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Resources, Hiring and Professional DevelopmentThe development, attraction and retention of employees is critical to our
success. We work diligently to attract the best talent from a diverse range of sources in order to meet the current and future
demands of our business. We leverage both formal and informal programs to identify, foster and retain top talent. Business
EthicsOur Code of Business Conduct and Ethics is designed to ensure that the conduct of our business is consistent with the
highest standards of business ethics. Our Code of Business Conduct and Ethics serves as a critical tool to help employees
recognize and report unethical conduct, while preserving our culture of excellence. Our Board of Directors, management and
staff are provided with training regarding our Code of Business Conduct and Ethics. On May 30, 2023, we adopted an
amended and restated Code of Business Conduct and Ethics. The purpose of amending and restating the prior code was
to improve its readability and clarify certain areas of importance, including with respect to compliance with laws,
accounting and auditing matters, conflicts of interest, insider trading, confidentiality obligations and the reporting of
violations of our Code of Business Conduct and Ethics. Corporate InformationWe were incorporated in Delaware in 2010 and
we re- incorporated in Nevada in June 2021. We maintain an executive office located at 275 Shoreline Drive 20+Redwood
SheresPardeway-, Suite 3+5-500 , Redwood City, CA 94065 and our phone number is (650) 206- 4507. Our website is located at
www. rezolutebio. com. We file annual, quarterly, current reports, proxy statements and other information with the Securities
and Exchange Commission (“ SEC ). The SEC maintains a website that contains our public filings and other information
regarding the Company, at www. sec. gov. The information contained in, or that can be accessed through, our website is not part
of, and is not incorporated into this document. -Item 1A. Risk Factors. Investors should consider carefully the following risks
before deciding to purchase any of our securities. If any of the events or developments described below actually occur, our
business, results of operations and financial condition would likely suffer and investors may lose all or part of their investment.
In addition, it is also possible that other risks and uncertainties that affect our business may arise or become material in the
future. 4-Risks Related to Our BusintessResults-Product Development and CommercializationAny delays in the
commencement or completion, or termination or suspension, of our future clinical trials, if any, could result in increased
costs to us, delay or limit our ability to generate revenue and adversely affect our commercial prospects. Before
obtaining approval from the government authorities or professional bodies with authority to grant regulatory approval
for our drug candidates in a particular country, such as the European Medicines Agency (“ EMA ”), the Food and Drug
Administration of the U. S. Department of Health and Human Services (“ FDA ) and analogous authorities in other
jurisdictions outside of the United States (“ Regulatory Authorities ), we must conduct extensive clinical studies to
demonstrate safety and efficacy. Clinical testing is expensive, time consuming and uncertain as to outcome. Any delays in
the commencement or completion of our ongoing, planned or future clinical trials could significantly increase our costs,
slow down our development and approval process and jeopardize our ability to commence product sales and generate
revenues. We do not know whether our planned trials will begin on time or at all, or be completed on schedule, if at all.
The commencement and completion of clinical trials can be delayed for a number of reasons, including delays related to:
o Regulatory Authorities disagreeing as to the design or implementation of our clinical trials or with our recommended
dose for any of our pipeline programs; e obtaining Regulatory Authority authorization to commence a trial or reaching
a consensus with such Regulatory Authorities on trial design; 5 e identifying and activating investigators and clinical
trial sites to conduct trials; e obtaining approval from one or more independent institutional review board (“ IRB ”) or
Ethics Committee (“ EC ”) at each clinical trial site before each trial may be initiated; ¢ IRBs / ECs refusing to approve,
suspending or terminating the trial at an investigational site, precluding enrollment of additional subjects, or
withdrawing their approval of the trial; e changes to clinical trial protocol; e clinical sites deviating from trial protocol
or dropping out of a trial; e failing to manufacture or obtain sufficient quantities of drug candidate, or, if applicable,
combination therapies for use in clinical trials; e patients failing to enroll or remain in our trial at the rate we expect, or
failing to return for post- treatment follow- up; e patients choosing an alternative treatment, or participating in
competing clinical trials; e lack of adequate funding to continue the clinical trial; e patients experiencing severe or
unexpected drug- related adverse effects; ® occurrence of serious adverse events in trials of the same class of agents
conducted by other companies; o selecting or being required to use clinical end points that require prolonged periods of
clinical observation or analysis of the resulting data; e a facility manufacturing our drug candidates, or any of their
components, including without limitation, our own facilities being ordered by Regulatory Authorities to temporarily or
permanently shut down due to violations of current good manufacture practices, regulations or other applicable



