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RISKS RELATED TO OUR BUSINESS AND FINANCIAL POSITION We have incurred losses to date and can give no
assurance of profitability. We have incurred losses in each year since our inception. As of the filing of this Annual Report on
Form 10- K, there is a substantial doubt regarding our ability to continue as a going concern. Our net loss for the years ended
June 30, 2023 and 2022 and-2024-was $ H6-17 . 2-1 million and $ 58-108 . 3-8 million, respectively. We have not demonstrated
the ability to be a profit- generating enterprise to date. Even though we expect to have revenue growth in the next several fiscal
years, it is uncertain that the revenue growth will be significant enough to offset our expenses and generate a profit in the future.
Potential investors should evaluate us in light of the expenses, delays, uncertainties, and complications typically encountered by
healthcare businesses, many of which will be beyond our control. These risks include the following: e uncertain market
acceptance of our products and-produet-eandidates-; @ difficulties in maintaining coverage and reimbursement for our products;

e lack of sufficient capital; @ U. S. and foreign regulatory approval of our products and-produet-eandidates-; ® unanticipated
problems, delays, and expense relating to product development and implementation; e lack of sufficient intellectual property; ®
the ability to attract and retain qualified employees; ® competition; and e technological changes. As a result of eurtimited
operating-history-and-the increasingly competitive nature of the markets in which we compete, our historical financial data is of
limited value in antrclpatlng future operating expenses. Our planned expense levels will be based in part on eurexpeetations
ourexpectations concerning future operations, which is difficult to forecast accurately based on eurtmited-operatinghistory
and-our historical strategy of product and / or business acquisition to develop our product and business portfolio. We may be
unable to adjust spending in a timely manner to compensate for any unexpected budgetary shortfall. To obtain revenues from
our products and-preduet-eandidates-, we must succeed, erther alone or Wrth others, in a range of challenging activities, including
expandlng markets for our exrstlng products of-otir-pro e manufacturlng obt&l-m-ng
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satisfying any post- marketing requirements , and obtarnrng rermbursement for our products from private insurance or
government payors. We, and our collaborators, as applicable, may never-sueeeed-not be successful in these activities and, even
if we or our collaborators do, we may never generate revenues that are sufficient to achieve profitability. We have not
established sources of ongoing revenue sufficient to cover operating costs and allow us to continue as a going concern. Since
our inception, we have had significant operating losses. As of June 30, 2023, we had accumulated deficit of $ 304. 1
million. Even though we plan to mitigate the conditions that raise substantial doubt about our ability to continue as a
going concern, we may continue to incur net losses, and our ability to generate positive cash flows from operating
activities is uncertain for the foreseeable future. e have not yetestablished an ongoing source of revenue sufficient to cover
operating costs and-allow-us-to-eontinte-as-agoingeoneern-. Our ability to continue as a going concern is dependent on our
continued operational improvements, refinancing, or obtaining adequate capital to fund operating losses until we become
profitable. If we are unable to generate sufficient cash flows or obtain adequate capital, we may be unable to develop and
commercialize our product offerings and we could be forced to cease operations. We wwik-may need to raise additional funding,
which may not be available on acceptable terms, or at all. Failure to obtain necessary capital when needed may force us to delay,
limit or terminate our product expansion and-development-cfforts or other operations. Further, future sales and issuances of our
common stock or rights to purchase common stock will result in dilution of the percentage ownership of our existing
stockholders and could cause our stock price to fall. We are expendlng resources to eeﬂt-tﬁue—t-he—e*p&ﬂs-teﬂ—e—f
eenmerera-h*zaﬂeﬁ—commerclahze effertsfor-our prescription prod o-obtat

products eandidates-and to service our debt obhgatlon We wﬂ-l—may require
addrtronal funding through public or private equity or debt financings, government or other third- party funding, marketing and
distribution arrangements and other collaborations, strategic alliances and licensing arrangements, or a combination of these
approaches. As of June 30, 2622-2023 , our cash y-and cash equivalents andrestretedeash-totaled $ $9-23 . 40 million. During
the year ended June 30, 20222023 , we raised approximately $ H-15 . 76 million, net of fees, from a combination of common
stock offerings and-eommon-stoek-watrrant-exereises—. Our operating ptan-plans may change as a result of many factors
currently unknown to us, and we could need stgnifieant-additional capital in the future to continue our operations and may need
to seek additional funds sooner than planned. Raising funds in the current economic environment may present additional
challenges. Even if we believe we have sufficient funds for our current or future operating plans, we may seek additional capital
if market conditions are favorable or if we have specrﬁc strategrc Consrderatrons lf we sell common stock convertrble securities
or other equity securities in more than one transaction, ¥ e ATy y
sates—Addittonatly-any such sales may result in material dilution to our exrstlng stockholders and new investors could gain
rights, preferences, and privileges senior to those of our existing common stockholders. Further, any future sales of our common
stock by us or resales of our common stock by our existing stockholders could cause the market price of our common stock to
decline. Any future grants of securities exercisable or convertible into our common stock, or the exercise or conversion of such
shares, and any sales of such shares in the market, could also have an adverse effect on the market price of our common stock. In
addition, we cannot guarantee that future financing will be available in sufficient amounts or on terms acceptable to us, if at all.
