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eontains-our-publie-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. Risks Related to Our 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 the 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: e Regulatory Authorities disagreeing as to the design or
implementation of our clinical trials or with our recommended dose for any of our pipeline programs; @ 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; @ obtaining approval from one or more
independent institutional review beard-boards (“ 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; ® changes to a clinical trial protocol; e clinical sites
deviating from trial protocol or dropping out of a trial; @ failing to manufacture or obtain sufficient quantities of drug candidate,
or, if applicable, combination therapies for use in clinical trials; ® patients failing to enroll or remain in our trial at the rate we
expect, or failing to return for post- treatment follow- up; @ patients choosing an alternative treatment, or participating in
competing clinical trials; @ lack of adequate funding to continue the clinical trial; ® 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; ® 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; 7 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; @ 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; ® 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 obtdmment and commewldllzatlon of our ploduct candidates and oul ablllty to generate revenue, W hlch would hd\ e an

dev elopme nt 01‘ our plOdllLt Candlddtes or prevent regulatory approval of our ploduct candidates. Our plOdllLt Candlddtes 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



Prior to the FDA’ s lift of the partial clinical hold in September 2024, we initiated and arc mitiating-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 obtarn necessary regulatory approvals frorn the EMA for ersodetug 1&358—H—B—pesstble-t-h&t—we-may—ﬂet—ebseﬁ+e

fegafd-mg—t-he—New—Rest—ﬂet—teﬂs— Conductrng clinical trrals outsrde the U S also exposes us to addrtronal risks, 1nclud1ng rrsks
associated with: e additional foreign regulatory requirements; ® foreign exchange fluctuations; ® compliance with foreign
manufacturing, customs, shipment and storage requirements; ® potential political or economic instability in the jurisdictions
where we initiate clinical trials; e cultural differences in medical practice and clinical research; and @ 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 Regulatory Authorities have reviewed and approved the
applications for such product 8 candidates. We cannot provide assure-assurance that the Regulatory 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 Regulatory Authority policy

durlng the perrod of product development clrnrcal studies and regulatory revrew —Eveﬂ—rPU—S—feg-u-latefy-appfeVal—ls-ebt&med
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Regulatory Authorrty dlscovers prevrously unknown problems Wlth a product, such as adverse events of unantrcrpated severity
or frequency, or problems with the facility where the product is manufactured, a Regulatory Authority may impose restrictions
on that product, the manufacturing facility or us, including requiring recall or &—withdrawal of the product from the market or
suspension of manufacturing. If we, our product candidates or the manufacturing facilities for our product candidates fail to
comply with applicable regulatory requirements, a Regulatory 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 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 Regulatory Authority. In addition, the continuation of a
particular study after review by an independent data-Data safety-Safety monitoring-Monitoring board-Board does not
necessarily indicate that our product candidate will achieve the clinical endpoint. The FDA and other Regulatory 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 Regulatory 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 U. S., to the
satisfaction of the FDA and, with respect to approval in other countries, to the satisfaction of Regulatory 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. 9 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 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. 9—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 study 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 Regulatory
Authorities may interpret the results of our clinical studies less favorably than we do. The FDA and equivalent foreign
Regulatory Authorities have substantial discretion in the approval process and may decide that our data is insufficient to support
a marketing application and require additional preclinical, clinical or other studies. Due to our reliance on contract research
organizations or other third parties to conduct 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 or delay by our third- party suppliers on which we rely or intend to rely to provide materials
necessary to develop 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 for 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. 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 candidates. In