requirements, or infections or cross- contaminations in the manufacturing process; ® lack of stability of our clinical trial
material or any quality issues that arise with the clinical trial material; e any changes to our manufacturing process that
may be necessary or desired; ® our, or our third- party contractors, not performing data collection or analysis in a
timely or accurate manner or improperly disclosing data prematurely or otherwise in violation of a clinical trial
protocol; e any third- party contractors becoming debarred or suspended or otherwise penalized by Regulatory
Authorities or other government or regulatory bodies for violations of regulatory requirements, in which case we may
need to find a substitute contractor, and we may not be able to use some or all of the data produced by such contractors
in support of our marketing applications; e a clinical trial being suspended or terminated by us, by the IRBs / ECs of the
institutions in which such trials are being conducted, by a Data Safety Monitoring Board for such trial or by Regulatory
Authorities, due to a number of factors, including failure to conduct the clinical trial in accordance with regulatory
requirements or our clinical protocols, inspection of the clinical trial operations or trial site by Regulatory Authorities
resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side effects, failure to demonstrate a
benefit from using the product under investigation, changes in governmental regulations or administrative actions or
lack of adequate funding to continue the clinical trial; or ® changes in regulatory requirements and policies and our need
to amend clinical trial protocols to comply with these changes and potentially resubmit our clinical trial protocols to
IRBs / ECs for reexamination. Delays in initiating a new phase of clinical trials resulting from action by FDA or any
other Regulatory Authority would delay the approval obtainment and commercialization of our product candidates and
our ability to generate revenue, which would have an adverse effect on our business. For example, as discussed in the
Management’ s Discussion and Analysis of Financial Condition and Results of Operations section of this Annual Report
on Form 10- K, the FDA has re- imposed a human drug exposure limit equating to repeat doses of approximately 3 mg /
kg per week, a limit which was previously removed during the RIZE study (the “ New Restrictions ”). As is customary in
pediatric drug development, there is a progression of the inclusion of younger participants as a program advances
through different stages and continues to demonstrate a good safety profile and a prospect of benefit for children based
on previous stages; and the Company’ s progression to include younger participants is dampened by the imposition of
the New Restrictions by the FDA. The Company and FDA have discussed potential solutions that could enable removal
of the New Restrictions and as a result, the Company is pursuing some additional nonclinical studies to potentially
address FDA’ s concerns, in parallel with the initiation and advancement of the Phase 3 (“ sunRIZE ”) study outside of
the U. S. It is possible that the Company may not satisfy FDA’ s nonclinical concerns, which will cause further delays
and negatively impact the Company’ s development plans for congenital hyperinsulinism (“ HI ”) in the U. S. 6 The
clinical hold in the U. S. on RZ358 may impact our development plans and may impact our ability to access the capital
markets. Our most advanced product candidate, RZ358, is currently under clinical hold in the U. S. It may take
considerable time and expense to respond to the New Restrictions that have been placed on RZ358 by the FDA, and no
assurance can be given that the FDA will remove the New Restrictions or that we will receive FDA approval for RZ358,
in which case our business and prospects will likely suffer material adverse consequences. In May 2023, based on
historical rat toxicology found during an early RZ358 development program, the FDA affirmed its decision to impose the
New Restrictions after the Company completed its multinational Phase 2b RIZE study conducted in participants 2 years
of age and older, which consisted of the age restriction of 12 years and above for U. S. patients, and to re- impose impose
a human drug exposure limit equating to repeat doses of approximately 3 mg / kg per week, a limit which was previously
removed during the RIZE study. The New Restrictions delay the Company’ s progression to include younger
participants and consequentially delay the sunRIZE study in the U. S. A clinical hold for RZ358 and sunRIZE continues
to be in place in the U. S., and we do not know whether or when the clinical hold for the development of RZ358 will be
lifted. However, we currently expect to commence the sunRIZE study outside of the U. S. as we have concluded our pre-
sunRIZE regulatory and scientific advice meetings with Regulatory Authorities outside of the U. S. and have reached
agreements on the design of the sunRIZE study that will include participants 3 months of age and older. Positive or
promising results from clinical trials of RZ358 conducted in jurisdictions outside of the U. S. may not be predictive of
similar results, or may not be replicated, in clinical trials within the U. S. Accordingly, even if we continue to observe the
lack of adverse liver findings in the sunRIZE study outside of the U. S., it is not guaranteed that the FDA will accept such
findings and lift the New Restrictions which could impact our development plans or ability to file for approval or market
RZ358 in the U. S. It may take a considerable period of time, the length of which is not certain at this time, and expense
for us to fully address FDA’ s concerns, if at all. Even if we are able to fully respond to the FDA’ s questions, the FDA
may subsequently make additional requests that we would need to fulfill prior to the lifting of the New Restrictions. It is
possible that we will be unable to fully address the FDA’ s concerns and as a result the New Restrictions may never be
lifted, and we may never be able to begin the sunRIZE study or complete our clinical trials of RZ358 in the U. S. Many of
the factors that cause, or lead to, a delay in the commencement or completion of the sunRIZE study may also ultimately
lead to the denial of regulatory approval from the FDA for RZ358. If we don’ t receive regulatory approval from the
FDA for RZ358 our ability to raise capital and the terms of such raise could be impacted. If we are unable to
commercialize RZ358, need to limit the scope of our RZ358 program, or experience significant delays in development,
our business, results of operations, financial condition, and our prospects will be adversely affected. Results of preclinical
testing or earlier clinical studies or approval from a Regulatory Authority for the next phase of clinical trials are not
necessarily predictive of future results, therefore none of the product candidates we advance into clinical studies may have
favorable results in later clinical studies or receive regulatory approval. Success in preclinical testing does not ensure that
clinical studies will generate adequate data to demonstrate the efficacy and safety of an investigational drug or biologic. Even if
our clinical studies produce promising results or a Regulatory Authority provided approval for the next phase of clinical



