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An investment in our common stock involves a high degree of risk. Before making an investment decision, you should give
careful consideration to the following risk factors, in addition to the other information included in this Annual Report, including
our consolidated financial statements and related notes, before deciding whether to invest in shares of our common stock. The
occurrence of any of the adverse developments described in the following risk factors could materially and adversely harm our
business, financial condition, results of operations or prospects. In that case, the trading price of our common stock could
decline, and you may lose all or part of your investment. Risks Related to Our Business We have incurred losses since inception,
anticipate that we will incur continued losses for the foreseeable future indicating the possibility that we may not be able to
operate in the future. For the years ended December 31, 2023 and 2022 and-2621-, we had an accumulated deficit of $ 224. 6
million, and $ 175. 7 mithenand-$+33—5-million, respectively. We expect to incur significant and increasing operating losses
for the next several years as we expand our research and development efforts, continue our clinical trials, acquire or license
technologies, advance other product candidates into clinical development, complete clinical trials, seek regulatory approval and,
if we receive FDA approval, commercialize our products. In November 2020 and February 2021, we raised net proceeds of
approximately $ 31. 6 million and $ 82. 1 million, respectively, to fund our future operations. The consolidated financial
statements included in this Annual Report on Form 10- K have been prepared under the assumption that we will continue as a
going concern. Due to our recurring and expected continuing losses from operations, we have concluded there is substantial
doubt in our ability to continue as a going concern W1th1n one year of the issuance of these consohdated ﬁnan(:lal statements
Wlthout addltlonal capltal becomlng avallable : St nerate-revente-. The
----- dated-finane A o i g 5 In October 2023 and February 2024,
we ralsed $ 5.0 mllllon and $2.0 lIlllllOIl, respectlvely through the euteome-sale of this-uneertainty-common stock and
warrants . Our ability to raise additional funds is contingent upon, among other factors, the sale of the shares of our common
stock or obtaining alternate financing. We cannot provide any assurance that we will be able to raise additional capital. If we are
unable to secure additional capital, we may be required to curtail our research and development initiatives and take additional
measures to reduce costs in order to conserve our cash in amounts sufficient to sustain operations and meet our obligations.
These measures could cause significant delays in our clinical and regulatory efforts, which is critical to the realization of our
business plan. The accompanying consolidated financial statements do not include any adjustments that may be necessary
should we be unable to continue as a going concern. It is not possible for us to predict at this time the potential success of our
business. The revenue and income potential of our business and operations are currently unknown. If we cannot continue as a
viable entity, you may lose some or all of your investment in our company. Our product candidate rencofilstat is in the early
stages of development and its commercial viability remains subject to the successful outcome of current and future preclinical
studies, clinical trials, regulatory approvals and the risks generally inherent in the development of a pharmaceutical product
candidate. If we are unable to successfully advance or develop our product candidate, our business will be materially harmed. In
the near- term, failure to successfully advance the development of our product candidates may have a material adverse effect on
us. To date, we have not successfully developed or commercially marketed, distributed or sold any product candidate. The
success of our business depends primarily upon our ability to successfully advance the development of our product candidates
through preclinical studies and clinical trials, have these product candidates approved for sale by the FDA or regulatory
authorities in other countries, and ultimately have these product candidates successfully commercialized by us or a strategic
partner. We cannot assure you that the results of our ongoing preclinical studies or clinical trials will support or justify the
continued development of our product candidates, or that we will receive approval from the FDA, or similar regulatory
authorities in other countries, to advance the development of our product candidates. Our product candidates must satisfy
rigorous regulatory standards of safety and efficacy before we can advance or complete their clinical development, or they can
be approved for sale. To satisfy these standards, we must engage in expensive and lengthy preclinical studies and clinical trials,
develop acceptable manufacturing processes, and obtain regulatory approval of our product candidates. Despite these efforts, our
product candidates may not: ¢ offer therapeutic or other medical benefits over existing drugs or other product candidates in
development to treat the same patient population; ¢ be proven to be safe and effective in current and future preclinical studies or
clinical trials;  have the desired effects; ¢ be free from undesirable or unexpected effects; « meet applicable regulatory
standards; ¢ be capable of being formulated and manufactured in commercially suitable quantities and at an acceptable cost; or *
be successfully commercialized by us or by collaborators. Even if we demonstrate favorable results in preclinical studies and
early- stage clinical trials, we cannot assure you that the results of late- stage clinical trials will be favorable enough to support
the continued development of our product candidates. Several 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 satisfactory safety and efficacy profile, such results may not be sufficient to support the
submission of a New Drug Application, or NDA or a biologics license application, or BLA 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.
Our product candidates will require significant additional research and development efforts, the commitment of substantial




financial resources, and regulatory approvals prior to advancing into further clinical development or being commercialized by us
or collaborators. We cannot assure you that our product candidates 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. Our product candidate 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 safety and tolerability of our product candidate to obtain regulatory approval to further advance
clinical development or to market them. Even if our product candidate demonstrates biologic activity and 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 potential benefits. In preclinical studies and clinical trials were
conducted to date, our product candidate has demonstrated an acceptable safety profile, although these studies and trials 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 candidate, 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 candidate, which could materially harm our business. In order to further advance the
development of, and ultimately receive regulatory approval to sell, our product candidate, 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 and efficacy 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 or Ethical
Committee) or IRB or 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 we have difficulty recruiting patients
or participants dropping out of our clinical trials at a higher rate than we anticipated;  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 or meet their contractual obligations to us in a timely manner; * 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; and ¢ the supply or quality of drug material necessary to conduct our preclinical
studies or clinical trials being insufficient, inadequate or unavailable. Even if the data collected from preclinical studies or
clinical trials involving our product candidate demonstrate a satisfactory safety and efficacy profile, such results may not be
sufficient to support the submission of an NDA or BLA 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. 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, 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. 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 Practices or GCPs. If we or the FDA determine that our third- party vendors are not
in compliance with, or have not conducted our clinical trials according to, applicable regulations we may be forced to delay,
repeat or terminate such clinical trials. We have limited capacity for recruiting and managing clinical 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 bio- pharmaceutical 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 approved and commercialized, rencofilstat intends to compete with numerous therapies for the treatment of NASH that
are currently in development. To our knowledge, other potential competitors are in both later and 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 rencofilstat. As a result, we may be at a competitive disadvantage that could delay the
initiation, recruitment, timing, completion of our clinical trials and obtaining regulatory approvals, if at all, for our product
candidate. We, and our collaborators, must comply with extensive government regulations in order to advance our product
candidate through the development process and ultimately obtain and maintain marketing approval for our products in the U. S.
and abroad. The product candidate that we, or our collaborators, are developing 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 candidate is 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 our product candidates’ safety and efficacy before they can be approved for the targeted indications.
Our product candidate has 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 candidate 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
ongoing requirements for post- marketing studies or Phase 4 clinical trials. In addition, we or our collaborators may encounter
delays in, or fail to gain, regulatory approval for our product candidate based upon additional governmental regulation resulting
from future legislative, administrative action or changes in 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 our
product candidate through clinical development, and ultimately commercialize them, may: « adversely impact our ability to raise
sufficient capital to fund the development of our product candidate; « adversely affect our ability to further develop or
commercialize our product candidate; ¢ diminish any competitive advantages that we or our collaborators may have or attain;
and * adversely affect the receipt of potential milestone payments and royalties from the sale of our products or product
revenues. 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
products; * 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; and ¢ 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. We have limited experience in the development of small molecule product candidates and
therefore may encounter difficulties developing our product candidate or managing our operations in the future. Our product
candidate, rencofilstat is a chemical compound, also referred to as small molecules. We have limited experience in the
discovery, development and manufacturing of these small molecule antiviral compounds. In order to successfully develop these
product candidates, we must continuously supplement our research, clinical development, regulatory, medicinal chemistry,
virology and manufacturing capabilities through the addition of key employees, consultants or third- party contractors to provide
certain capabilities and skill sets that we do not possess. Furthermore, we have adopted an operating model that largely relies on
the outsourcing of several responsibilities and key activities to third- party consultants, and contract research and manufacturing
organizations in order to advance the development of our product candidate. Therefore, our success depends in part on our
ability to retain highly qualified key management personnel, and directors to develop, implement and execute our business
strategy, operate the Company and oversee the activities of our consultants and contractors, as well as academic and corporate
advisors or consultants to assist us in this regard. We are currently highly dependent upon the efforts of our management team.
In order to develop our product candidate, we need to retain or attract certain personnel, consultants or advisors with experience
in the drug development activities of small molecules that include a number of disciplines, including research and development,
clinical trials, medical matters, government regulation of pharmaceuticals, manufacturing, formulation and chemistry, business
development accountlng, ﬁnance regulatory affalrs human resources and 1nf0rmat10n systerns We—afe—htgh-ly—dependent—upeﬁ

