will need to continue to devote a substantial amount of time to these compliance initiatives. Moreover, these rules and
regulations have increased our legal and financial compliance costs and have made some activities more time- consuming and
costly. For example, we expect that these rules and regulations may make it more expensive for us to obtain director and officer
liability insurance, which in turn could make it more difficult for us to attract and retain qualified senior management personnel
or members for our board of directors. In addition, these rules and regulations are often subject to varying interpretations, and, as
a result, their application in practice may evolve over time as new guidance is provided by regulatory and governing bodies.
This could result in continuing uncertainty regarding compliance matters and higher costs necessitated by ongoing revisions to
disclosure and governance practices. Pursuant to Section 404 of SOX (“ Section 404 ), we will be required to furnish a report
by our senior management on our internal control over financial reporting beginning with our second filing of an Annual Report
on Form 10- K with the SEC. However, while we remain an emerging growth company, we will not be required to include an
attestation report on internal control over financial reporting issued by our independent registered public accounting firm. To
prepare for eventual compliance with Section 404, once we no longer qualify as an emerging growth company, we will be
engaged in a process to document and evaluate our internal control over financial reporting, which is both costly and
challenging. In this regard, we will need to continue to dedicate internal resources, potentially engage outside consultants and
adopt a detailed work plan to assess and document the adequacy of internal control over financial reporting, continue steps to
improve control processes as appropriate, validate through testing that controls are functioning as documented and implement a
continuous reporting and improvement process for internal control over financial reporting. Despite our efforts, there is a risk
that we will not be able to conclude, within the prescribed timeframe or at all, that our internal control over financial reporting is
effective as required by Section 404. We have identified material weaknesses in our internal control over financial reporting.
Failure to maintain effective internal controls could cause our investors to lose confidence in us and adversely affect the market
price of our common stock. If our internal controls are not effective, we may not be able to accurately report our financial
results or prevent fraud. Effective internal control over financial reporting is necessary for us to provide reliable financial reports
in a timely manner. In connection with the audit of our financial statements as of and for the years ended December 31, 2023,
and 2022 262452020-and2649-, we identified material weaknesses in our internal control over financial reporting. A material
weakness is a deficiency, or combination of deficiencies, in internal control over financial reporting, such that there is a
reasonable possibility that a material misstatement of the annual or interim financial statements will not be prevented or detected
on a timely basis. Specifically, we determined that we lacked a sufficient number of qualified accounting and financial reporting
personnel with an appropriate level of knowledge, training and experience to address complex accounting issues, sufficient
written policies and procedures for accounting and financial reporting in accordance with U. S. Generally Accepted Accounting
Principles (“ GAAP ”), and adequate management review controls. In addition, we determined that our financial statement close
process includes significant control gaps mainly driven by the small size of our accounting and finance staff and, as a result, a
significant lack of appropriate segregation of duties. This includes the ability of users to create and post journal entries
without adequate compensating review controls as well as review of system rights on the journal entry and financial close
process. In addition, we did not have proper information technology general controls (ITGCs) related to user access,
including the performance of user access reviews, access to edit data in applications was not properly restricted, and
formal approval of application access was not documented and retained. The above material weaknesses could result in a
misstatement of our account balances or disclosures that would result in a material misstatement of our annual or interim
financial statements that would not be prevented or detected. To address the material weaknesses, we have implemented, and are
continuing to implement, measures designed to improve internal control over financial reporting, including expanding our
accounting and finance team to add additional qualified accounting and finance resources, which may include third party
consultants, and new financial processes. We intend to continue to take steps to remediate the material weaknesses through the
hiring or engagement of additional experienced accounting and financial reporting personnel, formalizing documentation of
policies and procedures and further evolving the accounting processes, including implementing appropriate segregation of
duties. We expect to incur additional costs to remediate these weaknesses, including personnel, consulting and other costs. We
may not be sueeessful-effective in implementing these changes or in developing other internal controls, which may undermine
our ability to provide accurate, timely and reliable reports on our financial and operating results. Further, we will not be able to
fully assess whether the steps we are taking will remediate the material weakness in our internal control over financial reporting
until we have completed our implementation efforts and sufficient time passes in order to evaluate their effectiveness. In
addition, until we remediate these weaknesses, or if we identify additional material weaknesses in our internal control over
financial reporting, we may not detect errors on a timely basis and our financial statements may be materially misstated.
Moreover, in the future we may engage in business transactions, such as acquisitions, reorganizations or implementation of new
information systems that could negatively affect our internal control over financial reporting and result in material weaknesses.