trials , there is no assurance that such results will be replicated or exceeded in later clinical studies. A number of companies in
the biotechnology industry, including those with greater resources and experience, have suffered significant setbacks in clinical
studies, even after seeing promising results in earlier preclinical and clinical studies. We do not know whether our clinical
studies will demonstrate adequate efficacy and safety to justify the continuing advancement of a program. If later stage clinical
studies , such as the sunRIZE study to be conducted outside of the U. S., do not produce favorable results, our ability to
achieve regulatory approval for our product candidates may be adversely impacted. Even if we believe that our product
candidates have performed satisfactorily in preclinical testing and clinical studies, we may still fail to obtain FDA or other
Regulatory Authority approval for our product candidates. 7 Adverse events in our clinical trials may force us to stop
development of our product candidates or prevent regulatory approval of our product candidates. Our product
candidates may produce serious adverse events in patients during clinical trials. These adverse events could interrupt,
delay or halt clinical trials of our product candidates and could result in the FDA, or other Regulatory Authorities
requesting additional preclinical data or denying approval of our product candidates for any or all targeted indications.
An IRB/EC, independent Data Safety Monitoring Board, the FDA, other Regulatory Authorities or the Company itself
may suspend or terminate clinical trials at any time. We cannot assure you that any of our product candidates will prove
safe for human use. We are exposed to additional risks as we conduct the sunRIZE study outside of the U. S. and may not
be successful in meeting the study’ s primary endpoint. We are initiating and advancing the sunRIZE study outside of the
U. S. The sunRIZE study may not produce positive results and meet its primary endpoint outside of the U. S. We may
need to commence and complete additional clinical trials that satisfy the specified primary endpoint criteria in order to
obtain necessary regulatory approvals from the EMA for RZ358. It is possible that we may not observe the lack of
adverse liver findings in the sunRIZE study outside of the U. S., which could potentially impact the FDA’ s decision
regarding the New Restrictions. Conducting clinical trials outside the U. S. also exposes us to additional risks, including
risks associated with: e additional foreign regulatory requirements; e foreign exchange fluctuations; e compliance with
foreign manufacturing, customs, shipment and storage requirements; e potential political or economic instability in the
jurisdictions where we initiate clinical trials; e cultural differences in medical practice and clinical research; and e
diminished protection of intellectual property in some countries. After the completion of our clinical studies, we cannot
predict whether or when we will obtain regulatory approval to commercialize our product candidates and we cannot, therefore,
predict the timing of any future revenue from these product candidates. Even if we achieve positive clinical results and file for
regulatory approval, we cannot commercialize any of our product candidates until the appropriate regatatery-Regulatory
agenetes-Authorities have reviewed and approved the applications for such product candidates. We cannot assure that the
regutatory-Regulatory agenetes-Authorities will complete their review processes in a timely manner or that we will obtain
regulatory approval for any product candidate we develop. Satisfaction of regulatory requirements typically takes many years, is
dependent upon the type, complexity and novelty of the product and requires the expenditure of substantial resources. In
addition, we may experience delays or rejections based upon additional government regulation from future legislation or
administrative action or changes in FBA-Regulatory Authorlty pohcy durlng the penod of product development clinical
studies and FBA-regulatory review. Even if U etrp ¢ : 4 o
development-and-regulatory-hurdles-. S. Even—l-f—U-S—regulatory approval is obtarned for a partlcular drug candrdate the FDA
may still impose significant restrictions on marketing, indicated uses and / or require potentially costly post- approval studies or
post- approval surveillance. For example, the label ultimately approved, if any, may include restrictions on use. Further, the
FDA may require that long- term safety data may need to be obtained as a post- approval requirement. Even if the FDA or a
foreign regutatory-Regulatory ageney-Authority approves a product candidate, the approval may impose significant restrictions
on the indicated uses, conditions for use, labeling, advertising, promotion, marketing and / or production of such product and
may impose requirements for post- approval studies, including additional research and development and clinical trials. The FDA
and other agenetes-Regulatory Authorities also may impose various civil or criminal sanctions for failure to comply with
regulatory requnementq 1nclud1ng qubitantral monetary penaltle% and Wrthdrawal of product approval I-n—add-rt-teﬁ—

Regulatory ageﬂey—Authorlty dricoverq prevrously unknown problems W1th a product, quch as adverqe events of unanticipated
severity or frequency, or problems with the facility where the product is manufactured, a regutatory-Regulatory ageney
Authority may impose restrictions on that product, the manufacturing facility or us, including requiring recall or 8 withdrawal
of the product from the market or suspension of manufacturing. If we, our product candidates or the manufacturing facilities for
our product candidates fail to comply with applicable regulatory requirements, a regtlatery-Regulatory ageney-Authority may:
issue warning letters or untitled letters; seek an injunction or impose civil or criminal penalties or monetary fines; suspend or
withdraw regulatory approval; suspend any ongoing clinical studies; refuse to approve pending applications or supplements to
applications filed 5—by us; suspend or impose restrictions on operations, including costly new manufacturing requirements; or
seize or detain products, refuse to permit the import or export of products, or require us to initiate a product recall. The
occurrence of any event or penalty described above may inhibit our ability to commercialize our products and generate revenue.
If our product candidates do not meet safety or efficacy requirements, they will not receive regulatory approval and we will be
unable to market them. The process of drug development, regulatory review and approval typically is expensive, takes many
years and the timing of any approval cannot be accurately predicted. If we fail to obtain regulatory approval for our current or
future product candidates, we will be unable to market and sell such products and therefore may never be profitable. As part of
the regulatory approval process, we must conduct preclinical studies and clinical trials for each product candidate to demonstrate
safety and efficacy. The number of preclinical studies and clinical trials that will be required varies depending on the product
candidate, the indication being evaluated, the trial results and regulations applicable to any particular product candidate. The