EEHaS e-commeretanzatton P cteanataate: ur success depends n part on our contlnued ability to attract, retaln
and motivate highly qualified management, clinical and scientific personnel and on our ability to develop and maintain
important relationships with leading academic institutions, clinicians and scientists. The competition for qualified personnel in
the biotechnology and pharmaceuticals field is intense. We will need to hire additional personnel as we expand our clinical
development and commercial activities. While we have not had difficulties recruiting qualified individuals, to date, we may not
be able to attract and retain quality personnel on acceptable terms given the competition for such personnel among



biotechnology, pharmaceutical and other companies. Adthough have-notexy ; : 3 At
December 2023, the board of directors approved a strateglc restructurmg plan to preserve capltal by reduclng operatlng

costs. Th1s plan 1ncludes the reductlon 0f personnel in the first quarter past—weﬁay—ﬂet—be—ab}e—te-eeﬂfmﬂe—te-de—seﬂﬂ—t-he

mmemmy—behafmed- We W111 requlre substantlal additional fundmg Wthh may not be avallable to us on acceptable
terms, or at all. If we fail to raise the necessary additional capital, we may be unable to complete the development and
commercialization of our product candidates or continue our development programs. We expect to significantly increase our
spending to advance the preclinical and clinical development of our product candidates and launch and commercialize any
product candidate for which we receive regulatory approval, including building our own commercial organizations to address
certain markets. We will require additional capital for the further development and commercialization of our product candidates,
as well as to fund our other operating expenses and capital expenditures. We cannot be certain that additional funding will be
available on acceptable terms, or at all. If we are unable to raise additional capital in sufficient amounts or on terms acceptable
to us, we may have to significantly delay, scale back or discontinue the development or commercialization of our product
candidate. We may also seek collaborators for one or more of our current or future product candidates at an earlier stage than
otherwise would be desirable or on terms that are less favorable than might otherwise be available. Any of these events could
significantly harm our business, financial condition and prospects. Our future capital requirements will depend on many factors,
including: ¢ the progress of the development of our product candidates; ¢ the number of product candidates we pursue; ¢ the time
and costs involved in obtaining regulatory approvals; ¢ the costs involved in filing and prosecuting patent applications and
enforcing or defending patent claims;  our plans to establish sales, marketing and / or manufacturing capabilities; ¢ the effect of
competing technological and market developments; ¢ the terms and timing of any collaborative, licensing and other
arrangements that we may establish; ¢ general market conditions for offerings from biopharmaceutical companies; * our ability
to establish, enforce and maintain selected strategic alliances and activities required for product commercialization; and ¢ our
revenues, if any, from successful development and commercialization of our product candidates. In order to carry out our
business plan and implement our strategy, we anticipate that we will need to obtain additional financing from time to time and
may choose to raise additional funds through strategic collaborations, licensing arrangements, public or private equity or debt
financing, bank lines of credit, asset sales, government grants, or other arrangements. We cannot be sure that any additional
funding, if needed, will be available on terms favorable to us or at all. Furthermore, any additional equity or equity- related
financing may be dilutive to our stockholders, and debt or equity financing, if available, may subject us to restrictive covenants
and significant interest costs. If we obtain funding through a strategic collaboration or licensing arrangement, we may be
required to relinquish our rights to certain of our product candidate or marketing territories. Our inability to raise capital when
needed would harm our business, financial condition and results of operations, and could cause our stock price to decline or
require that we wind down our operations altogether. We will need to obtain FDA approval of any proposed product brand
names, and any failure or delay associated with such approval may adversely impact our business. A pharmaceutical product
cannot be marketed in the U. S. or other countries until we have completed rigorous and extensive regulatory review processes,
including approval of a brand name. Any brand names we intend to use for our product candidate will require approval from the
FDA regardless of whether we have secured a formal trademark registration from the U. S. Patent and Trademark Office, or the
PTO. The FDA typically conducts a review of proposed product brand names, including an evaluation of potential for confusion
with other product names. The FDA may also object to a product brand name if the FDA believes the name inappropriately
implies medical claims. If the FDA objects to any of our proposed product brand names, we may be required to adopt an
alternative brand name for our product candidate. If we adopt an alternative brand name, we will lose the benefit of our existing
trademark applications for such product candidate and may be required to expend significant additional resources in an effort to
identify a suitable product brand name that would qualify under applicable trademark laws, not infringe the existing rights of
third parties and be acceptable to the FDA. We may be unable to build a successful brand identity for a new trademark in a
timely manner or at all, which would limit our ability to commercialize our product candidate. 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 candidate 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. In order to receive regulatory approval for the commercialization
of our product candidate, 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, it may not produce statistically significant results. Preliminary results may not be confirmed on full
analysis of the detailed results of an early clinical trial. Product candidates in later stages of clinical trials may fail to show safety
and efficacy sufficient to support intended use claims despite having progressed through initial clinical testing. The data
collected from clinical trials of our product candidate 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 approval, 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 candidate. We do not know whether planned clinical trials will begin on
time, will need to be redesigned or will be completed on schedule, if at all. Clinical trials can be delayed for a variety of reasons,
including delays in obtaining regulatory approval to commence a clinical trial, in securing clinical trial agreements with



prospective sites with acceptable terms, in obtaining institutional review board approval to conduct a clinical trial at a
prospective site, in recruiting patients to participate in a clinical trial ;related-to-the-COVID-—9pandemie-, or in obtaining
sufficient supplies of clinical trial materials. 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, competing clinical trials and new drugs
approved for the conditions we are investigating. Clinical investigators will need to decide whether to offer their patients
enrollment in clinical 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 candidate, our business will be substantially harmed. The
time required to obtain approval by the FDA and comparable foreign authorities is unpredictable but 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 our existing product candidate or any
product candidate we may seek to develop in the future will ever obtain regulatory approval. Our product candidate could fail to
receive regulatory approval for many reasons, including the following: * the FDA or comparable foreign regulatory authorities
may disagree with the design or implementation of our clinical trials; * we may be unable to demonstrate to the satisfaction of
the FDA or comparable foreign regulatory authorities that a product candidate is safe and effective for its proposed indication; ¢
the results of clinical trials may not meet the level of statistical significance required by the FDA or comparable foreign
regulatory authorities for approval; « 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 candidate may not be
sufficient to support the submission of an NDA or other submission or to obtain regulatory approval in the United States or
elsewhere; * the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities
of third- party manufacturers with which we contract for clinical and commercial supplies; * the FDA or comparable foreign
regulatory authorities may fail to approve the companion diagnostics we contemplate developing with partners; and ¢ the
approval policies or regulations of the FDA or comparable foreign regulatory authorities may significantly change in a manner
rendering our clinical data insufficient for approval. This lengthy approval process as well as the unpredictability of future
clinical trial results may result in our failing to obtain regulatory approval to market our product candidate, which would
significantly harm our business, results of operations and prospects. In addition, even if we were to obtain approval, regulatory
authorities may approve our product candidate 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 our product candidate. We have not previously
submitted a biologics license application, or BLA, or a New Drug Application, or NDA, to the FDA, or similar drug approval
filings to comparable foreign authorities, for our product candidate, and we cannot be certain that our product candidate will be
successful in clinical trials or receive regulatory approval. Further, our product candidate may not receive regulatory approval
even if they are successful in clinical trials. If we do not receive regulatory approvals for our product candidate, we may not be
able to continue our operations. Even if we successfully obtain regulatory approvals to market our product candidate, our
revenues will be dependent, in part, upon our collaborators’ ability to obtain regulatory approval of the companion diagnostics
to be used with our product candidate, as well as 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 candidate 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 candidate, directly or with a collaborator, worldwide including the United States, the
European Union and other additional 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 safety and efficacy and governing, among other things, clinical
trials and commercial sales, pricing and distribution of our product candidate, 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 candidate. 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 any of our product candidate to humans may produce undesirable side effects. These side effects could interrupt,
delay or halt clinical trials of our product candidate and could result in the FDA or other regulatory authorities denying further
development or approval of our product candidate for any or all targeted indications. Ultimately, our product candidate 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. 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. As a developer of pharmaceuticals, even though we do not intend to make
referrals of healthcare services or bill directly to Medicare, Medicaid or other third- party payers, certain federal and state
healthcare laws and regulations pertaining to fraud and abuse, false claims and patients’ privacy rights are and will be applicable