The incurrence of additional indebtedness would result in increased fixed payment obligations and we may be required to agree
to eertatnradditional restrictive covenants, such as further limitations on our ability to incur additional debt, additional




limitations on our ability to acquire, sell or license intellectual property rights and other operating restrictions that could
adversely impact our ability to conduct our business. We could also be required to seek funds-23funds through arrangements
with collaborative partners or otherwise at an earlier stage than otherwise would be desirable and we may be required to
relinquish rights to some of our technologies or preduet-products eandidates-or otherwise agree to terms unfavorable to us, any
of which may have a material adverse effect on our business, operating results and prospects. If we are unable to obtain funding
ona tlmely basis, we may be unable to expand the market for our product% —aﬁd+eikbe—feqtrrfed-te-stgfn-ﬂeaﬂ&yheuﬁ&ﬂ7&e}ayef
0 0 0 dev : o0 ; d andidates-or expand our
operations generally or otherwise capltallze on our business opportunmes as desired, Wthh could materially affect our business,
financial condition and results of operations. 26We-We may not have cash available to us in an amount sufficient to enable us to
make interest or principal payments on our indebtedness when due. We have a $ 15. 0 million term loan with Avenue Capital
and up to $ +2-14 . 5 million of secured revolving loans with Eclipse. As of June 30, 2822-2023 , § 3-1 . 8-6 million was
outstanding under the secured revolving loan. All obligations under our loans are secured by substantially all of our existing
property and assets subject to certain exceptions. These debt financings and any future debt financings may create additional
hnanClal risk for us, pamcularly if our busmess or prevaﬂmg hnanClal market conditions are not conducive to pdymg off or

not have suﬁwlent funds, or may be unable to arrange for addltlonal hnancmg, to pay the amounts due on our outstandlng
indebtedness under our debt agreements. Further, funds from external sources may not be available on economically acceptable
terms, if at all. For example, if we raise additional funds through collaboration, licensing or other similar arrangements, it may
be necessary to relinquish potentially valuable rights to our predaet-products eandidates-or technologies, or to grant licenses on
terms that are not favorable to us. If adequate funds are not available when and if needed, our ability to make interest or
principal payments on our debt obligations, and finance our operations ;eurreseareh-and-development-efforts-and other general
corporate activities would be significantly limited and we may be required to delay, significantly curtail , or eliminate one or
more of our programs. Failure to satistfy our current and future debt obligations under our loan agreements with Avenue Capital
or Eclipse could result in an event of default and, as a result, our lenders could accelerate all of the amounts due. In the event of
an acceleration of amounts due under one or both of our debt agreements as a result of an event of default, we may not have
sufficient funds or may be unable to arrange for additional financing to repay our indebtedness. In addition, our lenders could
seek to enforce their security interests in any collateral securing such indebtedness. The terms of our loan agreement place
restrictions on our operating and financial flexibility. If we raise additional capital through debt financing, the terms of any new
debt could further restrict our operating and financial flexibility. The loan agreements with Avenue Capital and Eclipse subject
us to financial covenants and restrictions on our ability to incur liens, incur additional indebtedness, make certain dividends and
distributions with respect to equity securities, engage in mergers and acquisitions or make asset sales without the prior written
consent of the lender. Failure to comply with such covenants could permit the lenders to declare our obligations under the loan
agreements, together with accrued interest and fees, to be immediately due and payable, plus any applicable additional amounts
relating to a prepayment or termination. These restrictive covenants could limit our flexibility in operating our business and our
ability to pursue business opportunities that we or our stockholders may consider beneficial. Any declaration by the lender of an
event of default could significantly harm our business and prospects and could cause the price of our common stock to decline.