results of preclinical studies and initial clinical trials of our product candidates do not necessarily predict the results of later-
stage clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and efficacy despite
having progressed through initial clinical trials. We cannot assure you that the data collected from the preclinical studies and
clinical trials of our product candidates will be sufficient to support approval by the FDA or a foreign regwatery-Regulatory
authority-Authority . In addition, the continuation of a particular study after review by an independent data safety monitoring
board does not necessarily indicate that our product candidate will achieve the clinical endpoint. The FDA and other regulatory
Regulatory agenretes-Authorities can delay, limit or deny approval for many reasons, including: a product candidate may not be
safe or effective; our manufacturing processes or facility may not meet the applicable requirements; and changes in regwatory
Regulatory agerey-Authority approval policies or adoption of new regulations may require additional clinical trials or work on
our end. Any delay in, or failure to receive or maintain, approval for any of our products could prevent us from ever generating
meaningful revenues or achieving profitability. Our product candidates are prone to the risks of failure inherent in drug
development. Before obtaining regulatory approvals for the commercial sale of any product candidate for a target indication, we
must demonstrate safety in preclinical studies and effectiveness with substantial evidence gathered in well- controlled clinical
studies. With respect to approval in the HS-U. S. , to the satisfaction of the FDA and, with respect to approval in other countries,
to the satisfaction of regutatory-Regulatory autherities-Authorities in those countries, we must demonstrate that the product
candidate is safe and effective for use for that target indication and that the manufacturing facilities, processes and controls are
adequate. Despite our efforts, our product candidates may not: offer therapeutic benefit or other improvements over existing,
comparable therapeutics; be proven safe and effective in clinical studies; meet applicable regulatory standards; be capable of
being produced in sufficient quantities at acceptable costs; be successfully commercialized; or obtain favorable reimbursement.
We are not permitted to market any of our other product candidates in the 8S-U. S. until we receive approval of a new drug
application, or approval of a biologics license application, from the FDA, or in any foreign countries until we receive the
requisite approval from such countries. We have not submitted a new drug application or biologics license application or
received marketing approval for any of our product candidates. 69 Preclinical testing and clinical studies are long, expensive
and uncertain processes. We may spend several years completing our testing for any particular product candidate, and failure
can occur at any stage. Negative or inconclusive results or adverse medical events during a clinical study could also cause us ,
one or more IRBs / ECs at clinical trial sites, a Data Safety Monitoring Board or the FDA or other Regulatory Authority
to terminate a clinical qtudy or require that we repeat it or conduct additional studies. Additionally, data obtained from a clinical
study is susceptible to varying interpretations and the FDA or other reglatory-Regulatory autherities-Authorities may interpret
the results of our clinical studies less favorably than we do. The FDA and equivalent foreign regatatory-Regulatory agenetes
Authorities have substantial discretion in the approval process and may decide that our data is insufficient to support a
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clinical trials, we may not have complete control over the timing, conduct and expense of our clinical trials. We rely primarily
on third parties to conduct our clinical trials. As a result, we will have less control over the conduct of the clinical trials, the
timing and completion of the trials, the required reporting of adverse events and the management of data developed through the
trial than would be the case if our own staff conducted all aspects of our clinical trials. Communicating with outside parties can
also be challenging, potentially leading to mistakes and difficulties in coordinating activities. Outside parties may have staffing
difficulties, may undergo changes in priorities or may become financially distressed, adversely affecting their willingness or
ability to conduct our trials. We may experience unexpected increased costs that are beyond our control. Problems with the
timeliness or quality of the work of a contract research organization may lead us to seek to terminate the relationship and use an
alternative service provider. However, making this change may be costly and may delay our trials, and contractual restrictions
may make such a change difficult or impossible. Additionally, it may be impossible to find a replacement organization that can
conduct our trials in an acceptable manner and at an acceptable cost. Any failure Adverse-events-inotr— or ehnieal-delay by
our third- party suppliers on which we rely or intend to rely to provide trtals-materials necessary may-foree-us-to step
development—--- develop of-and manufacture our drug products may delay or impair our ability to commercialize our
product candidates . We rely upon a small number of third- party suppliers er-for preventregulatory-approvat-the
manufacture of certain raw materials that are necessary to formulate our drug products for preclinical and clinical
testing purposes. We intend to continue to rely on them in the future. We also expect to rely upon third parties to
produce materials required for the commercial production of our product candidates if we succeed in obtaining necessary
regulatory approvals . Our-If we are unable to arrange for third- party sources, or do so on commercially unreasonable
terms, we may not be able to complete development of or market our product candldates may-produce-setious-adverse
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efpeople-oras a result of the—geverﬁrﬁeﬁtal—ﬂmaest&efrefishe}ter—r&p-}aee—supply cham constramts. Moreover, we
currently do not have any agreements orfor simiarworkingrestriettons;-the commercial production of these raw
materials. Although we generally do not begin a clinical study unless we believe we have a sufficient supply of a product
candidate to complete the clinical study, any significant delays— delay in reeetving-the supply of raw material components
needed to produce a product candidate for a clinical study due to the need to replace a third- party manufacturer could
considerably delay completion of our clinical studies, product testing and potential regulatory approval of our product
candidates. If we or our manufacturers are unable to purchase these raw materials after regulatory approval has been
obtained for our product candidates, the commercial launch of our product candidates would be delayed or there would
be a shortage in supply of such product candldates, which would 1mpa1r our ablhty to generate revenues from busmessIf