to our business. We could be subject to healthcare fraud and abuse laws and patient privacy laws of both the federal government
and the states in which we conduct our business. The laws include: ¢ 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; * 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 payers 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 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; and « state law equivalents of each of the above federal laws, such as anti- kickback and false
claims laws which may apply to items or services reimbursed by any third- party payer, including commercial insurers, and state
laws governing the privacy and security of health information in certain circumstances, many of which differ from each other in
significant ways and often are not preempted by federal laws, thus complicating compliance efforts. 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
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. Moreover, achieving and sustaining compliance with applicable federal and state privacy, security and fraud laws may
prove costly. If we are unable to satisfy regulatory requirements, we may not be able to commercialize our product candidate.
We need FDA approval prior to marketing our product candidate in the United States. If we fail to obtain FDA approval to
market our product candidate, we will be unable to sell our product candidate in the United States and we will not generate any
revenue. 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 pre-
clinical testing and clinical trials that the product candidate is 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 our product candidate currently under development. Any approvals we may obtain may not
cover all 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 candidate for the claimed intended uses.
Following any regulatory approval of our product candidate, 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, 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 will reconsider 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. 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 our product candidate 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 by the comparable regulatory authorities of foreign countries must still be obtained prior to
marketing the product 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. If our product candidate is unable to compete effectively
with marketed drugs targeting similar indications as our product candidate, 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. Our commercial opportunity will be reduced or eliminated if our competitors develop and commercialize any drugs
that are safer, more effective, have fewer side effects or are less expensive than our product candidate. These potential
competitors compete with us in recruiting and retaining 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, rencofilstat intends to compete with at numerous
therapies for the treatment of NASH that are currently in development. To our knowledge, other potential competitors are in
both later and 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 rencofilstat. We expect that our ability to
compete effectively will depend upon our ability to:  successfully identify and develop key points of product differentiations
from currently available therapies; * successfully and rapidly 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;  attract and retain key personnel; « develop relationships with physicians prescribing
these products; and  build an adequate sales and marketing infrastructure for our product candidate. 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 shingles drugs, we may never generate
meaningful revenue. We currently have no sales and marketing organization. If we are unable to establish a direct sales force in
the United States to promote our products, the commercial opportunity for our products may be diminished. We currently have
no sales and marketing organization. We will incur significant additional expenses and commit significant additional
management resources to establish our sales force. We may not be able to establish these capabilities despite these additional
expenditures. We will also have to compete with other pharmaceutical and biotechnology companies to recruit, hire and train
sales and marketing personnel. If we elect to rely on third parties to sell our product candidate in the United States, we may
receive less revenue than if we sold our products directly. In addition, although we would intend to use due diligence in
monitoring their activities, we may have little or no control over the sales efforts of those third parties. In the event we are
unable to develop our own sales force or collaborate with a third party to sell our product candidate, we may not be able to
commercialize our product candidate which would negatively impact our ability to generate revenue. We may need others to
market and commercialize our product candidate in international markets. In the future, if appropriate regulatory approvals are
obtained, we may commercialize our product candidate in international markets. However, we have not decided how to
commercialize our product candidates in those markets. We may decide to build our own sales force or sell our products through
third parties. If we decide to sell our product candidates in international markets through a third party, we may not be able to
enter into any marketing arrangements on favorable terms or at all. In addition, these arrangements could result in lower levels
of income to us than if we marketed our product candidates entirely on our own. If we are unable to enter into a marketing
arrangement for our product candidates in international markets, we may not be able to develop an effective international sales
force to successfully commercialize those products in international markets. If we fail to enter into marketing arrangements for
our products and are unable to develop an effective international sales force, our ability to generate revenue would be limited. 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 candidate. We do not currently possess internal manufacturing capacity. We
plan to utilize the services of contract manufacturers to manufacture our clinical supplies. Any curtailment in the availability of
rencofilstat, 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 continue to pursue active pharmaceutical ingredients,
or API, and drug product supply agreements with other manufacturers. 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
good manufacturing practices or GMP. In addition, the new manufacturers would have to be educated in or independently
develop the processes necessary to produce our product candidate. The manufacture of pharmaceutical products requires
significant expertise and capital investment, including the development of advanced manufacturing techniques and process
controls. Manufacturers of pharmaceutical products may encounter difficulties in production, particularly in scaling up
production. 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. In addition, any delay or interruption in the supply of clinical trial supplies 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 are responsible for
ensuring that each of our contract manufacturers comply with the GMP 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 a review of the
manufacturer’ s compliance with GMP requirements. We are responsible for regularly assessing a contract manufacturer’ s
compliance with GMP requirements through record reviews and periodic audits and for ensuring that the contract manufacturer
takes responsibility and corrective action for any identified deviations. Manufacturers our product candidates may be unable to
comply with these GMP requirements and with other FDA and foreign regulatory requirements, if any. While we will oversee
compliance by 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
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 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 our product candidates, entail higher costs or result in us being unable to effectively
commercialize 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. 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 our 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. 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. 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.
Materials necessary to manufacture our product candidates may not be available on commercially reasonable terms, or at all,
which may delay the development and commercialization of our product candidates. We rely on the third- party manufacturers
of our product candidates to purchase from third- party suppliers the materials necessary to produce bulk APIs, and product
candidates for our clinical trials, and we will rely on such manufacturers to purchase such materials to produce the APIs and
finished products for any commercial distribution of our products if we obtain marketing approval. Suppliers may not sell these
materials to our manufacturers at the time they need them in order to meet our required delivery schedule or on commercially
reasonable terms, if at all. We do not have any control over the process or timing of the acquisition of these materials by our
manufacturers. Moreover, we currently do not have any agreements to produce these materials. If our manufacturers are unable
to obtain these materials for our clinical trials, testing of the affected product candidates would be delayed, which may
significantly impact our ability to develop the product candidates. If we or our manufacturers are unable to purchase these
materials after regulatory approval has been obtained for one of our products, the commercial launch of such product would be
delayed or there would be a shortage in supply of such product, which would harm our ability to generate revenues from such
product and achieve or sustain profitability. 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 any of our product
candidates is 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 payers and our profitability and growth will depend on
several factors, including: « demonstration of safety and efficacy; * changes in the practice guidelines and the standard of care
for the targeted indication; « relative convenience and ease of administration; * 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; * 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 « the availability of
adequate third- party insurance coverage or reimbursement. If any product candidates 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 candidates, 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 payers, our ability to generate revenues from that product would be
substantially reduced. In addition, our efforts to educate the medical community and third- party payers 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
product. 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 health care 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 health care providers could result in
decreased use of our proposed product. If third- party contract manufacturers upon whom we rely to formulate and manufacture
our product candidate do not perform, fail to manufacture according to our specifications or fail to comply with strict
regulations, our preclinical studies or clinical trials could be adversely affected and the development of our product candidates
could be delayed or terminated or we could incur significant additional expenses. We do not own or operate any manufacturing
facilities. We intend to rely on third- party contractors, at least for the foreseeable future, to formulate and manufacture these
preclinical and clinical materials. Our reliance on third- party contract manufacturers expose us to a number of risks, any of
which could delay or prevent the completion of our preclinical studies or clinical trials, or the regulatory approval or
commercialization of our product candidate, result in higher costs, or deprive us of potential product revenues. Some of these



risks include: * our third- party contractors failing to develop an acceptable formulation to support later- stage clinical trials for,
or the commercialization of, our product candidate; * our contract manufacturers failing to manufacture our product candidates
according to their own standards, our specifications, cGMPs, or otherwise manufacturing material that we or the FDA may deem
to be unsuitable in our clinical trials; * our contract manufacturers being unable to increase the scale of, increase the capacity for,
or reformulate the form of our product candidates. We may experience a shortage in supply, or the cost to manufacture our
products may increase to the point where it adversely affects the cost of our product candidate. We cannot assure you that our
contract manufacturers will be able to manufacture our products at a suitable scale, or we will be able to find alternative
manufacturers acceptable to us that can do so; ¢ our contract manufacturers placing a priority on the manufacture of their own
products, or other customers’ products; ¢ our contract manufacturers failing to perform as agreed or not remain in the contract
manufacturing business; and ¢ our contract manufacturers’ plants being closed as a result of regulatory sanctions or a natural
disaster. Manufacturers of pharmaceutical products are subject to ongoing periodic inspections by the FDA, the U. S. Drug
Enforcement Administration (“ DEA ”) and corresponding state and foreign agencies to ensure strict compliance with FDA-
mandated current good marketing practices or cGMPs, other government regulations and corresponding foreign standards.
While we are obligated to audit their performance, we do not have control over our third- party contract manufacturers’
compliance with these regulations and standards. Failure by our third- party manufacturers, or us, to comply with applicable
regulations could result in sanctions being imposed on us or the drug manufacturer from the production of other third- party
products. These sanctions may include fines, injunctions, civil penalties, failure of the government to grant pre- market approval
of drugs, delays, suspension or withdrawal of approvals, seizures or recalls of product, operating restrictions and criminal
prosecutions, any of which could significantly and adversely affect our business. In the event that we need to change our third-
party contract manufacturers, our preclinical studies, clinical trials or the commercialization of our product candidate 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, NDA or BLA, various steps in the manufacture of our product candidate may need to be sole-
sourced. In accordance with cGMPs, 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. 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 our product candidate. Further, in order to maintain our development time lines in the event of a change in
our third- party contract manufacturer, we may incur significantly higher costs to manufacture our product candidate. Our
industry is highly competitive and subject to rapid technological changes. As a result, we may be unable to compete successfully
or develop innovative products, which could harm our business. Our industry is highly competitive and characterized by rapid
technological change. Key competitive factors in our industry include, among others, the ability to successfully advance the
development of a product candidate through preclinical and clinical trials; the efficacy, toxicological, safety, resistance or cross-
resistance, and dosing profile of a product or product candidate; the timing and scope of regulatory approvals, if ever achieved;
reimbursement rates for and the average selling price of competing products and pharmaceutical products in general; the
availability of raw materials and qualified contract manufacturing and manufacturing capacity; manufacturing costs; establishing
and maintaining intellectual property and patent rights and their protection; and sales and marketing capabilities. If ultimately
approved, rencofilstat or any other product candidate we may develop, would compete against existing therapies or other
product candidate in various stages of clinical development that we believe may potentially become available in the future.
Developing a pharmaceutical product candidate is a highly competitive, expensive and risky activity with a long business cycle.
Many organizations, including the large pharmaceutical and biopharmaceutical companies that have existing products on the
market or in clinical development that could compete with our product candidate have substantially more resources than we
have, and much greater capabilities and experience than we have in research and discovery, designing and conducting preclinical
studies and clinical trials, operating in a highly regulated environment, manufacturing drug substances and drug products, and
marketing and sales. Our competitors may be more successful than we are in obtaining FDA or other regulatory approvals for
their product candidates and achieving broad market acceptance once they are approved. Our competitors’ drugs or product
candidates may be more effective, have fewer negative side effects, be more convenient to administer, have a more favorable
resistance profile, or be more effectively marketed and sold than any drug we, or our potential collaborators, may develop or
commercialize. New drugs or classes of drugs from competitors may render our product candidate obsolete or non- competitive
before we are able to successfully develop them or, if approved, before we can recover the expenses of developing and
commercializing them. We anticipate that we or our collaborators will face intense and increasing competition as new drugs and
drug classes enter the market and advanced technologies or new drug targets become available. If our product candidate does not
demonstrate any competitive advantages over existing drugs, new drugs or product candidate, we or our future collaborators
may terminate the development or commercialization of our product candidate at any time. We anticipate that our product
candidate if successfully developed and approved, will compete directly or indirectly with existing drugs, some of which are
generic. Generic drugs are drugs whose patent protection has expired, and generally have an average selling price substantially
lower than drugs protected by intellectual property rights. Unless a patented drug can differentiate itself from a generic drug in a
meaningful manner, the existence of generic competition in any indication may impose significant pricing pressure on
competing patented drugs. We also face, and will continue to face, intense competition from other companies for collaborative
arrangements with pharmaceutical and biopharmaceutical companies, and for attracting investigators and clinical sites capable
of conducting our preclinical studies and clinical trials. These competitors, either alone or with their collaborators, may succeed
in developing technologies or products that are safer, more effective, less expensive or easier to administer than ours.
Accordingly, our competitors may succeed in obtaining FDA or other regulatory approvals for their product candidates more
rapidly than we can. Companies that can complete clinical trials, obtain required regulatory approvals and commercialize their