We may not have enough available cash or be able to raise additional funds through equity or debt financings to repay these
outstanding obligations at the time any event of default occurs. Further, if we raise any additional capital through debt
financing, the terms of such additional debt could further restrict our operating and financial flexibility. 24We recently
announced that we have been engaged in discussions with various parties regarding potential strategic transactions and
potential financing options. There can be no assurance that this process will result in the pursuit or consummation of
any potential transaction, or that any such potential transaction, if implemented, will provide sufficient funding to
continue our operations. We recently announced that we are engaged in discussions with various parties regarding
potential strategic transactions and potential financing, which could include a financing, sale or licensing of assets,
acquisition, merger, business combination, and / or other strategic transaction or series of related transactions. This
process, including any uncertainty created by this process, involves a number of risks which could impact our business
and our stockholders, including the following: e significant fluctuations in our stock price could occur in response to
developments relating to the process or market speculation regarding any such developments; ® we may encounter
difficulties in hiring, retaining and motivating key personnel during this process or as a result of uncertainties generated
by this process or any developments or actions relating to it; ® we may incur substantial increases in general and
administrative expense associated with increased legal fees and the need to retain and compensate third- party advisors;
and e we may experience difficulties in preserving the commercially sensitive information that may need to be disclosed
to third parties during this process or in connection with an assessment of our strategic options. The review process also
requires significant time and attention from management, which could distract them from other tasks in operating our
business or otherwise disrupt our business. Such disruptions could cause concern to our suppliers, strategic partners or
other constituencies and may have a material impact on our business and operating results and volatility in our share
price. There can be no assurance that this process will result in the pursuit or consummation of any potential transaction
or strategy, or that any such potential transaction or strategy, if implemented, will provide sufficient funding to conduct
our operations. Any outcome of this process would be dependent upon a number of factors that may be beyond our
control, including, among other things, market conditions, industry trends, regulatory approvals, and the availability of
financing on reasonable terms. The occurrence of any one or more of the above risks could have a material adverse



impact on our business, financial condition, results of operations and cash flows. We have indefinitely suspended
development of our AR101 (enzastaurin) clinical development program and shifted our strategic focus towards
accelerating the growth of our commercial business. If we fail to execute successfully on this reprioritized strategic focus,
our business, results of operations and financial condition could be materially and adversely affected. We have
indefinitely suspended our AR101 (enzastaurin) clinical development program and shifted our focus towards
accelerating the growth of our commercial business and achieving operating cash flows. Though we expect that the
suspension of this program will save over $ 20 million in projected future study costs over the next three fiscal years, the
process of reorienting our business strategy may be costly, time consuming and complex, and we have incurred, and may
in the future incur, costs related to this strategic shift. Our strategic reprioritization may result in unexpected expenses or
liabilities and / or write- offs. There is no assurance that we will be successful at executing on our revised strategy or that
any particular course of action, business arrangement or transaction, or series of transactions, will be pursued,
successfully consummated, lead to increased stockholder value, or achieve the anticipated results. If we are unable to
execute successfully on our reprioritized strategic focus, our cash resources may not last as long as estimated and our
business, results of operations and financial condition could be materially and adversely affected. 250ur ability to use our
net operating loss carryforwards and certain other tax attributes may be limited. As of June 30, 2022-2023 , we had federal net
operating loss carryforwards of approximately $ 583-504 . 2-0 million. The available net operating losses, if not utilized to offset
taxable income in future periods, will begin to expire in 2024 and, except for certain indefinite- lived net operating loss
carryforwards, will completely expire in 2037. Under the Internal Revenue Code of 1986, as amended (the “ Code ) and the
regulations promulgated thereunder, including, without limitation, the consolidated income tax return regulations, various
corporate ownership changes could limit our ability to use our net operating loss carryforwards and other tax attributes to offset
our income. 27A#-An “ ownership change ” (generally a 50 % change in equity ownership over a three- year period) under