biological materials in a manner thal causes injury or v 1oldlcs applicable ld\\ ,we may be liable 101 damducs Our 1cscalc1 and
development activities involve the controlled use of potentially hazardous substances,including toxic chemical and biological
materials.We could be held liable for any contamination,injury or other damages resulting from these hazardous substances.In
addition,our operations produce hazardous waste products. While third parties are responsible for disposal of our hazardous
waste,we could be liable under environmental laws for any required cleanup of sites at which our waste is disposed.Federal,state
,foreign and local laws and regulations govern the use,manufacture,storage,handling and disposal of these hazardous
materials.If we fail to comply with these laws and regulations at any time,or if they change,we may be subject to criminal
sanctions and substantial civil liabilities,which may harm our local laws and regulations govern the use, manufacture,
storage, handling and disposal of these hazardous materials. If we fail to comply with these laws and regulations at any
time, or if they change, we may be subject to criminal sanctions and substantial civil liabilities, which may harm our
business. Even if we continue to comply with all applicable laws and regulations regarding hazardous materials, we
cannot eliminate the risk of accidental contamination or discharge and our resultant liability for any injuries or other
damages caused by these accidents. Guidelines and recommendations published by various organizations may adversely
affect the use of any products for which we may receive regulatory autherities-approval. Government agencies issue
regulations and guidelines directly applicable to inittate-us and to our product candidates. In addltlon, profess1onal
societies, practice management groups, private health eur—- or planne pS;pLty 6
science foundations and organizations involved in various diseases from time to time publlsh guldclmcs or recommendations to
the medical and patient communities. These various sorts of recommendations may relate to such matters as product usage and
use of related or competing therapies.For example,organizations like the American Diabetes Association have made
recommendations about therapies in the diabetes therapeutics market.Changes to these recommendations or other guidelines
advocating alternative therapies could result in decreased use of any products for which we may receive regulatory
approval,which may adversely affect our results of operations. W-e-Risks Related to Our BusinessWe could be negatively
impacted and unable to raise capital on favorable terms or generate revenue if we arc atan-earlystage-not successful with
the sunRIZE study outside of developmentas-aeompany-the U.S. and we-do-if the FDA does not have;and-maynever
haveany produets-that generate-reventes-lift the New Restrictions on RZ358.RZ358 is our lead clinical asset .\Ve¢ are-athave
expended considerable resources an-and early-stage-efforts on the development of RZ358.As we continue to pursue the




eemmereta—l-}y—successfully complete c mlLdl tr mls for RZ358 out51de of the U. S or that the FDA will llft the New
Restrictions imposed on RZ358 within the U. S. If we do not receive positive results from the sunRIZE study outside of
the U. S. or if the FDA continues to impose the New Restrictions by such time, our ability to raise additional capital, if at
all, on favorable terms may be impeded by our inability to advance the development of our product candidates. Changes
in financial accounting standards or policies have affected, and in the future may affect, our reported financial condition
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y of internal controls elinteal-triat
chanocs in -}eea-l-corporate governance policies and
practlces may 1mpact our buslness. We prepare our consohdated ﬁnanclal statements in conformity with GAAP. The
preparation of our financial statements in accordance with GAAP requires that we make estimates and assumptions that
affect the recorded amounts of assets, liabilities and net income during the reporting period. A change in the facts and
circumstances surrounding those estimates could result in a change to our estimates and could impact our future
operating results. GAAP is subject to interpretation by the Financial Accounting Standards Board (“ FASB ”), the SEC
and various bodies formed to interpret and create accounting policies. A change in those policies can have a significant
effect on our reported results and may affect our reporting of transactions which are completed before a change is
announced. In general, changes to accounting rules or challenges to our interpretation or application of the rules by
regulators may have a material adverse effect on our reported financial results or on the way we conduct business. 11
Our system of internal and disclosure controls and procedures was designed to provide reasonable assurance of
achieving its objectives. However, no evaluation of controls can provide absolute assurance that all control issues and
instances of fraud, if any, have been or will be detected. As a result, there can be no assurance that our system of internal
and disclosure controls and procedures will be successful in preventing all errors, theft and fraud, or in informing
management of all material information in a timely manner. Finally, corporate governance, public disclosure and
compliance practices continue to evolve based upon continuing legislative action, SEC rulemaking and policy positions
taken by large institutional stockholders and proxy advisors. As a result, the number of rules, regulations and standards
applicable aspartofaresponse-to the-COVID-—19-outbreak-whieh-mayreguire-us may become more burdensome to ehange
comply with, could increase scrutiny of our practlces and policies by t-he—these ways—rn—wh-reh—eme or other groups and
increase our legal and financial compliance ¢ A v y d
amount of time management must devote to governance and compllance act1v1t1es. erFor te—d-tseeﬁt-rntte—example, the SEC
has recently proposed rules requiring that issuers prov1de s1gn1ﬁcantly 1ncreased dlsclosures concernlng cybersecurlty
matters and the impact of climate changes on the-their ¢ d Yy 6
business and has adopted rules requiring public companies to adopt more strlngent executive compensatlon clawback
pollcles. Increasmg fegu}&tefs—regulatory burdens —et-hres—eemmt&ees—and corporate governance requlrements could also