addition, third- party suppliers that we engage may be adversely impacted by COVID- 19. It is possible that our raw material
suppliers may not be able to sell these raw materials at the times we need them or on commercially reasonable terms due to
forces outside of our control including, but not limited to, inflation and global conflicts. We do not have any control over the
process or timing of the acquisition of these raw materials by our manufacturers. Our third- party manufacturers and suppliers
may encounter delays in providing their services as a result of supply chain constraints. Moreover, we currently do not have any
agreements for 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 delay in 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 10 candidates, the commercial launch of our product candidates would be delayed or there would be a
shortage in supply of such product candidates, which would impair our ability to generate revenues from the sale of our product
candidates. If we successfully commercialize any of our product candidates, we may be required to establish commercial
manufacturing capabilities of larger scale. In addition, as our drug development pipeline increases and matures, we will have a
greater need for clinical study and commercial manufacturing capacity. We have no experience manufacturing pharmaceutical
products on a commercial scale and we may need to rely on third- party manufacturers with capacity for increased production
scale to meet our projected needs for commercial manufacturing, the satisfaction of which on a timely basis may not be met. 46~
If we use hazardous and biological materials in a manner that causes injury or violates applicable law, we may be liable for
damages. Our research 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 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 approval. Government agencies issue regulations and guidelines directly applicable to us and to our product
candidates. In addition, professional societies, practice management groups, private health or science foundations and
organizations involved in various diseases from time to time publish guidelines 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 rece1ve regulatory approval whrch may adversely
affect our results of operatrons R1sl<s Related to Our BusmessChanges pessWe-cottld satively

accounting standards or pollcles have affected, and in the future may affect our reported ﬁnan01al eond1t10n or results of
operations; there are inherent limitations to our system of internal controls; changes in corporate governance policies and
practices may impact our business. We prepare our consolidated financial statements in conformity with accounting principles
generally accepted in the United States of America (“ 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 to us may become more
burdensome to comply with, could increase scrutiny of our practices and policies by these or other groups and increase our legal
and financial compliance costs and the amount of time management must devote to governance and compliance activities. For
example, the SEC has recently proposed rules requiring that issuers provide significantly increased disclosures concerning
cybersecurity matters and the impact of climate changes on their business and has adopted rules requiring public companies to
adopt more stringent executive compensation clawback policies. Increasing regulatory burdens and corporate governance
requirements could also make it more difficult for us to attract and retain qualified members of our Board of Directors and
qualified executive 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 will be unable to sustain operations. We
incurred net losses of $ 68. 5 million and $ 51. 8 2mithen-and-$-4+—-million for the fiscal years ended June 30, 2024 and
2023 and2022-, respectively. As of June 30, 2023-2024 , we had an accumulated deficit of $ 264-329 . -4 million. Cash used in
our operating activities amounted to $ 57. 4 million and $ 44. 5 mithen-and-$39—6-million for the fiscal years ended June 30,
2024 and 2023 and2022-, 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, 2623-2024 , we had cash and cash equivalents of $ 46-70 . -4 million and
investments in marketable debt securities of $ +82-56 . 3-7 million that is expected to provide us with adequate capital resources
to fund planned activities at least through the third-second quarter of calendar year 2825-2026 . 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 sustain
operations and meet our obligations. These measures could cause significant delays in the development of our product
candidates. We face potential product liability exposure, and, if successful claims are brought against us, we may incur
substantial liability. 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 business. 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 financing activities, we experienced ownership changes that have resulted in significant limitations on the future
use of our NOL carryforwards. As of June 30, 2023-2024 , we have US federal NOL carryforwards of approximately $ 453-171 .