products before their competitors may achieve a significant competitive advantage, including certain patent and FDA marketing
exclusivity rights that could delay the ability of competitors to market certain products. We cannot assure you that product
candidates resulting from our research and development efforts, or from joint efforts with our collaborators, will be able to
compete successfully with our competitors’ existing products or products under development. We do not currently have any
internal drug discovery capabilities, and therefore we are dependent 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, we will be
dependent on in- licensing or acquiring product candidates as we do not have significant internal discovery capabilities at this
time. Accordingly, in order to generate and expand our development pipeline, we have relied, and will continue to rely, on
obtaining discoveries, new technologies, intellectual property and product candidates from third parties through sponsored
research, in- licensing arrangements or acquisitions. We may face substantial competition from other biotechnology and
pharmaceutical companies, many of which may have greater resources then we have, in obtaining these in- licensing, sponsored
research or acquisition opportunities. Additional 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 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 candidate in clinical trials and the sale of
any approved pharmaceutical products may expose us to significant product liability claims. We currently have product liability
insurance coverage for our clinical trials in the amount of $ 10. 0 million. Such insurance coverage may not protect us against
any or all the product liability claims that may be brought against us 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 our product candidate is 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 an adverse effect on our business. If our use of hazardous materials results
in contamination or injury, we could suffer significant financial loss. Our research activities, through third parties, involve the
controlled use of certain hazardous materials and medical waste. Notwithstanding the regulations controlling the use and
disposal of these materials, as well as the safety procedures we undertake, we cannot eliminate the risk of accidental
contamination or injury from these materials. In the event of an accident or environmental discharge or exposure, we may be
held liable for any resulting damages, which may exceed our financial resources and have an adverse effect on our business. Our
operations could be disrupted if our information systems fail, if we are unsuccessful in implementing necessary upgrades or if
we are subject to cyber- attacks. Our business depends on the efficient and uninterrupted operation of our computer and
communications systems and networks, hardware and software systems and our other information technology. We collect and
maintain information, which includes confidential and proprietary information as well as personal information regarding our
collaborators and employees, in digital form. Data maintained in digital form is subject to risk of malware, computer viruses,
computer hacking, acts of data theft, phishing, other cyber- attacks and employee error or malfeasance, which are increasing in
frequency and sophistication. In July 2019, one of our employees was victim to a phishing incident, to which we have taken
certain actions in response to and to which we do not anticipate significant disruption to our business or future prospects. Despite
our efforts to monitor and safeguard our systems to prevent data compromise, the possibility of data compromise cannot be
eliminated entirely, and risks associated with intrusion, tampering, and theft remain. In addition, we may not have sufficient
insurance coverage with respect to system failures or cyber- attacks. A failure of our systems, or an inability to successfully
expand the capacity of these systems, or an inability to successfully integrate new technologies into our existing systems could
have a material adverse effect on our business, results of operations, financial condition, and cash flows. 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, CROs and other contractors and consultants, could be subject to pandemics @Gnelading-the
€OHAD-19-pandemte), 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, for which we are predominantly self- insured. The occurrence of any of these business disruptions could seriously
harm our operations and financial condition and increase our costs and expenses. 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. The occurrence of regional epidemics or a global pandemte;steh-as-the-cOVD-
+9-pandemic, have had and may continue to have an adverse effect on how we and our CROs, CMOs, and other contractors,
consultants and third parties are operating our businesses and our operating results. Our operations have also been and may in
the future be negatively affected by a range of external factors related to the pandemic that are not within our control, including
the emergence and spread of more transmissible variants. The extent to which global pandemics, such as the COVID- 19
pandemic, impact our financial condition or results of operations will depend on factors such as the duration and scope of the
pandemic, as well as whether there is a material impact on the businesses of our CROs, CMOs, and other contractors,
consultants and third parties. To the extent that the pandemic harms our business and results of operations, many of the other
risks described in this Part I, Item 1A of this report may be heightened. In addition, we rely on a third- party manufacturer to



manufacture API for our product candidate. Any disruption in production or inability of our manufacturer to produce or ship
adequate quantities to meet our needs, whether as a result of a natural disaster or other causes (such as the COVID- 19
pandemic), could impair our ability to operate our business on a day- to- day basis and to continue our research and development
of our product candidate. In addition, we are exposed to the possibility of product supply disruption and increased costs in the
event of changes in the policies of the United States or political unrest in areas in which we do business. Any recall of the
manufacturing lots or similar action regarding our API used in clinical trials could delay the trials or detract from the integrity of
the trial data and its potential use in future regulatory filings. In addition, manufacturing interruptions or failure to comply with
regulatory requirements by any of these manufacturers could significantly delay clinical development of potential products and
reduce third- party or clinical researcher interest and support of proposed trials. These interruptions or failures could also
impede commercialization of our product candidate and impair our competitive position. Our approach to the discovery and
development of product candidates based on AI- POWR ™ is novel and unproven, and we do not know whether we will be able
to develop any products of commercial value. We intend to leverage AI- POWR ™ to potentially identify novel indications for
rencofilstat and possibly identify new targets and new drug molecules to broaden our pipeline for patients whose diseases have
not been adequately addressed to date by other approaches and to design and conduct efficient clinical trials with a higher
likelihood of success. While we believe that applying AI- POWR ™ to create medicines for defined patient populations may
potentially enable drug research and clinical development that is more efficient than conventional drug research and
development, our approach is both novel and unproven. Because our approach is both novel and unproven, the cost and time
needed to develop our product candidate is difficult to predict, and our efforts may not result in the discovery and development
of commercially viable medicines. We may also be incorrect about the effects of our product candidate on the diseases of our
defined patient populations, which may limit the utility of our approach or the perception of the utility of our approach.
Furthermore, our estimates of our defined patient populations available for study and treatment may be lower than expected,
which could adversely affect our ability to conduct clinical trials and may also adversely affect the size of any market for
medicines we may successfully commercialize. Our approach may not result in time savings, higher success rates or reduced
costs as we expect it to, and if not, we may not attract collaborators or develop new drugs as quickly or cost effectively as
expected and therefore we may not be able to commercialize our approach as originally expected. AI- POWR ™ may fail to
help us discover and / or develop additional potential product candidates. Any drug discovery that we are conducting using Al-
POWR ™ may not be successful in identifying compounds that have commercial value or therapeutic utility. AI- POWR ™
may initially show promise in identifying potential product candidates, yet fail to yield viable product candidates for clinical
development or commercialization for a number of reasons, including:  research programs to identify new product candidates
will require substantial technical, financial and human resources, and we may be unsuccessful in our efforts to identify new
product candidates. If we are unable to identify suitable additional compounds for preclinical and clinical development, our
ability to develop product candidates and obtain product revenues in future periods could be compromised, which could result in
significant harm to our financial position and adversely impact our stock price; * compounds found through AI- POWR ™ may
not demonstrate efficacy, safety or tolerability; ¢ potential product candidates may, on further study, be shown to have harmful
side effects or other characteristics that indicate that they are unlikely to receive marketing approval and achieve market
acceptance; ¢ competitors may develop alternative therapies that render our potential product candidates non- competitive or less
attractive; or * a potential product candidate may not be capable of being produced at an acceptable cost. Risks Relating to the
Commercialization of our Product Candidate. We may delay or terminate the development of our product candidate 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 we have conducted or may conduct in the
future may support further development of our product candidate, we may delay, suspend or terminate the future development
of our 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 shareholders, or otherwise provide any competitive advantages in its intended indication or
market. If we fail to enter into collaborations, license agreements or other transactions with third parties to accelerate the
development of our product candidate, we will bear the risk of developmental failure. We plan to seek out- licensing
opportunities as a way to accelerate the development of our product candidate. There is no guarantee that we will enter into a
future transaction on favorable terms, or at all, or that discussions will initiate or progress on our desired timelines. Completing
transactions of this nature is difficult and time- consuming. Potentially interested parties may decline to re- engage or may
terminate discussions based upon their assessment of our competitive, financial, regulatory or intellectual property position or
for any other reason. Furthermore, we may choose to defer consummating a transaction relating to our product candidate until
additional clinical data are obtained. If we decide to not actively pursue a transaction until we have additional clinical data, we
and our stockholders will bear the risk that our product candidate fails prior to any future transaction. If we fail to enter into or
maintain collaborations or other sales, marketing and distribution arrangements with third parties to commercialize our product
candidate, or otherwise fail to establish marketing and sales capabilities, we may not be able to successfully commercialize our
products. We currently have no infrastructure to support the commercialization of our product candidate, and have little, if any,
experience in the commercialization of pharmaceutical products. Therefore, if our product candidate is successfully developed
and ultimately approved for sale, our future profitability will depend largely on our ability to access or develop suitable
marketing and sales capabilities. We anticipate that we will need to establish relationships with other companies, through license
and collaborations agreements, to commercialize our product candidate in the U. S. and in other countries around the world. To
the extent that we enter into these license and collaboration agreements, or marketing and sales arrangements with other
companies to sell, promote or market our products in the U. S. or abroad, our product revenues, which may be in the form of
indirect revenue, a royalty, or a split of profits, will depend largely on their efforts, which may not be successful. In the event we