U-nrted—States—attract and retam quallﬁed members of our Board of Directors and quallﬁed executlve ofﬁcers We have a
history of losses and may not achieve profitability in the future. We will need substantial additional capital to fund our
operations. If we fail to obtain additional capital, we mas-will be unable to sustain operations. We incurred net losses of $ 51. 2
million and $ 41. | mithefrand-$20--9-million for the fiscal years ended June 30, 2023 and 2022 and202+-, respectively. As of
June 30, 2022-2023 , we had eashand-eashequivalents-of $1504-mithion-and-an accumulated deficit of $ 209-261 . 2-0 million.
Cash used in our operating activities amounted to $ 44. 5 million and $ 39. 6 mitherand-$20—4-million for the fiscal years
ended June 30, 2023 and 2022 and-2024-, respectively. We expect that the amount of cash used in our operating activities will
continue to increase for the next several years. As of June 30, 2023, we had cash and cash equivalents of $ 16. 0 million and
investments in marketable debt securities of $ 102. 3 million that is expected to provide us with adequate capital
resources to fund planned activities at least through the third quarter of calendar year 2025. Since our inception, we
have not generated meaningful revenue. We expect to continue to incur operating losses for the foreseeable future as we
develop and commercialize our product candidate pipeline, and we expect to need additional capital from external sources
before we will be able to begin generating revenue, if ever. If we are unable to raise additional capital, we may have to
significantly delay, scale back or discontinue one or more of our research and development programs. We may be required to
cease operations or seek partners for our product candidates at an earlier stage than otherwise would be desirable and on terms
that are less favorable than might otherwise be available. In the absence of additional capital we may also be required to
relinquish, license or otherwise dispose of rights to technologies, product candidates or products that we would otherwise seek to
develop or commercialize on terms that are less favorable than might otherwise be available. If we are unable to secure
additional capital, we may be required to take additional measures to reduce costs in order to conserve our cash in amounts
sufficient to suxldm opuallons and meet our obligations. These measures could cause significant dcldvs in the dc\ elopment of




W y wre-face potential produd liability
exposure, and, if sucgessful claims are brought against us, we may incur substdntlal lldblllty The use of our product candidates
in clinical studies and the sale of any products for which we obtain marketing approval expose us to the risk of product liability
claims. Product liability claims might be brought against us by consumers, health care providers, pharmaceutical companies or
others selling or otherwise coming into contact with our products. If we cannot successfully defend ourselves against product
liability claims, we could incur substantial liabilities. In addition, regardless of merit or eventual outcome, product liability
claims may result in: impairment of our business reputation; withdrawal of clinical study participants; costs of related litigation;
distraction of management’ s attention from our primary business; substantial monetary awards to patients or other claimants;
the inability to commercialize our product candidates; and decreased demand for our product candidates, if approved for
commercial sale. We currently have clinical trial insurance for our active clinical programs. This product liability insurance
coverage for our clinical studies may not be sufficient to reimburse us for all expenses or losses we may suffer. Moreover,
insurance 12 coverage is becoming increasingly expensive, and, in the future, we may not be able to maintain insurance
coverage at a reasonable cost or in sufficient amounts to protect us against losses due to liability. If and when we obtain
marketing approval for any of our product candidates, we intend to expand our insurance coverage to include the sale of
commercial products; however, we may be unable to obtain this product liability insurance on commercially reasonable terms.
On occasion, large judgments have been awarded in class action lawsuits based on drugs that had unanticipated adverse effects.
A successful product liability claim, or series of claims, brought against us could cause our stock price to decline and, if
judgments exceed our insurance coverage, could decrease our cash and adversely affect our businessIf we use hazardous and
biological materials...... civil liabilities, which may harm our business. Even if we continue to comply with...... our revenues and
profitability. 11 We may not be able to use a significant portion of our net operating loss carryforwards, which could adversely
affect our profitability. Federal and state laws impose substantial restrictions on the utilization of net operating loss (“ NOL )
carryforwards in the event that certain ownership changes occur as defined in Section 382 of the Internal Revenue Code (' IRC
). Due to our reeent-financing activities, we experienced ownership changes that have resulted in significant limitations on the
future use of our NOL carryforwards. As of June 30, 20222023 , we have US federal NOL carryforwards of approximately $
+45-153 . -2 million, of which $ 33. 4 million will 1s-expeeted-to-cxpire without any opportunity for utilization due to the