2-7 million, of which $ 33. 4 million will expire 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 $ ++9-138 . 8-3 million of
NOL carryforwards consist of approximately (i) $ 4738 . +-0 million that never expire and are currently available to offset
taxable income, (ii) $ #-9 . 6 million that are currently available to offset taxable income but if not utilized will expire in 2031
through 2035, (iii) $ 43-11 . 4-7 million that becomes available through 2038 and that expire by June 30, 2038 if not utilized,
and (iv) $ 8479 . 4-0 million that never expire. With respect to $ 8479 . 4-0 million of NOL carryforwards that never expire,
this amount will become available in varying annual amounts for an aggregate of approximately § +5-13 . 6-2 million through
fiscal year 2038, and $ 1. 2 million annually thereafter. It is possible that any future ownership changes could result in further
limitations on the use of our NOL carryforwards or other tax attributes, which could adversely affect our future financial
position, profitability and cash flows. If we fail to maintain proper and effective internal control over financial reporting, our
ability to produce accurate and 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 a smaller reporting company and that had annual revenues of less than $ 100 million in
the most recent fiscal year for which audited financial statements are available. We determined that our Company does not meet
the accelerated or large accelerated filer definitions as of June 30, 2623-2024 . 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 a non- accelerated filer to comply
with the auditor attestation requirements of Section 404 (b). An independent assessment by our independent registered public
accounting firm of the effectiveness of internal control over financial reporting could detect problems that our management’ s
assessment might not. Undetected material weaknesses in our internal control over financial reporting could lead to financial
statement restatements and require us to incur the expense of remediation. 13 Altheugh-After remediation of a material
weakness identified during the fiscal quarter ended March 31, 2024, we have determined that our internal control over
financial reporting was effective as of June 30, 2023-2024 . However , we cannot provide assare-assurance yot-that there will
not be material weaknesses or significant deficiencies in our internal control over financial reporting in the future. Any failure to
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 sanctions or investigations by Nasdaq, the SEC or other regulatory authorities. Failure
to remedy-remediate any material weakness in our internal control over financial reporting, or to implement or maintain other
effective control systems required of public companies, could also restrict our future access to the capital markets. 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 Regulatory 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. Our collection, use, processing, and cross- border transfer of personal
information, including individually identifiable health information, is governed by restrictive regulations. Our business
is broadly regulated by U. S. and foreign regulatory authorities, and we must comply with all applicable rules and
regulations concerning our use, processing, handling, maintenance, and protection of personal information. In the U. S.,
the Health Insurance Portability and Accountability Act (“ HIPAA ”) imposes requirements at the federal level relating
to the privacy, security and transmission of individually identifiable health information, while individual states, such as
California, have adopted privacy regulations restricting the use of personal information and providing individuals
certain rights with respect to the collection and use of their data. Further, the collection and use of personal information
in Europe is governed by the EU’ s General Data Protection Regulation and the United Kingdom’ s implementation of
the same, or the GDPR. Failure to comply with the requirements of the GDPR and other applicable data protection laws
of the EU member states and the United Kingdom, or other applicable privacy rules and regulations in other countries,



may result in significant fines and other administrative penalties. We may be required to put in place additional
mechanisms to comply with current and future privacy and data protection regulations applicable to our business. This
may interrupt or delay our development activities and / or require us to change our business practices, which could
adversely affect our business, financial condition, results of operations and prospects. e could recognize losses on
securities held in our marketable debt securities portfolio, particularly if interest rates increase or economic and market
conditions deteriorate. As of June 30, 2023-2024 , the fair value of the investments in our marketable debt securities portfolio
was approximately $ +62-56 . 3-7 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 eatse
other-result in credit - related loss than—temporary-impairmentin-fatare-pertods-and result in realized losses. The process for
determining whether impatrmentis-other-allowances are needed for credit - related losses than—temperary-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
2024 , we had $ 35179, 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 14 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 reahzatlon of such losses, Wthh could have an adverﬂe effect on our ﬁnan01al condition and
results of operatlon% ; atrba an ; ; ; ; ;

Unfavorable global and reglonal economic, political and health COl’ldlthl’N could adversely affect our bu%mes% ﬁnanc1a1
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. 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 (ii) 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. 15 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 that may impact our ability to make, use or sell any of our product candidates or proposed product
candidates. For example, because we sometimes identify the mechanism of action or molecular target of a given product
candidate after identifying its composition of matter and therapeutic use, we may not be aware until the mechanism or target is
further elucidated that a third - party has an issued or pending patent claiming biological activities or targets that may cover our
product candidate. +45—U. S. patent applications filed after November 29, 2000 are confidential in the U. S. Patent and
Trademark Office for the first 18 months after such applications’ earliest priority date, and patent offices in other countries often
publish patent applications for the first time six months or more after filing. Furthermore, we may not be aware of published or
granted conflicting patent rights. Any conflicts resulting from patent applications and patents of others could significantly
reduce the coverage of our patents and limit our ability to obtain meaningful patent protection. If others obtain patents with
conflicting claims, we may need to obtain licenses to these patents or to develop or obtain alternative technology. We may not
be able to obtain any licenses or other rights to patents, technology or know- how from third parties necessary to conduct our
business as described in this Annual Report and such licenses, if available at all, may not be available on commercially
reasonable terms. Any failure to obtain such licenses could delay or prevent us from developing or commercializing our drug
candidates or proposed product candidates, which would harm our business. Litigation, patent office administrative proceedings
or patent interference proceedings may be necessarily brought against us or third parties, as discussed below, to enforce any of
our patents or other proprietary rights or to determine the scope and validity or enforceability of the proprietary rights of such
third parties. In addition, we may face claims by third parties that our agreements with employees, contractors, or consultants
obligating them to assign intellectual property to us are ineffective, or in conflict with prior or competing contractual obligations
of assignment, which could result in ownership disputes. In some instances, there may not be adequate written provisions to
address clearly the resolution of intellectual property rights that may arise under our agreements, and we may be limited in our
ability to use, make or sell these inventions. Litigation may be necessary to resolve these disputes, and if we are not successful,
we may be precluded from using certain intellectual property, or may lose our exclusive rights in that intellectual property.