develop a sales force and marketing capabilities, this may result in us incurring significant costs before the time that we may
generate any significant product revenues. We may not be able to attract and retain qualified third parties or marketing or sales
personnel or be able to establish marketing capabilities or an effective sales force. If government and third- party payers fail to
provide adequate reimbursement or coverage for our products or those we develop through collaborations, our revenues and
potential for profitability will be harmed. In the U. S. and most foreign markets, our product revenues, and therefore the inherent
value of our product candidate, will depend largely upon the reimbursement rates established by third- party payers for such
product candidate or products. Such third- party payers include government health administration authorities, managed- care
organizations, private health insurers and other similar organizations. These third- party payers are increasingly challenging the
price and examining the cost effectiveness of medical products, services and pharmaceuticals. In addition, significant
uncertainty exists as to the reimbursement status, if any, of newly approved drugs or pharmaceutical products. Further, the
comparative effectiveness of new compounds over existing therapies and the assessment of other non- clinical outcomes are
increasingly being considered in the decision by these payers to establish reimbursement rates. We may also need to conduct
post- marketing clinical trials in order to demonstrate the cost- effectiveness of our products. Such studies may require us to
commit a significant amount of management time and financial resources. We cannot assure you that any products we
successfully develop will be reimbursed in part, or at all, by any third- party payers in any countries. Domestic and foreign
governments continue to propose legislation designed to expand the coverage, yet reduce the cost, of healthcare, including
pharmaceutical drugs. In some foreign markets, governmental agencies control prescription drugs’ pricing and profitability. In
the U. S. significant changes in federal health care policy have been recently approved and will mostly likely result in reduced
reimbursement rates in the future. We expect that there will continue to be federal and state proposals to implement more
governmental control over reimbursement rates of pharmaceutical products. In addition, we expect that increasing emphasis on
managed care and government intervention in the U. S. healthcare system will continue to put downward pressure on the pricing
of pharmaceutical products domestically. Cost control initiatives could decrease the price that we receive for our product
candidate that may be approved for sale in the future, which would limit our revenues and profitability. Accordingly, legislation
and regulations affecting the pricing of pharmaceutical products may change before our product candidate is approved for sale,
which could further limit or eliminate reimbursement rates for our product candidate. If any product candidate that we develop
independently or through collaborations is approved but does not gain meaningful acceptance in its intended market, we are not
likely to generate significant revenues or become profitable. Even if our product candidate is successfully developed and we or a
collaborator obtain the requisite regulatory approvals to commercialize it in the future, it may not gain market acceptance or
utilization among physicians, patients or third- party payers. The degree of market acceptance that our product candidate may
achieve will depend on several factors, including: « the therapeutic efficacy or perceived benefit of the product relative to
existing therapies, if they exist; * the timing of market approval and existing market for competitive drugs; ¢ the level of
reimbursement provided by payers to cover the cost of the product to patients; * the net cost of the product to the user or payer;
« the convenience and ease of administration of our product; * the product’ s potential advantages over existing or alternative
therapies; * the actual or perceived safety of similar classes of products; ¢ the actual or perceived existence, prevalence and
severity of negative side effects; * the effectiveness of sales, marketing and distribution capabilities; and * the scope of the
product label approved by the FDA. There can be no assurance that physicians will choose to prescribe or administer our
product, if approved, to the intended patient population. If our product does not achieve meaningful market acceptance, or if the
market for our product proves to be smaller than anticipated, we may not generate significant revenues or ever become
profitable. Even if we or a collaborator achieve market acceptance for our product, we may experience downward pricing
pressure on the price of our product due to social or political pressure to lower the cost of drugs, which would reduce our
revenue and future profitability. Pressure from social activist groups and future government regulations, whose goal it is to
reduce the cost of drugs, particularly in less developed nations, also may put downward pressure on the price of drugs, which
could result in downward pressure on the prices of our product in the future. We may be unable to successfully develop a
product candidate that is the subject of collaboration if our collaborator does not perform, terminates our agreement, or delays
the development of our product candidate. We expect to continue to enter into and rely on license and collaboration agreements
or other business arrangements with third parties to further develop and / or commercialize our existing and future product
candidates. Such collaborators or partners may not perform as agreed upon or anticipated, fail to comply with strict regulations,
or elect to delay or terminate their efforts in developing or commercializing our product candidates even though we have met our
obligations under the arrangement. For example, if an existing or future collaborator does not devote sufficient time and
resources to our collaboration arrangement, we may not realize the full potential benefits of the arrangement, and our results of
operations may be adversely affected. A majority of the potential revenue from existing and future collaborations will likely
consist of contingent payments, such as payments for achieving development or regulatory milestones and royalties payable on
the sales of approved products. The milestone and royalty revenues that we may receive under these collaborations will depend
primarily upon our collaborator’ s ability to successfully develop and commercialize our product candidate. In addition, our
collaborators may decide to enter into arrangements with third parties to commercialize products developed under our existing
or future collaborations using our technologies, which could reduce the milestone and royalty revenue that we may receive, if
any. In many cases, we will not be directly involved in the development or commercialization of our product candidate and,
accordingly, will depend entirely on our collaborators. Our collaboration partners may fail to develop or effectively
commercialize our product candidates because they: ¢ do not allocate the necessary resources due to internal constraints, such as
limited personnel with the requisite scientific expertise, limited capital resources, or the belief that other product candidates or
other internal programs may have a higher likelihood of obtaining regulatory approval or may potentially generate a greater
return on investment; * do not have sufficient resources necessary to fully support the product candidates through clinical
development, regulatory approval and commercialization; ¢ are unable to obtain the necessary regulatory approvals; or * may re-



evaluate the importance and their support for developing our product candidate pipeline due to a change in management,
business operations or financial strategy. In addition, a collaborator may decide to pursue the development of a competitive
product candidate developed outside of our collaboration with them. Conflicts may also arise if there is a dispute about the
progress of, or other activities related to, the clinical development or commercialization of a product candidate, the achievement
and payment of a milestone amount, the ownership of intellectual property that is developed during the course of the
collaborative arrangement, or other licensing agreement terms. If a collaboration partner fails to develop or effectively
commercialize our product candidate for any of these reasons, we may not be able to replace them with another partner willing
to develop and commercialize our product candidate under similar terms, if at all. Similarly, we may disagree with a
collaborator as to which party owns newly or jointly developed intellectual property. Should an agreement be revised or
terminated as a result of a dispute and before we have realized the anticipated benefits of the collaboration, we may not be able
to obtain certain development support or revenues that we anticipated receiving. We may also be unable to obtain, on terms
acceptable to us, a license from such collaboration partner to any of its intellectual property that may be necessary or useful for
us to continue to develop and commercialize the product candidate. Risks Related to Our Intellectual Property If we are unable
to adequately protect or expand our intellectual property related to our current or future product candidates, our business
prospects could be harmed. Our success, competitive position and future revenues will depend in part on our ability to obtain
and maintain patent protection for our product candidates, methods, processes and other technologies, to preserve our trade
secrets, to prevent third parties from infringing on our proprietary rights and to operate without infringing the proprietary rights
of third parties. We will be able to protect our proprietary intellectual property rights from unauthorized use by third parties only
to the extent that our proprietary rights are covered by valid and enforceable patents or are effectively maintained as trade
secrets. The patent position of pharmaceutical and biopharmaceutical companies involves complex legal and factual questions,
and, therefore, we cannot predict with certainty whether we will be able to ultimately enforce our patents or proprietary rights.
Therefore, any issued patents that we own or otherwise have intellectual property rights to may be challenged, invalidated or
circumvented, and may not provide us with the protection against competitors that we anticipate. The degree of future protection
for our proprietary intellectual property rights is uncertain because issued patents and other legal means afford only limited
protection and may not adequately protect our rights or permit us to gain or keep our competitive advantage. Our future patent
position will be influenced by the following factors: « we or our licensors may not have been the first to discover the inventions
covered by each of our or our licensors’ pending patent applications and issued patents, and we may have to engage in expensive
and protracted interference proceedings to determine priority of invention; ¢ our or our licensors’ pending patent applications
may not result in issued patents;  our or our licensors’ issued patents may not provide a basis for commercially viable products,
may not provide us with any competitive advantages, or may be challenged by third parties; and ¢ third parties may develop
intellectual property around our or our licensors’ patent claims to design competitive intellectual property and ultimately product
candidates that fall outside the scope of our or our licensors’ patents. Because of the extensive time required for the
development, testing and regulatory review and approval of a product candidate, it is possible that before our product candidate
can be approved for sale and commercialized, our relevant patent rights may expire, or such patent rights may remain in force
for only a short period following approval and commercialization. Patent expiration could adversely affect our ability to protect
future product development and, consequently, our operating results and financial position. Also, patent rights may not provide
us with adequate proprietary protection or competitive advantages against competitors with similar technologies. The laws of
certain foreign countries do not protect our intellectual property rights to the same extent as do the laws of the U. S. and those
countries may lack adequate rules and procedures for defending our intellectual property rights. For example, we may not be
able to prevent a third party from infringing our patents in a country that does not recognize or enforce patent rights, or that
imposes compulsory licenses on or restricts the prices of life- saving drugs. Changes in either patent laws or in interpretations of
patent laws in the U. S. and other countries may diminish the value of our intellectual property. We may not develop or obtain
rights to products or processes that are patentable. Even if we or our licensors do obtain patents, such patents may not adequately
protect the products or technologies we own or have licensed, or otherwise be limited in scope. In addition, we may not have
total control over the patent prosecution of subject matter that we license from others. Accordingly, we may be unable to
exercise the same degree of control over this intellectual property as we would over our own. Others may challenge, seek to
invalidate, infringe or circumvent any pending or issued patents we own or license, and rights we receive under those issued
patents may not provide competitive advantages to us. We cannot assure you as to the degree of protection that will be afforded
by any of our issued or pending patents, or those licensed by us. If a third party claims we are infringing on its intellectual
property rights, we could incur significant expenses, or be prevented from further developing or commercializing our product
candidate. Our success will also depend on our ability to operate without infringing the patents and other proprietary intellectual
property rights of third parties. This is generally referred to as having the * freedom to operate . The biotechnology and
pharmaceutical industries are characterized by extensive litigation regarding patents and other intellectual property rights. The
defense and prosecution of intellectual property claims, United States Patent and Trademark Office, or USPTO, interference
proceedings and related legal and administrative proceedings, both in the U. S. and internationally, involve complex legal and
factual questions. As a result, such proceedings are lengthy, costly and time- consuming and their outcome is highly uncertain.
We may become involved in protracted and expensive litigation in order to determine the enforceability, scope and validity of
the proprietary rights of others, or to determine whether we have the freedom to operate with respect to the intellectual property
rights of others. Patent applications in the U. S. are, in most cases, maintained in secrecy until approximately 18 months after the
patent application is filed. The publication of discoveries in the scientific or patent literature frequently occurs substantially later
than the date on which the underlying discoveries were made. Therefore, patent applications relating to products similar to our
product candidate may have already been filed by others without our knowledge. In the event that a third party has also filed a
patent application covering our product candidate or other claims, we may have to participate in an adversarial proceeding,