limitations set forth in IRC Section 382. Assuming that further IRC Section 382 ownership changes do not occur, the remaining
$+H4-119 . 78 million of NOL carryforwards consist of approximately (i) $ 42-17 . 81 million that 1s-retnever expire and are
currently stbjeet-available to offset taxable income anytmitations-orexpiratiotrdates-, and-(ii) $ 98-7 . 9 million that are
currently available to offset taxable income but if not utilized will expire in 2031 through 2035, (iii) $ 13. 4 million that
becomes available through 2038 and that expire by June 30, 2038 if not utilized, and (iv) $ 81. 4 million that never
expire. With respect to $ 81. 4 million of NOL carryforwards that never expire, this amount will become available in
varying annual amounts for ﬂt-rl-rz&t-reﬁ—m—ametmts—raﬂgmg—frem—an aggregate of approximately $ 15. 6 million through
fiscal year 2038, and $ 1. 2 million - i annually thereafter . It is possible that any future ownership changes
could result in further limitations on the use of our NOL carl‘yibr\\ ards or other tax attributes, which could adversely affect our
future financial position, profitability and cash flows . [f we fail are-anable-to maintain proper and effective steeessfully
remediate-the-matertal-weaknesstmrour-internal control over financial reporting, the-our ability to produce aeetraey-accurate
and timing-of-timely financial statements could be impaired, investors may lose confidence in our financial reporting and
the trading price of our common stock may decline. We are subject to Section 404 of The Sarbanes- Oxley Act of 2002 (*
Section 404 ), and the related rules of the SEC which generally require our management and independent registered
public accounting firm to report on the effectiveness of our internal control over financial reporting. Section 404
requires an annual management assessment of the effectiveness of our internal control over financial reporting. Effective
April 27, 2020, the SEC adopted amendments to the “ accelerated filer ” and “ large accelerated filer ” definitions in Rule
12b- 2 under the Securities and Exchange Act of 1934. The amendments exclude from the “ accelerated filer ” and «
large accelerated filer ” definitions an issuer that is eligible to be adverselyaffeeted;-a smaller reporting company and
that had annual revenues of less than $ 100 million in the most recent fiscal year for which may-adverselyaffeetinvester
eonfideneeinrus-and-audited financial statements are available. We determined that our Company does not meet the
accelerated or large accelerated filer definitions as of June 30 , 2023. For so long as we remain a smaller reporting
company and a non- accelerated filer, we intend to take advantage of certain exemptions from various reporting
requirements that are applicable to public companies, including, but not limited to, not being required as a2 non-
accelerated filer to comply resultthe-value-ofoureommon-stoelIn-eonneetion-with the audit-auditor attestation
requlrements of Sectlon 404 (b) An 1ndependent assessment by our mdependent reglstered pubhc accountmg ﬁsea-l—z-e%z-

éut—tes—te—pfeveﬂt—emp}eyees—frem— ﬁrm everﬂd-mg—of the effectlveness of internal umuol system—over ﬁnanclal reportmg

could detect problems that our management’ s assessment might not . White-Undetected material weaknesses in our
internal control over financial reportlng could lead to financial statement restatements and requlre us to incur the

our ethe%memrres—wﬂ—evenfuaHy—re&&t—nﬁhe—ehmm&&e&mternal control over ﬁnanclal reportmg was effectlve as of June
30, 2023, we the-ma : b Me-also-cannot assure you that in-the-there futare-we-will not have

additional-be materlal weaknesses or significant de[lumues in or-our matertal-weaknesses-internal control over financial
reporting in the future . Any failure to remediate-maintain internal control over financial reporting could severely inhibit
our ability to accurately report our financial condition, results of operations or cash flows. If we are unable to conclude
that our internal control over financial reporting is effective, investors may lose confidence in the accuracy and
completeness of our financial reports, the market price of our common stock could decline, and we could be subject to
sanctlons or 1nvest1gat10ns by Nasdaq, the SEC or t-he—other regulatory authorltles Fallure to remedy any material

ﬁnanclal reportmg, or to 1mplement or mamtam other effectlve control systems required of publlc companies, could also
restrict eause-investors-to-tose-eonfideneetmrour future access to the capital markets reperted-finaneiat-information,-whieh
eotld-have-amatertal-adverse-effeeton-ourstoekpriee-. Operations outside the United States may be affected by different local
politics, business and cultural factors, different regulatory requirements and prohibitions between jurisdictions. We intend to
seek regulatory approval in foreign countries for all of our potential products prior to commercialization. Pharmaceutical
therapies are subject to rigorous preclinical testing and clinical trials and other pre- market approval requirements by regutatory
Regulatory autherities-Authorities in foreign countries. Operations outside the United States may be affected by different local
business and cultural factors, different regulatory requirements and prohibitions between jurisdictions, including the Foreign
Corrupt Practices Act and local laws prohibiting corrupt payments, and changes in regulatory requirements for financing
activities . We could recognize losses on securities held in our securities portfolio, particularly if interest rates increase or
economic and market conditions deteriorate. As of June 30, 2023, the fair value of the investments in our marketable
debt securities portfolio was approximately $ 102. 3 million. Factors beyond our control can significantly influence the
fair value of securities in our portfolio and can cause potential adverse changes to the fair value of these securities. For
example, fixed- rate securities acquired by us are generally subject to decreases in market value when interest rates rise.
Additional factors include, but are not limited to, rating agency downgrades of the securities or our own analysis of the
value of the security, defaults by the issuer with respect to the underlying securities, and continued instability in the
credit markets. Any of the foregoing factors could cause other- than- temporary impairment in future periods and result
in realized losses. The process for determining whether impairment is other- than- temporary usually requires difficult,
subjective judgments about the future financial performance of the issuer and any collateral underlying the security in
order to assess the probability of receiving all contractual principal and interest payments on the security. As of June 30,
2023, we had $ 351, 000 in net unrealized losses in our marketable debt securities. Unrealized losses in our marketable