Section 382 of the Code could limit our ability to offset, post- change, our U. S. federal taxable income. Section 382 of the Code
imposes an annual limitation on the amount of post- ownership change taxable income a corporation may offset with pre-
ownership change net operating loss carryforwards and certain recognized built- in losses. We believe that the June 2021
acquisition of Neos caused an ownership change of Neos, resulting in a limitation in our ability to use their pre- acquisition net
operating loss carryovers. We also believe that the financing transactions in fiscal 2022 and 2023 may have caused, together
with equity ownership changes in the past five-three years, an ownership change resulting in a limitation of our ability to use
our pre- acquisition net operating loss carryovers. The ownership change scenario could result in an increased future tax liability
to us. If we fail to establish and maintain proper internal controls, our ability to produce accurate financial statements or comply
with applicable regulations could be impaired. Our management is responsible for establishing and maintaining adequate
internal control over financial reporting. Pursuant to Section 404 of the Sarbanes- Oxley Act, our management conducted an
assessment of the effectiveness of our internal controls over financial reporting for the year-quarter ended June-September 30,
20212022 , and concluded thdt a certain control was not effective. We concluded thdt we had a mdterlal weakness in mtemdl
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. In fespeﬂse-addltlon we concluded have-taken
believe-that the
-tsstte—has—been—rernedﬂted—l:er—we had a materlal weakness in 1nternal control over ﬁnanclal reportlng for the year ended
June 30, 2622-2023 related to our analysis for the accounting for valuation of our inventory. Our Audit Committee
conducted an internal investigation to identify and determine plans to remediate the material weaknesses and to enhance
our overall control environment. We will not consider the material weaknesses remediated until our enhanced control is
operational for a sufficient period of time and tested , we-have-enabling management to eonchided-- conclude that eur
internal-the enhanced controls are operating effectively. Our remediation plan includes the implementation of controls
over finanetal-reporting-were-effeetive-the process of reviewing significant and complex contracts and agreements and we
believe that the issues have been remediated . If Hewever+fin the future we were to conclude that our internal controls over
financial reporting were not effective, we cannot be certain as to the timing of completion of our evaluation, testing and
remediation actions or their effect on our operations because there is presently no precedent available by which to measure
compliance adequacy. As a consequence, we may not be able to complete any necessary remediation process in time to meet our
deadline for compliance with Section 404 of the Sarbanes- Oxley Act. Also, there can be no assurance that we will not identify
one or more material weaknesses in our internal controls in connection with evaluating our compliance with Section 404 of the
Sarbanes- Oxley Act. The presence of material weaknesses could result in financial statement errors which, in turn, could
require us to restate our operating results. If we are unable to conclude that we have effective internal controls over financial
reporting or if our independent auditors are unwilling or unable to provide us, when required, with an attestation report on the
effectiveness of internal controls over financial reporting as required by Section 404 of the Sarbanes- Oxley Act, investors may
lose confidence in our operating results, our stock price could decline and we may be subject to litigation or regulatory
enforcement actions. In addition, if we are unable to meet the requirements of Section 404 of the Sdrbanes Oxley Act, we may
not be able to maintain listing on the NASDAQ Capital Market . Due to our current filing status, we are not required to have
our independent registered public accounting firm deliver an attestation report on the effectiveness of our internal
control over financial reporting. 26We have been and in the future may become a defendant in one or more stockholder
derivative, class- action, and other litigation, and any such lawsuits may adversely affect our business, financial
condition, results of operations and cash flows. We and certain of our officers and directors have been and may in the
future become defendants in one or more stockholder derivative actions or other class- action lawsuits. For example: o
Two putative class action lawsuits were filed on February 9, 2022 and March 7, 2022 derivatively and on behalf of all



Aytu stockholders, challenging the grant in 2021 of certain stock option awards to directors and officers, and seeking
rescission of the awards, unspecified damages to stockholders as a result of the awards, and attorneys’ fees. ® A
shareholder derivative suit was filed on September 12, 2022, derivatively and on behalf of all Aytu stockholders, against
certain of our current and former directors and stockholders, alleging breaches of fiduciary duties in connection with
certain acquisitions, and seeking unspecified damages, equitable relief, restitution, disgorgement of profits, enhanced
governance and internal procedures, and attorneys’ fees. See Part I, Item 3. Legal Proceedings for more information on