If we identify new material weaknesses in our internal control over financial reporting, if we are unable to comply with the
requirements of Section 404 of the Sarbanes- Oxley Act in a timely manner, or if we are unable to assert that our internal control
over financial reporting is effective, we may be late with the filing of our periodic reports, investors may lose confidence in the
accuracy and completeness of our financial reports, and the market price of our common stock could be negatively affected. As
a result of such failures, we could also become subject to investigations by the stock exchange on which our securities are listed,
the SEC, or other regulatory authorities, and become subject to litigation from investors and stockholders, which could harm our
reputation, financial condition or divert financial and management resources from our core business. Our disclosure controls and
procedures may not prevent or detect all errors or acts of fraud. As a public company, we maintain disclosure controls and
procedures that are designed to ensure that information required to be disclosed by us in our Exchange Act reports is recorded,



processed, summarized, and reported within the time periods specified in the SEC’ s rules and forms, and that such information
is accumulated, communicated and discussed with our management, including our Chief Executive Officer and €hief Finaneiat
Principal Accounting Officer or persons performing similar functions, as appropriate, to allow timely decisions regarding
required disclosure. We believe that any disclosure controls and procedures or internal controls and procedures, no matter how
well designed and operated, can provide only reasonable, not absolute, assurance that the desired control objectives will be met.
In reaching a reasonable level of assurance, management has weighed the cost of contemplated controls against their intended
benefits. The design of any system of controls is based on management’ s assumptions about the likelihood of future events. We
cannot assure you that our controls will achieve their stated goals under all possible conditions. Changes in future conditions
may render our controls inadequate or may cause our degree of compliance with them to deteriorate. These inherent limitations
include the fact that judgments in decision- making can be faulty and that breakdowns can occur because of simple error or
mistake. Additionally, controls can be circumvented by the individual acts of some persons, by collusion of two or more people
or by an unauthorized override of the controls. Accordingly, because of the inherent limitations in our control system,
misstatements due to error or fraud may occur and not be detected. Under the supervision and with the participation of our
management, including our Chief Executive Officer and Principal €hiefFinanetat-and-Accounting Officer, we conducted an
evaluation of the effectiveness of our disclosure controls and procedures (as defined in Rules 13a- 15 (e) and 15d- 15 (e) under
the Exchange Act) as of the end of the year ended December 31, 2622-2023 . Based on this evaluation, our Chief Executive
Officer and Principal €hiefFinanetatand-Accounting Officer have concluded that, during the period covered by this Annuat
Report enFermt8-—K—, our disclosure controls and procedures were not effective due to our previously identified material
weaknesses in internal control over financial reporting. As a result, we have performed additional analysis as deemed necessary
to ensure that our financial statements were prepared in accordance with U. S. GAAP. Accordingly, notwithstanding the
identified material weaknesses, management, including our Chief Executive Officer and Principal €hiefFinanetat-and
Accounting Officer, believes the financial statements included in this Annual-Report enFerm—1t0-K-are fairly presented, in all
material respects, in accordance with U. S. GAAP. We are an “ emerging growth company, ” and the reduced reporting
requirements applicable to emerging growth companies may make our common stock less attractive to investors. We are an “
emerging growth company, ” as defined in the Jumpstart Our Business Startups Act (“ JOBS Act ”) . For as long as we
continue to be an emerging growth company, we may take advantage of exemptions from various reporting requirements that
are applicable to other public companies that are not emerging growth companies, including exemption from compliance with
the auditor attestation requirements of Section 404; the ability to delay the implementation of new or revised financial
accounting standards; reduced disclosure obligations regarding executive compensation; and exemptions from the requirements
of holding a nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments
not previously approved. As a result, the information we provide stockholders will be different than the information that is
available with respect to other public companies. We will remain an emerging growth company until the earlier of (1) the last
day of the fiscal year (a) following the fifth anniversary of the closing of our IPO, (b) in which we have total annual gross
revenue of at least $ 1. 87235 billion or (c¢) in which we are deemed to be a large accelerated filer, which means the market
value of our common stock held by non- affiliates exceeds $ 700 million as of the end of our prior second fiscal quarter, or (2)
the date on which we have issued more than $ 1. 0 billion in non- convertible debt during the prior three- year period. In
addition, under the JOBS Act, emerging growth companies may delay adopting new or revised accounting standards until such
time as those standards apply to private companies. We may elect not to avail ourselves of this exemption from new or revised
accounting standards and, therefore, may be subject to the same new or revised accounting standards as other public companies
that are not emerging growth companies. We cannot predict if investors will find our common stock less attractive because we
may rely on these exemptions. If some investors find our common stock less attractive as a result of these exemptions, there
may be a less active trading market for our common stock and our share price may be more volatile. Anti- takeover and other
provisions contained in our certificate of incorporation and bylaws, as well as provisions of Delaware law, could impair a
takeover attempt and have other impacts on our corporate governance . Our certificate of incorporation, bylaws and