Either outcome could have an adverse impact on our business. If our or our licensors’ patent positions do not adequately protect
our product candidates or any future products, others could compete with us more directly, which would harm our business. Our
commercial success will depend in part on our and our licensors’ ability to obtain additional patents and protect our existing
patent positions, particularly those patents for which we have secured exclusive rights, as well as our ability to maintain
adequate protection of other intellectual property for our technologies, product candidates and any future products in the U. S.
and other countries. If we or our licensors do not adequately protect our intellectual property, competitors may be able to use our
technologies and erode or negate any competitive advantage we may have, which could materially harm our business,
negatively affect our position in the marketplace, limit our ability to commercialize our product candidates and delay or render
impossible our achievement of profitability. The laws of some foreign countries do not protect our proprietary rights to the same
extent as the laws of the U. S., and we may encounter significant problems in protecting our proprietary rights in these countries.
The patent positions of biotechnology and pharmaceutical companies, including our own patent position, involve complex legal
and factual questions, and, therefore, validity and enforceability cannot be predicted with certainty. Patents may be challenged,
deemed unenforceable, invalidated or circumvented. In addition, the coverage claimed in a patent application can be
significantly reduced before the patent is issued, and patent scope can be reinterpreted by the courts after issuance. Moreover,
many jurisdictions permit third parties to challenge issued patents in administrative proceedings, which may result in further
narrowing or even cancellation of patent claims. We cannot predict whether the patent applications we are currently pursuing
will be isste-issued as patents in any particular jurisdiction or whether the claims of any patents, if issued, will provide
sufficient protection from competitors. We and our licensors will be able to protect our proprietary rights from unauthorized use
by third parties only to the extent that our proprietary technologies, product candidates and any future products are covered by
valid and enforceable patents or are effectively maintained as trade secrets. 16 The degree of future protection for our
proprietary rights is uncertain, and we cannot ensure that: ® we or our licensors were the first to make the inventions covered by
each of our pending patent applications; ® we or our licensors were the first to file patent applications for these inventions; ®
others will not independently develop similar or alternative technologies or duplicate any of our technologies; ® any of our or
our licensors’ pending patent applications will result in issued patents; ® any of our or our licensors’ patents will be valid or
enforceable; +6—e any patents issued to us , or our licensors and collaborators will provide a basis for commercially viable
products, will provide us with any competitive advantages or will not be challenged by third parties; ® we will develop
additional proprietary technologies or product candidates that are patentable; or @ the patents of others will not have an adverse
effect on our business. We may be unable to adequately prevent disclosure of trade secrets and other proprietary information.