these lawsuits. These lawsuits can divert our management’ s attention and resources from our ordinary business
operations, and we would likely incur significant expenses associated with their defense (including, without limitation,
substantial attorneys’ fees and other fees of professional advisors and potential obligations to indemnify current and
former officers and directors who are or may become parties to such actions). In connection with these lawsuits, we may
be required to pay material damages, consent to injunctions on future conduct and / or suffer other penalties, remedies
or sanctions, or issue additional shares upon the exercise of certain warrants, which may cause additional dilution. In
addition, any such future lawsuits could adversely impact our reputation and / or ability to launch and commercialize
our products, thereby harming our ability to generate revenue. Accordingly, the ultimate resolution of these matters and
any future matters could have a material adverse effect on our business, financial condition, results of operation and
cash flow and, consequently, could negatively impact the trading price of our common stock . RISKS RELATED TO
COMMERCIALIZATIONWe are heavily dependent on the commercial success of our commercial products. To date, we have
not generated sufficient revenues from the sales of these products to achieve profitability and we may never achieve or maintain
profitability. Our ability to become profitable depends upon our ability to generate increased revenues from sales of our
prescription and consumer health product portfolios. While we have been selling pharmaceutical products for several years, we
have limited commercial experience selling our current lineup of pharmaceutical products, having only generated revenues from
the sale of our pediatric products since acquiring that portfolio in November 2019 and from our ADHD products since acquiring
that portfolio in March 2021. None of our marketed prescription or consumer health products have thus far generated product
sales revenues at levels sufficient for us to attain profitability. We have not generated any revenues from product sales of any
other product candidates and, to date, have incurred significant operating losses. 28We-We have incurred, and anticipate
continuing to incur, significant costs associated with commercialization of our approved products and, if approved, any other
product candidates that we may develop. It is possible that we will never attain sufficient product sales revenues to achieve
profitability. H-27If we are unable to differentiate our products erpreduet-eandidates-from branded drugs or existing generic
therapies for similar treatments, or if the FDA or other applicable regulatory authorities approve additional generic products
that compete with any of our products erpredueteandidates-, our ability to successfully commercialize such products er-preduet
eandtdates-would be adversely affected. We expect to compete against branded drugs with distinct clinical attributes and to
compete with their generic counterparts that will be sold for a lower price. Although we believe that our Rx Portfolio is and
produet-eandidates-are-or will be differentiated from branded drugs and their generic counterparts, if any, including through
clinical efficacy or through improved patient compliance ane-, case of administration , and our patient support programs , it
is possible that such differentiation will not impact our market position. If we are unable to achieve significant differentiation for
our products and preduet-eandidates-accompanying support services against other drugs, the opportunity for our products ane;
Happreved,produeteandidates-to achieve premium pricing and be commercialized successfully would be adversely affected.
After arra New Drug Application (“ NDA ”), including a 505 (b) (2) application, is approved, the covered product becomes a ¢
listed drug ” that, in turn, can be cited by potential competitors in support of approval of an abbreviated new drug apphcatlon, or
ANDA. The FDCA, implementing regulations and other applicable laws provide incentives to manufacturers to create modified,
non- infringing versions of a drug to facilitate the approval of an ANDA or other application for generic substitutes. These
manufacturers might only be required to conduct a relatively inexpensive study to show that their product has the same active
ingredient (s), dosage form, strength, route of administration, and conditions of use, or labeling as our product candidate and that
the generic product is bioequivalent to ours, meaning it is absorbed in the body at the same rate and to the same extent as our
product candidate. These generic equivalents, which must meet the same quality standards as the listed drugs, would be
significantly less costly than ours to bring to market and companies that produce generic equivalents are generally able to offer
their products at lower prices. Thus, after the introduction of a generic competitor, a significant percentage of the sales of any
branded product, such as our Rx Portfolio products, can be lost to the generic version. Accordingly, competition from generic
equivalents to our preduet-products eandidateswould-could materially adversely impact our revenues, profitability and cash
flows and substantially limit our ability to obtain a return on the investments we have made in our produet-products eandidates-.