known as an interference proceeding in the USPT office, or similar proceedings in other countries to determine the priority of
invention. In the event an infringement claim is brought against us, we may be required to pay substantial legal fees and other
expenses to defend such a claim and, if we are unsuccessful in defending the claim, we may be prevented from pursuing the
development and commercialization of a product candidate and may be subject to injunctions and / or damage awards. In the
future, the USPTO or a foreign patent office may grant patent rights to our product candidate or other claims to third parties.
Subject to the issuance of these future patents, the claims of which will be unknown until issued, we may need to obtain a
license or sublicense to these rights in order to have the appropriate freedom to further develop or commercialize them. Any
required licenses may not be available to us on acceptable terms, if at all. If we need to obtain such licenses or sublicenses, but
are unable to do so, we could encounter delays in the development of our product candidate, or be prevented from developing,
manufacturing and commercializing our product candidate at all. If it is determined that we have infringed an issued patent and
do not have the freedom to operate, we could be subject to injunctions, and / or compelled to pay significant damages, including
punitive damages. In cases where we have in- licensed intellectual property, our failure to comply with the terms and conditions
of such agreements could harm our business. It is becoming common for third parties to challenge patent claims on any
successful product candidate or approved drug. If we or our collaborators become involved in any patent litigation, interference
or other legal proceedings, we could incur substantial expense, and the efforts of our technical and management personnel will
be significantly diverted. A negative outcome of such litigation or proceedings may expose us to the loss of our proprietary
position or to significant liabilities or require us to seek licenses that may not be available from third parties on commercially
acceptable terms, if at all. We may be restricted or prevented from developing, manufacturing and selling our product candidate
in the event of an adverse determination in a judicial or administrative proceeding, or if we fail to obtain necessary licenses. We
cannot be sure that any patents will be issued or that patents licensed to us will be issued from any of our patent applications or,
should any patents issue, that we will be provided with adequate protection against potentially competitive products.
Furthermore, we cannot be sure that patents issued or licensed to us will be of any commercial value, or that private parties or
competitors will not successfully challenge these patents or circumvent our patent position in the U. S. or abroad. In the absence
of adequate patent protection, our business may be adversely affected by competitors who develop comparable technology or
products. Confidentiality agreements with employees and others may not adequately prevent disclosure of trade secrets and
other proprietary information and may not adequately protect our intellectual property. We rely on trade secrets to protect our
technology, especially where we do not believe patent protection is obtainable, or prior to us filing patent applications on
inventions we may make from time to time. However, trade secrets are difficult to protect. In order to protect our proprietary
technology and processes, we also rely in part on confidentiality and intellectual property assignment agreements with our
corporate partners, employees, consultants, outside scientific collaborators and sponsored researchers and other advisors. These
agreements may not effectively prevent disclosure of confidential information nor result in the effective assignment to us of
intellectual property, and may not provide an adequate remedy in the event of unauthorized disclosure of confidential
information or other breaches of the agreements. In addition, others may independently discover our trade secrets and
proprietary information, and in such case, we could not assert any trade secret rights against such party. Enforcing a claim that a
third- party illegally obtained and is using our trade secrets is difficult, expensive and time consuming, and the outcome is
unpredictable. In addition, courts outside the U. S. may be less willing to protect trade secrets. Costly and time- consuming
litigation could be necessary to seek to enforce and determine the scope of our proprietary rights, and failure to obtain or
maintain trade secret protection could adversely affect our competitive business position. Our failure to successfully discover,
acquire, develop and market additional product candidates or approved products would impair our ability to grow. As part of our
growth strategy, we intend to develop and market additional products and product candidates. We are pursuing various
therapeutic opportunities through our pipeline. We may spend several years completing our development of any current or future
internal product candidate, and failure can occur at any stage. The product candidates to which we allocate our resources may
not end up being successful. In addition, because our internal research capabilities are limited, we may be dependent upon
pharmaceutical and biotechnology companies, academic scientists and other researchers to sell or license products or technology
to us. The success of this strategy depends partly upon our ability to identify, select, discover and acquire promising
pharmaceutical product candidates and products. Failure of this strategy would impair our ability to grow. The process of
proposing, negotiating and implementing a license or acquisition of a product candidate or approved product is lengthy and
complex. Other companies, including some with substantially greater financial, marketing and sales resources, may compete
with us for the license or acquisition of product candidates and approved products. We have limited resources to identify and
execute the acquisition or in- licensing of third- party products, businesses and technologies and integrate them into our current
infrastructure. Moreover, we may devote resources to potential acquisitions or in- licensing opportunities that are never
completed, or we may fail to realize the anticipated benefits of such efforts. We may not be able to acquire the rights to
additional product candidates on terms that we find acceptable, or at all. In addition, future acquisitions may entail numerous
operational and financial risks, including: « disruption of our business and diversion of our management’ s time and attention to
develop acquired products or technologies; ¢ incurrence of substantial debt, dilutive issuances of securities or depletion of cash
to pay for acquisitions; * higher than expected acquisition and integration costs; * difficulty in combining the operations and
personnel of any acquired businesses with our operations and personnel; ¢ increased amortization expenses; ® impairment of
relationships with key suppliers or customers of any acquired businesses due to changes in management and ownership; ©
inability to motivate key employees of any acquired businesses; and ¢ assumption of known and unknown liabilities. Further,
any product candidate that we acquire may require additional development efforts prior to commercial sale, including extensive
clinical testing and approval by the FDA and applicable foreign regulatory authorities. All product candidates are prone to risks
of failure typical of pharmaceutical product development, including the possibility that a product candidate will not be shown to
be sufficiently safe and effective for approval by regulatory authorities. Risks Related to Government Regulation Even if our



product candidate receives regulatory approval, it may still face future development and regulatory difficulties. Even if U. S.
regulatory approval is obtained, the FDA may still impose significant restrictions on a product’ s indicated uses or impose
ongoing requirements for potentially costly post- approval studies. Our product candidates would also be subject to ongoing
FDA requirements governing the labeling, packaging, storage, advertising, promotion, recordkeeping and submission of safety
and other post- market information. In addition, manufacturers of drug products and their facilities are subject to continual
review and periodic inspections by the FDA and other regulatory authorities for compliance with GMP regulations. If we or a
regulatory agency discovers previously unknown problems with a product, such as adverse events of unanticipated severity or
frequency, or problems with the facility where the product is manufactured, a regulatory agency may impose restrictions on that
product or the manufacturer, including requiring withdrawal of the product from the market or suspension of manufacturing. If
we, our product candidate or the manufacturing facilities for our product candidate fail to comply with applicable regulatory
requirements, a regulatory agency may: ¢ issue warning letters; * impose civil or criminal penalties; ¢ suspend regulatory
approval;  suspend any ongoing clinical trials; * refuse to approve pending applications or supplements to applications filed by
us; ¢ impose restrictions on operations, including costly new manufacturing requirements; * seize or detain products or request
us to initiate a product recall; or * pursue and obtain an injunction. Even if our product candidate receives regulatory approval in
the United States, we may never receive approval to commercialize it outside of the United States. In the future, we may seek to
commercialize our product candidate in foreign countries outside of the United States. In order to market any products outside of
the United States, we must establish and comply with numerous and varying regulatory requirements of other jurisdictions
regarding safety and efficacy. Approval procedures vary among jurisdictions and can involve product testing and administrative
review periods different from, and greater than, those in the United States. The time required to obtain approval in other
jurisdictions might differ from that required to obtain FDA approval. The regulatory approval process in other jurisdictions may
include all the risks detailed above regarding FDA approval in the United States as well as other risks. Regulatory approval in
one jurisdiction does not ensure regulatory approval in another, but a failure or delay in obtaining regulatory approval in one
jurisdiction may have a negative effect on the regulatory processes in others. Failure to obtain regulatory approvals in other
jurisdictions or any delay or setback in obtaining such approvals could have the same adverse effects detailed above regarding
FDA approval in the United States. As described above, such effects include the risks that our product candidates may not be
approved for all indications for use included in proposed labeling or for any indications at all, which could limit the uses of our
product candidate and have an adverse effect on our products’ commercial potential or require costly post- marketing studies.
We intend to rely on third parties to conduct our clinical trials. If these third parties do not successfully carry out their
contractual duties or meet expected deadlines, we may not be able to seek or obtain regulatory approval for or commercialize
our product candidate. We intend to enter into agreements with third- party contract research organizations, or CROs, under
which we will delegate to the CROs the responsibility to coordinate and monitor the conduct of our clinical trials and to manage
data for our clinical programs. We, our CROs and our clinical sites are required to comply with current Good Clinical Practices,
or cGCPs, regulations and guidelines issued by the FDA and by similar governmental authorities in other countries where we
are conducting clinical trials. We have an ongoing obligation to monitor the activities conducted by our CROs and at our clinical
sites to confirm compliance with these requirements. In the future, if we, our CROs or our clinical sites fail to comply with
applicable GCPs, the clinical data generated in our clinical trials may be deemed unreliable and the FDA may require us to
perform additional clinical trials before approving our marketing applications. In addition, our clinical trials must be conducted
with product produced under cGMP regulations and will require a large number of test subjects. Our failure to comply with
these regulations may require us to repeat clinical trials, which would delay the regulatory approval process. If CROs do not
successfully carry out their contractual duties or obligations or meet expected deadlines, if they need to be replaced, or if the
quality or accuracy of the clinical data they obtain is compromised due to their failure to adhere to our clinical protocols,
regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated, and we may not be able
to obtain regulatory approval for or successfully commercialize our product candidate. As a result, our financial results and the
commercial prospects for our product candidate would be harmed, our costs could increase, and our ability to generate revenue
could be delayed. We will need to increase the size of our organization. We are a small company with 25-22 employees as of
December 31, 26222023 . In December 2023, our board of directors approved a strategic restructuring plan to preserve
capital by reducing operating costs, which included a reduction in force . To continue our clinical trials and commercialize
our product candidates, we will need to expand our employee base for managerial, operational, financial and other resources.
Future growth will impose significant added responsrbrhtles on members of management mcludmg the need to 1dent1fy, recrult
mamtam and mtegrate addltronal employees —O¥ e :