Delaware law contain provisions that could have the effect of rendering more difficult, delaying or preventing an acquisition
deemed undesirable by our board of directors or otherwise impact our corporate governance . Our corporate governance
documents include provisions: e authorizing “ blank check ” preferred stock, which could be issued by our board of directors
without stockholder approval and may contain voting, liquidation, dividend, and other rights superior to our common stock; ®
limiting the liability of, and providing indemnification to, our directors and officers; ® limiting the ability of our stockholders to
call and bring business before special meetings; ® requiring advance notice of stockholder proposals for business to be
conducted at meetings of our stockholders and for nominations of candidates for election to our board of directors; ® controlling
the procedures for the conduct and scheduling of board of directors and stockholder meetings; and-e providing our board of
directors with the express power to postpone previously scheduled annual meetings and to cancel previously scheduled special
meetings ; and @ providing for a quorum comprised of stockholders representing one- third of the voting power of our
outstanding shares of common stock to hold valid annual or special meetings of our stockholders . These provisions, alone
or together, could delay or prevent hostile takeovers and changes in control or changes in our management . Our reduced
quorum requirement could also lead to corporate governance changes resulting from stockholder required votes in
which a minority of one- third of our outstanding stockholders could take actions at annual or special meetings of our
stockholders that impact our company as compared to other companies in which a majority of stockholders are required
for a quorum . As a Delaware corporation, we are also subject to provisions of Delaware law, including Section 203 of the
Delaware General Corporation law, which prevents some stockholders holding more than 15 % of our outstanding common
stock from engaging in certain business combinations without approval of the holders of substantially all of our outstanding
common stock. Any provision of our certificate of incorporation, bylaws or Delaware law that has the effect of delaying or



deterring a change in control could limit the opportunity for our stockholders to receive a premium for their shares of our
common stock ;- These provisions and the impact of the reduced quorum requirement could also affect the price that some
investors are willing to pay for our common stock. Our certificate of incorporation, as amended, designates the Court of
Chancery of the State of Delaware as the sole and exclusive forum for certain types of actions and proceedings that may be
initiated by our stockholders, which could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us
or our directors, officers or other employees. Our certificate of incorporation requires that, unless we consent in writing to the
selection of an alternative forum, the Court of Chancery of the State of Delaware will, to the fullest extent permitted by law, be
the sole and exclusive forum for each of the following: @ any derivative action or proceeding brought on our behalf; e any
action asserting a claim for breach of any fiduciary duty owed by any director, officer or other employee of ours to the
Company or our stockholders, creditors , or other constituents; ® any action asserting a claim against us or any director or
officer of ours arising pursuant to, or a claim against us or any of our directors or officers, with respect to the interpretation or
application of any provision of, the DGCL, our certificate of incorporation , or bylaws; or @ any action asserting a claim
governed by the internal affairs doctrine; provided ;-that 5-if and only if the Court of Chancery of the State of Delaware
dismisses any of the foregoing actions for lack of subject matter jurisdiction, any such action or actions may be brought in
another state court sitting in the State of Delaware. The exclusive forum provision is limited to the extent permitted by law, and
it will not apply to claims arising under the Seeunrittes-Exchange Act ef4934;-as-amended-(the—Exehange-Aet;-or for any
other federal securities laws which provide for exclusive federal jurisdiction. Furthermore, Section 22 of the Securities Act
creates concurrent jurisdiction for federal and state courts over all such Securities Act actions. Accordingly, both state and
federal courts have jurisdiction to entertain such claims. To prevent having to litigate claims in multiple jurisdictions and the
threat of inconsistent or contrary rulings by different courts, among other considerations, our second amended and restated
certificate of incorporation provides that the federal district courts of the United States of America will be the exclusive forum
for resolving any complaint asserting a cause of action arising under the Securities Act. While the Delaware courts have
determined that such choice of forum provisions are facially valid, a stockholder may nevertheless seek to bring such a claim
arising under the Securities Act against us, our directors, officers, or other employees in a venue other than in the federal district
courts of the United States of America. In such instance, we would expect to vigorously assert the validity and enforceability of
the exclusive forum provisions of our second amended and restated certificate of incorporation. Although we believe this
provision benefits us by providing increased consistency in the application of Delaware law in the types of lawsuits to which it
applies, this provision may limit or discourage a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable
for disputes with us or our directors, officers or other employees, which may discourage such lawsuits against us and our
directors, officers and other employees. Alternatively, if a court were to find the choice of forum provision 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 adversely affect our business and financial condition. We note that there
is uncertainty as to whether a court would enforce the provision and that investors cannot waive compliance with the federal
securities laws and the rules and regulations thereunder. Although we believe this provision benefits us by providing increased
consistency in the application of Delaware law in the types of lawsuits to which it applies, the provision may have the effect of
discouraging lawsuits against our directors and officers. ITEM 1B. UNRESOLVED STAFF COMMENTS