debt securities portfolio may increase in the future due to the aforementioned economic factors. While our goal is to hold
each security until maturity, that may not be possible in light of our policy to preserve capital and liquidity and because
investment in securities with unrealized losses has a diminished utility as a source of liquidity prior to maturity. Selling
securities with an unrealized loss would result in the realization of such losses, which could have an adverse effect on our
financial condition and results of operations. The collapse of certain banks and potentially other financial institutions
may adversely impact us. On March 10, 2023, Silicon Valley Bank (“ SVB ”) was shut down, followed on March 11, 2023
by Signature Bank and on May 1, 2023 by First Republic Bank whereby, the Federal Deposit Insurance Corporation was
appointed as receiver for each of those banks. As a result, there have been reports of instability at other banks across the
globe. Despite the steps taken to date by U. S. agencies to protect depositors, the follow- on effects of the events
surrounding the failures of SVB, Signature Bank, and First Republic Bank and the pressure on other banks are
unknown. Such effects could include failures of other financial institutions to which we face direct or more significant
exposure, and the extent of the impacts relating to financial institution instability or failure is uncertain. Our investment
portfolio did not and currently does not contain any securities of SVB, and we did not have any deposit accounts with
SVB. We are monitoring the situation and intend to minimize any disruptions to our operations should they arise.
However, there may be risks that we have not yet identified, and we cannot guarantee that we will be able to avoid
negative consequences directly or indirectly from the foregoing events or other impacts on financial institutions. 14
Unfavorable global and regional economic, political and health conditions could adversely affect our business, financial
condition or results of operations. Our business could be adversely affected by global or regional economic, political and
health conditions. Various macroeconomic factors could adversely affect our business, financial condition and results of
operations, including changes in inflation, interest rates and overall economic conditions and uncertainties, including
those resulting from political instability, trade disputes between nations and the current and future conditions in the
global financial markets. For example, beginning in fiscal year ended June 30, 2023, much of the world, including the U.
S. and the E. U., began to experience inflation levels not seen in more than 30 years. As a result, prices for many of our
inputs have risen, in some cases dramatically. If inflation stays at elevated levels or increases, we may not be able to
mitigate the impact of the increased costs we will bear, which could have an impact on our results of operations and
financial condition. A global financial crisis or global or regional political and economic instability, wars, terrorism, civil
unrest, outbreaks of disease (for example, COVID- 19), and other unexpected events, such as supply chain constraints or
disruptions, could cause extreme volatility in the capital and credit markets and disrupt our business. Business
disruptions could include, among others, disruptions to our commercial activities, including due to supply chain or
distribution constraints or challenges, clinical enrollment, clinical site availability, patient accessibility, and conduct of
our clinical trials, as well as temporary closures of the facilities of suppliers or contract manufacturers in the
biotechnology supply chain. In addition, during certain crises and events, patients may prioritize other items over certain
or all of their treatments and / or medications, which could have a negative impact on our commercial sales. A severe or
prolonged economic downturn, political disruption or adverse health conditions could result in a variety of risks to our
business, including our ability to raise capital when needed on acceptable terms, if at all. Any of the foregoing could
harm our business and we cannot anticipate all of the ways in which the political or economic climate and financial
market conditions could adversely impact our business . Certain Provisions of Nevada law may have anti- takeover effects.
Certain provisions of Nevada law applicable to us could also delay or make more difficult a merger, tender offer or proxy
contest involving us, including Sections 78. 411 through 78. 444 of the Nevada Revised Statutes, which prohibit a Nevada
corporation from engaging in any business combination with any" interested shareholder" (as defined in the statute) for a period
of two years unless certain conditions are met. In addition, our senior management is entitled to certain payments upon a change
in control. 42—Risks Related to Our Intellectual PropertyOur current patent positions and license portfolio may not include all
patent rights needed for the full development and commercialization of our product candidates. We cannot be sure that patent
rights we may need in the future will be available to license on commercially reasonable terms, or at all. We typically develop
our product candidates using compounds that we have acquired or in- licensed, including the original composition of matter
patents and patents that claim the activities and methods for such compounds’ production and use. For example, in 2017 we in-
licensed (i) a fully human monoclonal antibody from XOMA Corporation (“ XOMA ) as well as (i) a plasma kallikrein
inhibitor portfolio from ActiveSite Pharmaceuticals (“ ActiveSite ”’) and in consideration for such licenses, we will owe
milestone payments and royalties as we progress product candidates through development. As we learn more about the
mechanisms of action and new methods of manufacture and use of these product candidates, we may file additional patent
applications for these new inventions, or we may need to ask our licensors to file them. We may also need to license additional
patent rights or other rights on compounds, treatment methods or manufacturing processes because we learn that we need such
rights during the continuing development of our product candidates. Although our patents may prevent others from making,
using or selling similar products, they do not ensure that we will not infringe the patent rights of third parties. We may not be
aware of all patents or patent applications t