performance and our ablllty to commercrahze our product candldate and to compete effectrvely erl depend in part, on our
ability to manage any future growth effectively. To that end, we must be able to: * manage development efforts effectively; ¢
manage our clinical trials effectively; ¢ integrate additional management, administrative, manufacturing and sales and marketing
personnel; * maintain sufficient administrative, accounting and management information systems and controls; and * hire and
train additional qualified personnel. We may not be able to accomplish these tasks, and our failure to accomplish any of them
could harm our financial results and impact our ability to achieve development milestones. Reimbursement may not be available
for our product candidate, which would impede sales. Market acceptance and sales of our product candidate may depend on
coverage and reimbursement policies and health care reform measures. Decisions about formulary coverage as well as levels at
which government authorities and third- party payers, such as private health insurers and health maintenance organizations,
reimburse patients for the price they pay for our products as well as levels at which these payers pay directly for our products,
where applicable, could affect whether we are able to commercialize these products. We cannot be sure that reimbursement will
be available for any of these products. Also, we cannot be sure that coverage or reimbursement amounts will not reduce the



demand for, or the price of, our products. We have not commenced efforts to have our product candidate reimbursed by
government or third- party payers. If coverage and reimbursement are not available or are available only at limited levels, we
may not be able to commercialize our products. In recent years, officials have made numerous proposals to change the health
care system in the United States. These proposals include measures that would limit or prohibit payments for certain medical
treatments or subject the pricing of drugs to government control. In addition, in many foreign countries, particularly the
countries of the European Union, the pricing of prescription drugs is subject to government control. If our products are or
become subject to government regulation that limits or prohibits payment for our products, or that subjects the price of our
products to governmental control, we may not be able to generate revenue, attain profitability or commercialize our products. As
a result of legislative proposals and the trend towards managed health care in the United States, third- party payers are
increasingly attempting to contain health care costs by limiting both coverage and the level of reimbursement of new drugs.
They may also impose strict prior authorization requirements and / or refuse to provide any coverage of uses of approved
products for medical indications other than those for which the FDA has granted market approvals. As a result, significant
uncertainty exists as to whether and how much third- party payers will reimburse patients for their use of newly- approved
drugs, which in turn will put pressure on the pricing of drugs. Healthcare reform measures and other recent legislative initiatives
could adversely affect our business. The business and financial condition of pharmaceutical and biotechnology companies are
affected by the efforts of governmental and third- party payors to contain or reduce the costs of health care and to lower drug
prices. In the United States, comprehensive health care reform legislation has been enacted by the Federal government and we
expect that there will continue to be a number of federal and state proposals to implement government control over the pricing of
prescription pharmaceuticals. In addition, increasing emphasis on reducing the cost of health care in the United States will
continue to put pressure on the pricing and reimbursement of prescription pharmaceuticals. Moreover, in some foreign
jurisdictions, pricing of prescription pharmaceuticals is already subject to government control. Additionally, other federal and
state legislation impose obligations on manufacturers of pharmaceutical products, among others, related to product tracking and
tracing. Among the requirements of this legislation, manufacturers are required to provide certain information regarding the drug
product provided to individuals and entities to which product ownership is transferred, label drug product with a product
identifier, and keep certain records regarding distribution of the drug product. Further, under this legislation, manufacturers will
have drug product investigation, quarantine, disposition, notification and purchaser license verification responsibilities related to
counterfeit, diverted, stolen and intentionally adulterated products, as well as products that are the subject of fraudulent
transactions or which are otherwise unfit for distribution such that they would be reasonably likely to result in serious health
consequences or death. Additionally, in March 2010, the Patient Protection and Affordable Care Act, as amended by the Health
Care and Education Reconciliation Act of 2010, or collectively the ACA, was signed into law, which was intended to broaden
access to health insurance, reduce or constrain the growth of healthcare spending, enhance remedies against fraud and abuse,
add transparency requirements for the healthcare and health insurance industries, impose taxes and fees on the health industry
and impose additional health policy reforms. Among the provisions of the ACA of importance to our drug products and
potential drug candidates are: * an annual, nondeductible fee on any entity that manufactures, or imports, specified branded
prescription drugs and biologic agents, apportioned among these entities according to their market share in certain government
healthcare programs; * an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate
Program to 23. 1 % and 13. 0 % of the average manufacturer price for branded and generic drugs, respectively; ¢ a new
methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated for drugs that
are inhaled, infused, instilled, implanted or injected; ¢ extension of a manufacturer’ s Medicaid rebate liability to covered drugs
dispensed to individuals who are enrolled in Medicaid managed care organizations; * expansion of eligibility criteria for
Medicaid programs by, among other things, allowing states to offer Medicaid coverage to certain individuals with income at or
below 133 % of the federal poverty level, thereby potentially increasing a manufacturer’ s Medicaid rebate liability; * a new
Medicare Part D coverage gap discount program, in which manufacturers must now agree to offer 70 % point- of- sale discounts
off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for a
manufacturer’ s outpatient drugs to be covered under Medicare Part D; « expansion of the entities eligible for discounts under
the Public Health Service pharmaceutical pricing program; and * a new Patient- Centered Outcomes Research Institute to
oversee, identify priorities in, and conduct comparative clinical effectiveness research, along with funding for such research.
There have been executive legal and political challenges to certain aspects of the ACA. For example, on June 17, 2021 the
United States Supreme Court dismissed a challenge on procedural grounds that argued the ACA is unconstitutional in its
entirety because the “ individual mandate ” was repealed by Congress. Thus, the ACA will remain in effect in its current form.
Further, prior to the United States Supreme Court ruling, President Biden issued an executive order that initiated a special
enrollment period for purposes of obtaining health insurance coverage through the ACA marketplace, which began February 15,
2021 and remained open through August 15, 2021. The executive order also instructed certain governmental agencies to review
and reconsider their existing policies and rules that limit access to healthcare, including among others, reexamining Medicaid
demonstration projects and waiver programs that include work requirements, and policies that create unnecessary barriers to
obtaining access to health insurance coverage through Medicaid or the ACA. It is possible that the ACA will be subject to
judicial or Congressional challenges in the future. It is unclear how any such challenges and the healthcare reform measures of
the Biden administration will impact the ACA. Other legislative changes have been proposed and adopted since the ACA 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 and, due to subsequent legislative amendments to the statute, including
the Infrastructure Investment and Jobs Act, will remain in effect through 2031, except for a temporary suspension from May 1,
2020 through March 31, 2022 due to the COVID- 19 pandemic, unless additional Congressional action is taken. Under current
legislation, the actual reduction in Medicare payments will vary from 1 % in 2022 to up to 3 % in the final fiscal year of this