FFor example, on July 25, 2016, Neos received a paragraph IV certification from Actavis advising them that Actavis filed an
ANDA with the FDA for a generic version of Adzenys XR- ODT. On October 17, 2017, se-Neos entered into a Settlement
Agreement and a Licensing Agreement with Actavis (which is now owned by Teva) , pursuant to which Neos granted Actavis
the right to manufacture and market its now approved generic version of Adzenys XR- ODT under the ANDA beginning on
September 1, 2025, or earlier under certain circumstances. On October 31, 2017, Neos received a paragraph IV certification
from Teva advising them that Teva filed an ANDA with the FDA for a generic version of Cotempla XR- ODT. On December
21,2018, Neos entered into a Settlement Agreement and a Licensing Agreement with Teva, pursuant to which we have granted
Teva the right to manufacture and market its now approved generic version of Cotempla XR- ODT under the ANDA beginning
on July 1, 2026, or earlier under certain circumstances. ©ar-While we expect to wind down or monetize our eenstmer
Consumer health-Health divistonr-Segment, the Consumer Health Segment relies heavily on obtaining products that change
from a prescription to over the counter through an FDA approval process. Any delays in this process might impact the financial
performance of our consumer health-Health diviston-Segment . Our eonsumer-Consumer health-Health divistonaetively
Segment has purstes-pursued opportunities where existing prescription drugs have recently, or are expected to, change from a



prescription to over- the- counter. Historically the FDA has highly scrutinized any product application submitted to switch a
product from phystetanrpreseribed-prescription to unsupervised over- the- counter use by the general public. The continued
expansion of Rx- to- OTC switches is eritieatimportant to our Consumer Health Segment’ s future growth. Reluctance of
FDA to approve Rx- to- OTC switches in new product categories could impact that growth and could impact the financial
performance of our eenstmer-Consumer health-Health diviston-Segment . 290ur-—- Our pharmaceutical ydevtee-and consumer
health products may prove to be difficult to effectively commercialize as planned or on the timeframes we announce and expect.
Various commercial, regulatory, and manufacturing factors may impact our ability to maintain or grow revenues from sales of
our pharmaceutical ;dewtee-and consumer health product offerings. Moreover, we have limited expertenee-28experience sclling
some of our current products given their acquisition from other companies or their recent approval. We sometimes estimate for
planning purposes the timing of the accomplishment of various scientific, clinical, regulatory, and other product development
objectives and, from time to time, we may publicly announce the expected timing of some of these milestones. The achievement
of many of these milestones may be outside of our control and if we fail to achieve announced milestones in the timeframes we
announce and expect, the commercialization of our preduet-products eandidates-may be delayed and our business, prospects
and results of operations may be harmed. Specifically, we may encounter difficulty by virtue of the following, each of which
could be negatrvely nnpacted 1f expected tnneframe goals are not achreved e our available capital resources; ® our inability to

v q ; : ; -te-have clear proprietary rights to the products; @
our 1nab111ty to manufacture or cost- effectrvely manufacture the products; e our inability to adequately market and increase
sales of any of these products e cxistence of adverse side effects that make using the products less desirable; ® our inability to
; ately Ay : ; te-attract and retain a skilled support team,
marketing staff and sales force necessary to increase the market for our approved products and to maintain market acceptance
for our preduet-products eandidates—; ® our inability to secure continuing prescribing of any of these products by current or
previous users of the product; e our inability to effectively transfer and scale manufacturing as needed to maintain an adequate
commercial supply of these products; @ reimbursement and medical policy changes that may adversely affect the pricing,
profitability or commercial appeal of pharmaceutical products; and e our inability to effectively identify and align with
commercial partners outside the U. S., or the inability of those selected partners to gain the required regulatory, reimbursement,
and other approvals needed to enable Commer01al success of our products the-HealightPlatfornr. We rely on limited sources of
supply for our products, and any disruption in the chain of supply may impact production and sales of our products, and cause
delays in developing and commercializing our predueteandidates-and-currently manufactured and commercialized products.
Many-Some of our products are produced in single annual production lots by single- source suppliers. Due to the limited
production quantities, production of these lots may not be prlorrtrzed by the thrrd party manufacturer and may not be scheduled
and produced at all. d ; pro y A ; ;
are reliant on a limited number of supphers for resin, drug compounds, Coatrng and other Component substances of our ﬁnal
produet-eandidates-and-products. [f any of these single source suppliers were to 38breaeh—- breach or terminate its supply
agreement, if any, with us or otherwise not supply us, we would need to identify an alternative source for the supply of
component substances for our preduet-eandidates-and-products. If we fail to procure supply of our products, we could lose
potential revenue and our business, financial condition, results of operation and reputation could be adversely affected.