We rely on trade secrets to protect our proprietary know- how and technological advances, especially where we do not believe
patent protection is appropriate or obtainable. However, trade secrets are difficult to protect. We rely in part on confidentiality
agreements with our employees, consultants, outside scientific collaborators, sponsored researchers and other advisors to protect
our trade secrets and other proprietary information. These agreements may not effectively prevent disclosure of confidential
information and may not provide an adequate remedy in the event of unauthorized disclosure of confidential information. In
addition, others may independently discover our trade secrets and proprietary information. Costly and time- consuming
litigation could be necessary to enforce and determine the scope of our proprietary rights. Failure to obtain or maintain trade
secret protection could enable competitors to use our proprietary information to develop products that compete with our products



or cause additional, material adverse effects upon our competitive business position. Litigation regarding patents, patent
applications and other proprietary rights may be expensive and time consuming. If we are involved in such litigation, it could
cause delays in bringing product candidates to market and harm our ability to operate. Our commercial success will depend in
part on our ability to manufacture, use, sell and offer to sell our product candidates and proposed product candidates without
infringing patents or other proprietary rights of third parties. Although we are not currently aware of any litigation or other
proceedings or third- party claims of intellectual property infringement related to our product candidates, the pharmaceutical
industry is characterized by extensive litigation regarding patents and other intellectual property rights. Other parties may obtain
patents in the future and allege that the use of our technologies infringes these patent claims or that we are employing their
proprietary technology without authorization. Likewise, third parties may challenge or infringe upon our or our licensors’
existing or future patents. Proceedings involving our patents or patent applications or those of others could result in adverse
decisions regarding the patentability of our inventions relating to our product candidates or the enforceability, validity or scope
of protection offered by our patents relating to our product candidates. Even if we are successful in these proceedings, we may
incur substantial costs and divert management’ s time and attention in pursuing these proceedings. If we are unable to avoid
infringing the patent rights of others, we may be required to seek a license, defend an infringement action or challenge the
validity of the patents in court. Patent litigation is costly and time- consuming. We may not have sufficient resources to bring
these actions to a successful conclusion. In addition, if we do not obtain a license, develop or obtain non- infringing technology,
fail to defend an infringement action successfully or have our patents declared invalid, we may incur substantial monetary
damages; encounter significant delays in bringing our product candidates to market; or be precluded from participating in the
manufacture, use or sale of our product candidates or methods of treatment requiring licenses. 17 If our patent and other
intellectual property protection is inadequate, future sales and profits may never materialize or competitors could force our
products completely out of the market. Patents which prevent the manufacture or sale of our products may be issued to others.
We may have to license those patents and pay significant fees or royalties to the owners of the patents in order to keep marketing
our products. This would cause profits en-from any sales to suffer. We have been granted patents or licensed patents in the
United States, but patent applications that have been, or may in the future be, filed by us may not result in the issuance of
additional patents. The scope of any patent issued may not be sufficient to protect our technology. The laws of foreign
jurisdictions in which we intend to sell our products may not protect our rights to the same extent as the laws of the United
States. +7—In addition to patent protection, we also rely on trade secrets, proprietary know- how and teehnotogy-technological
advances. We enter into confidentiality agreements with our employees and others, but these agreements may not be effective in
protecting our proprietary information. Others may independently develop substantially equivalent proprietary information or
obtain access to our know- how. Litigation, which is expensive, may be necessary to enforce or defend our patents or proprietary
rights and may not end favorably for us. We may also choose to initiate litigation against other parties who we come to believe
are infringing these patents. If such litigation is unsuccessful or if the patents are invalidated or canceled, we may have to write
off the related intangible assets and such an event could significantly reduce our earnings. Any of our licenses, patents or other
intellectual property may be challenged, invalidated, canceled, infringed or circumvented and may not provide any competitive
advantage to us. Risks Related to Our Common StockExercise or conversion of warrants, stock options and other convertible
securities will dilute shareholder’ s percentage of ownership. In addition to pre- funded warrants (“ PFWs ), we have issued
stock options and other warrants to purchase shares of our common stock. In the future, we may grant additional stock options,
warrants and convertible securities. The exercise, conversion or exchange of stock options, warrants and convertible securities
will dilute the percentage ownership of our shareholders. The dilutive effect of the exercise or conversion of these securities may
adversely affect our ability to obtain additional capital. The holders of these securities may be expected to exercise or convert
such stock options, warrants and convertible securities at a time when we would be able to obtain additional equity capital on
terms more favorable than such securities or when our common stock is tradlng ata prlce hlgher than the exercise or conversmn
prlce of the securities. Our ROT ; Na ; ve-fa ; At

—Our-stock prlce may be volatile.