sequestration. The American Taxpayer Relief Act of 2012, among other things, further reduced Medicare payments to several
providers, including hospitals and cancer treatment centers, increased the statute of limitations period for the government to
recover overpayments to providers from 3 to 5 years. Additional changes that may affect our business include the expansion of
new programs such as Medicare payment for performance initiatives for physicians under the Medicare Access and CHIP
Reauthorization Act of 2015, which ended the use of the statutory formula, also referred to as the Sustainable Growth Rate, for
clinician payment and established a quality payment incentive program, also referred to as the Quality Payment Program. This
program provides clinicians with two ways to participate, including through the Advanced Alternative Payment Models, or
APMs, and the Merit- based Incentive Payment System, or MIPS. In November 2019, the Centers for Medicare & Medicaid
Services, or CMS, issued a final rule finalizing the changes to the Quality Payment Program. At this time, it remains unclear
how the introduction of the Quality Payment Program will impact overall physician reimbursement. Also, there has been
heightened governmental scrutiny recently over pharmaceutical pricing practices in light of the rising cost of prescription drugs
and biologics. Such scrutiny has resulted in several recent Congressional inquiries and proposed and enacted federal and state
legislation designed to, among other things, bring more transparency to product pricing, review the relationship between pricing
and manufacturer patient programs, and reform government program reimbursement methodologies for products. At the federal
level, the Trump administration used several means to propose or implement drug pricing reform, including through federal
budget proposals, executive orders and policy initiatives. For example, on July 24, 2020 and September 13, 2020, the Trump
administration announced several executive orders related to prescription drug pricing that attempted to implement several of the
administration’ s proposals. As a result, the FDA concurrently released a final rule and guidance in September 2020 providing
pathways for states to build and submit importation plans for drugs from Canada. Further, on November 20, 2020, the United
States Department of Health and Human Services, or HHS, finalized a regulation removing safe harbor protection for price
reductions from pharmaceutical manufacturers to plan sponsors under Part D, either directly or through pharmacy benefit
managers, unless the price reduction is required by law. The implementation of the rule has been delayed by the Biden
administration from January 1, 2622-2023 to January 1, 2623-2026 . The rule also creates a new safe harbor for price reductions
reflected at the point- of- sale, as well as a safe harbor for certain fixed fee arrangements between pharmacy benefit managers
and manufacturers, the implementation of which have also been delayed by the Biden administration until January 1, 2023. On
November 20, 2020, CMS issued an interim final rule implementing President Trump’ s Most Favored Nation executive order,
which would tie Medicare Part B payments for certain physician- administered drugs to the lowest price paid in other
economically advanced countries. As a result of litigation challenging the Most Favored Nation model, on December 27, 2021,
CMS published a final rule that rescinds the Most Favored Nation interim final rule. In July 2021, the Biden administration
released an executive order, “ Promoting Competition in the American Economy, ”” with multiple provisions aimed at
prescription drugs. In response to Biden’ s executive order, on September 9, 2021, HHS released a Comprehensive Plan for
Addressing High Drug Prices that outlines principles for drug pricing reform and sets out a variety of potential legislative
policies that Congress could pursue to advance these principles. No legislation or administrative actions have been finalized to
implement these principles. In addition, Congress is considering drug pricing as part of other reform measures. It is unclear
whether these or similar policy initiatives will be implemented in the future. At the state level, legislatures have increasingly
passed legislation and implemented regulations designed to control pharmaceutical and biological product pricing, including
price or patient reimbursement constraints, discounts, restrictions on certain product access and marketing cost disclosure and
transparency measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing. We
expect that the ACA, as well as other healthcare reform measures that may be adopted in the future, may result in more rigorous
coverage criteria and lower reimbursement, and in additional downward pressure on the price that we receive for any approved
product. In particular, it is possible that additional governmental action is taken in response to the COVID- 19 pandemic. Any
reduction in reimbursement from Medicare or other government- funded programs may result in a similar reduction in payments
from private payors. The implementation of cost containment measures or other healthcare reforms may prevent us from being
able to generate revenue, attain sustained profitability or commercialize our drugs, particularly since the majority of our current
revenue is derived from federal healthcare programs, including Medicare and Medicaid. We are currently unable to predict what
additional legislation or regulation, if any, relating to the health care industry may be enacted in the future or what effect
recently enacted federal legislation or any such additional legislation or regulation would have on our business. The pendency or
approval of such proposals or reforms could result in a decrease in our stock price or limit our ability to raise capital or to enter
into collaboration agreements for the further development and commercialization of our product. Our clinical activities involve
the handling of hazardous materials, and we must comply with environmental laws and regulations, which can be expensive and
restrict how we do business. Our clinical activities involve the controlled storage, use and disposal of hazardous materials. We
are subject to federal, state, city and local environmental, health and safety laws and regulations governing, among other matters,
the use, manufacture, storage, handling and disposal of these hazardous materials. We cannot eliminate the risk of accidental
contamination or injury from these materials. In the event of an accident or if we fail to comply with such laws and regulations,
local, city, state or federal authorities may curtail the use of these materials and interrupt our business operations or impose
sanctions, such as fines, and we could be held liable for any resulting damages or liabilities. We do not currently maintain
hazardous materials insurance coverage. Risks Related to Our Common Stock Our common stock may be delisted if we fail to
comply with continued listing standards. If we fail to meet any of the continued listing standards of The Nasdaq Capital Market,
our common stock could be delisted from The Nasdaq Capital Market. These continued listing standards include specifically
enumerated criteria, such as: *a § 1. 00 minimum closing bid price; ¢ stockholders’ equity of $ 2. 5 million; ¢ 500, 000 shares of
publicly- held common stock with a market value of at least $ 1 million; * 300 round- lot stockholders; and * compliance with
Nasdaq’ s corporate governance requ1rernents as well as addltlonal or more strlngent crlterla that may be applled in the exercise
of Nasdaq’ s discretionary authority. On e-reeetved-w ] - Aarke
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standards we may be delrsted and our common stock will trade, if at all, only on the over- the- counter market, such as the OTC
Bulletin Board, or OTCQX market, and then only if one or more registered broker- dealer market makers comply with quotation
requirements. In addition, delisting of our common stock could depress our stock price, substantially limit liquidity of our
common stock and materially adversely affect our ability to raise capital on terms acceptable to us, or at all. Finally, delisting of
our common stock could result in our common stock becoming a “ penny stock ”” under the Exchange Act. If we fail to comply
with the rules under the Sarbanes- Oxley Act of 2002 related to accounting controls and procedures in the future, or, if we
discover additional material weaknesses and other deficiencies in our internal control and accounting procedures, our stock price
could decline significantly and raising capital could be more difficult. If we fail to comply with the rules under the Sarbanes-
Oxley Act of 2002 related to disclosure controls and procedures in the future, or, if we discover material weaknesses and other
deficiencies in our internal control and accounting procedures, our stock price could decline significantly and raising capital
could be more difficult. Section 404 of the Sarbanes- Oxley Act requires annual management assessment of the effectiveness of
our internal control over financial reporting. As of December 31, 2622-2023 , our management has determined that we had
material weaknesses in our control environment and in the period end financial close and reporting process. If additional
material weaknesses or significant deficiencies are discovered or if we otherwise fail to achieve and maintain the adequacy of
our internal control, we may not be able to ensure that we can conclude on an ongoing basis that we have effective internal
controls over financial reporting in accordance with Section 404 of the Sarbanes- Oxley Act. Moreover, effective internal
controls are necessary for us to produce reliable financial reports and are important to helping prevent financial fraud. If we
cannot provide reliable financial reports or prevent fraud, our business and operating results could be harmed, investors could
lose confidence in our reported financial information, and the trading price of our Common Stock could drop significantly. The
market price of our common stock may be volatile and adversely affected by several factors. The market price of our common
stock could fluctuate significantly in response to various factors and events, including: ¢ our ability to integrate operations,
technology, products and services; ¢ our ability to execute our business plan; * operating results below expectations; ¢ our
issuance of additional securities, including debt or equity or a combination thereof, which will be necessary to fund our operating
expenses; ® announcements of technological innovations or new products by us or our competitors; * loss of any strategic
relationship; ¢ industry developments, including, without limitation, changes in healthcare policies or practices or third- party
reimbursement policies; * economic and other external factors; ¢ period- to- period fluctuations in our financial results;
catastrophic weather and / or global disease outbreaks, such as the recent COVID- 19 pandemic; and » whether an active trading
market in our common stock develops-and-is maintained. In addition, the securities markets have from time- to- time
experienced significant price and volume fluctuations that are unrelated to the operating performance of particular companies.
These market fluctuations may also materially and adversely affect the market price of our common stock. The stock market in
general has recently experienced relatively large price and volume fluctuations, particularly in response to the COVID- 19
outbreak. In particular, the market prices of securities of smaller biotechnology and medical device companies have experienced
dramatic fluctuations that often have been unrelated or disproportionate to the operating results of these companies. Continued
market fluctuations could result in extreme volatility in the price of our common stock, which could cause a decline in the value
of our common stock. In addition, price volatility may increase if the trading volume of our common stock remains limited or
declines. U. S. federal income tax reform could adversely affect us. On December 22, 2017, the “ Tax Cuts and Jobs Act
(TCJA) was signed into law that significantly reforms the Internal Revenue Code of 1986, as amended. The TCJA, among other
things, includes changes to U. S. federal tax rates, imposes significant additional limitations on the deductibility of interest,
allows for the expensing of capital expenditures, and puts into effect the migration from a “ worldwide * system of taxation to a
territorial system. The tax reform has not caused a material impact to our projection of minimal cash taxes or to our net operating
losses as of Decelnber 31, %9-1-9—2023 the date of these eonsolrdated ﬁnancral statements —Gur—net—defeffed-ta-)eassets-aﬁd

2048~ The impact of thrs tax reform on holders of our common stock is uncertain and eould be adverse. This Annual Report on
Form 10- K does not discuss any such tax legislation or the manner in which it might affect purchasers of our common stock.
We urge our stockholders to consult with their legal and tax advisors with respect to such legislation and the potential tax
consequences of investing in our common stock. Certain provisions in our certificate of incorporation and by- laws, and of
Delaware law, may prevent or delay an acquisition of our company, which could decrease the trading price of our common
stock. Our certificate of incorporation, by- laws and Delaware law contain provisions that are intended to deter coercive
takeover practices and inadequate takeover bids by making such practices or bids unacceptably expensive to the raider and to
encourage prospective acquirers to negotiate with our board of directors rather than to attempt a hostile takeover. These
provisions include, among others: ¢ the inability of our stockholders to call a special meeting; * rules regarding how
stockholders may present proposals or nominate directors for election at stockholder meetings; ¢ the right of our board to issue
preferred stock without stockholder approval; ¢ the ability of our directors, and not stockholders, to fill vacancies on our board
of directors. Delaware law also imposes some restrictions on mergers and other business combrnatrons between us and any
holder of 15 % or more of our outstandrng common stock. : :




provisions will protect our stockholders from coercive or otherwise unfair takeover tactics by requiring potential acquirers to
negotiate with our board of directors and by providing our board of directors with more time to assess any acquisition proposal.
These provisions are not intended to make our company immune from takeovers. However, these provisions will apply even if
the offer may be considered beneficial by some stockholders and could delay or prevent an acquisition that our board of
directors determines is not in the best interests of our company and our stockholders. These provisions may also prevent or
discourage attempts to remove and replace incumbent directors. Future sales and issuances of our common stock or rights to
purchase common stock pursuant to our equity incentive plan could result in additional dilution of the percentage ownership of
our stockholders and could cause our share price to fall. We expect that significant additional capital will be needed in the future
to continue our planned operations, including expanding research and development, funding clinical trials, purchasing of capital
equipment, hiring new personnel, commercializing our products, and continuing activities as an operating public company. To
the extent we raise additional capital by issuing equity securities, our stockholders may experience substantial dilution. We may
sell common stock, convertible securities or other equity securities in one or more transactions at prices and in a manner we
determine from time to time. If we sell common stock, convertible securities or other equity securities in more than one
transaction, investors may be materially diluted by subsequent sales. Such sales may also result in material dilution to our
existing stockholders, and new investors could gain rights superior to our existing stockholders. We may be at risk of securities
class action litigation. We may be at risk of securities class action litigation. This risk is especially relevant for us due to our
dependence on positive clinical trial outcomes and regulatory approvals of rencofilstat. In the past, biotechnology and
pharmaceutical companies have experienced significant stock price volatility, particularly when associated with binary events
such as clinical trials and product approvals. If we face such litigation, it could result in substantial costs and a diversion of
management’ s attention and resources, which could harm our business and results in a decline in the market price of our
common stock. If securities or industry analysts do not publish research or reports about our business, or if they change their
recommendations regarding our stock adversely, our stock price and trading volume could decline. The trading market for our
common stock will be influenced by the research and reports that industry or securities analysts publish about us or our business.
We do not currently have and may never obtain research coverage by industry or financial analysts. If no or few analysts
commence coverage of us, the trading price of our stock would likely decrease. Even if we do obtain analyst coverage, if one or
more of the analysts who cover us downgrade our stock, our stock price would likely decline. If one or more of these analysts
cease coverage of our company or fail to regularly publish reports on us, we could lose visibility in the financial markets, which
in turn could cause our stock price or trading volume to decline. We presently do not intend to pay cash dividends on our
common stock. We expect that no cash dividends will be paid on the common stock in the foreseeable future. While our
dividend policy will be based on the operating results and capital needs of the business, it is anticipated that all earnings, if any,
will be retained to finance the future expansion of our business.