The market price of our common stock is hkely to be highly volatile and could ﬂuctuate widely in price in response to various
factors, many of which are beyond our control, including (i) limited trading activity on our common stock, (ii) positive or
negative results achieved in our clinical activities, including regulatory determinations, (iii) our ability to obtain financing, (iv)
additions or departures of key personnel, (v) the specific terms associated with new debt or equity financings, (vi) our ability to
execute our business plan, (vii) loss of any strategic relationship, and (viii) economic and other external factors. 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. +38—Offers or availability for sale of a substantial number of shares of our common stock may cause
the price of our common stock to decline. If our shareholders sell substantial amounts of our common stock in the public market
upon the expiration of any statutory holding period or lockup agreements, under Rule 144, or issued upon the exercise of



outstanding PFWs, stock options, warrants or other convertible securities, it could create a circumstance commonly referred to
as an “ overhang ” and in 18 anticipation of which the market price of our common stock could fall. The existence of an
overhang, whether or not sales have occurred or are occurring, also could make more difficult our ability to raise additional
financing through the sale of equity or equity- related securities in the future at a time and price that we deem reasonable or
appropriate. The shares of our restricted common stock will be freely tradable upon the earlier of: (i) effectiveness of a
registration statement covering such shares and (ii) the date on which such shares may be sold without registration pursuant to
Rule 144 (or other applicable exemption) under the Securities Act of 1933, as amended (*“ Securities Act ™). Investor relations
activities and supply and demand factors may affect the price of our common stock. We expect to utilize various techniques
such as non- deal road shows and investor relations campaigns in order to generate investor awareness. These campaigns may
include personal, video and telephone conferences with investors and prospective investors in which our business practices are
described. We may provide compensation to investor relations firms and pay for newsletters, websites, mailings and email
campaigns that are produced by third parties based upon publicly- available information concerning us. We do not intend to
review or approve the content of such analysts’ reports or other materials based upon analysts’ own research or methods.
Investor relations firms should generally disclose when they are compensated for their efforts, but whether such disclosure is
made or complete is not under our control. In addition, investors may, from time to time, also take steps to encourage investor
awareness through similar activities that may be undertaken at the expense of the investors. Investor awareness activities may
also be suspended or discontinued , which may impact the trading market of our common stock. We have no current plan to pay
dividends on our common stock and investors may lose the entire amount of their investment. We have never paid cash
dividends on our common stock and do not anticipate paying any cash dividends on our common stock for the foreseeable
future. Accordingly, any income derived from our common stock would only come from a rise in the market price of our
common stock, which is uncertain and unpredictable. We cannot assure investors of a positive return on their investment.
Changes in U. S. tax law could adversely affect our business. Changes to tax laws (which changes may have retroactive
application) could adversely affect us or the holders of our common stock. For example, for the fiscal year ended June 30, 2023,
we became subject to Internal Revenue Code Section 174 that requires capitalization of the vast majority of research and
development costs whereas under prior tax law substantially all of these costs were deductible in the year incurred. Section 174
provides that such newly- capitalized costs may be amortized and become deductible over a period of 5 years for U. S. based
costs and 15 years for foreign- based costs. It cannot be predicted whether, when, in what form, or with what effective dates,
new tax laws or regulations may be enacted under existing or new tax laws. This could result in an increase in our tax liability or
require changes in our business in order to mitigate any adverse effects of changes in tax laws. Item 1B. Unresolved Staff
Comments. Not required for smaller reporting companies. Item 1C. Cybersecurity. We have established processes for
assessing, identifying and managing cybersecurity risks, which are built into our information technology function and
are designed to safeguard our information assets and operations from internal and external cyber threats, including
protecting employee and patient information from unauthorized access to or attacks on our networks and systems.
These processes include physical, procedural and technical safeguards, response plans, regular tests on our systems,
incident simulations and routine reviews of our policies and procedures to identify risks and enhance our practices. We
also employ processes to identify material risks from cybersecurity threats associated with our use of third- party service
providers. 19