Identifying an appropriately qualified source of alternative supply for any one or more of the component substances for our
produet-eandidates-or-products could be time consuming, and we may not be able to do so without incurring material delays in
the development and commercialization of our approved products or predueteandidates-er-a decrease in sales of our approved
products, which could harm our financial position and commercial potential for our preduet-eandidates-and-products. Any
alternative vendor would also need to be qualified through an NBA-FDA Prior Approval supplement-Supplement process
which could result in further delay %MM The FDA, DEA, or other regulatory
agencies outside of the United States may also require additional studies if we enter into agreements-29agreements with new
suppliers for the manufacture of our ADHD products that differ from the supphers used for clinical developrnent of such
produetproducts eandidates-. These factors could cause the delay of elintes : APE
er-commercialization of our products aned-preduet-eandidates-, cause us to incur hrgher costs and prevent us from
commercializing them successfully. Furthermore, if our suppliers fail to deliver the required commercial quantities of
components and APIs on a timely basis and at commercially reasonable prices, including if our suppliers did not receive
adequate DEA quotas for the supply of certain scheduled components, and we are unable to secure one or more replacement
suppliers capable of production at a substantially equivalent cost, commercialization of our ADHD products may be delayed or
we could lose potential revenue and our business, financial condition, results of operation and reputation could be adversely
affected. We rely on Fhird-third parties manufacture certain products, and third - party manufacturing risks and
inefficiencies may result in costs and delays that prevent us from successfully commercializing products and adversely
affect our ability to produce our products. Our ADHD products are currently manufactured in our own production facility
in Grand Prairie, Texas. \We expeetare in the process of outsourcing the manufacturing of our ADHD products to engage
a third parttesto—- party m&ﬁu—faeﬁtfe-manufacturer to produce commercral quantrtres of our ADHD products beginning in late
calendar 2023 - y otr— Or produets-early
calendar 2024 .If the th1rd party is not successful or does not meet our expectatrons (for example timeliness of
production,quantity of production,maintenance of needed documentation or regulatory compliance),we may have to find a
different manufacturer and incur expenses and delays in the process.Manufacturers of our ADHD products must comply with
good manufacturing practice (" GMP") requirements enforced by the FDA,NMPA,EMA and other comparable foreign health
authorities through facilities inspection programs.These requirements include quality control,quality assurance,and the
maintenance of records and documentation.Manufacturers of our FDA regulated products may be unable to comply with these




GMP requirements and with other FDA,NMPA ,EMA, DEA, state,and foreign regulatory requirements.A failure to comply with
these requirements may result in fines and civil penalties,suspension of production,suspension or delay in product
approval,product seizure or recall,or withdrawal of product approval.If the safety of any quantities supplied is compromised due
to a manufacturer’ s failure to adhere to applicable laws or for other reasons,we may not be able to obtain regulatory approval
for or successfully commercialize our drugs,which would seriously harm our business.For all efourproduetsinthe-other
products and nearfuture—For-any future product, we expect to use third- party manufacturers because we wit-do not expect to
have our own manufacturing capabilities. In determining the required quantities of any product and the manufacturing schedule,
we must make significant judgments and estimates based on inventory levels, current market trends and other related factors.
Because of the inherent nature of estimates and our limited experience in marketing our current products, there could be
significant differences between our estimates and the actual amounts of product we require. If we do not effectively maintain our
supply agreements, we will face difficulty finding replacement suppliers, which could harm sales of those products. If we fail in
similar endeavors for future products, we may not be successful in establishing or continuing the commercialization of our
products and-predueteandidates-. Reliance on third- party manufacturers entails risks to which we would not be subject if we
manufactured these components ourselves, including: e reliance on third parties for regulatory compliance and quality
assurance; ® possible breaches of manufacturing agreements by the third parties because of factors beyond our control; e
possible regulatory violations or manufacturing problems experienced by our suppliers; and e possible termination or non-
renewal of agreements by third parties, based on their own business priorities, at times that are costly or inconvenient for us.
Further, if we are unable to secure the needed financing to fund our internal operations, we may not have adequate resources
required to effectively and rapidly transition to a third- party CMO for our ADHD products. We may net-30not be able to meet
the demand for our products if one or more of any third- party manufacturers is unable to supply us with the necessary
components that meet our specifications. It may be difficult to find alternate supplrers for any of our products erproduet
ea-nel-td&tes—rn a timely manner and on terms acceptable to us. d o-clinten
; atory ; —The rnanufacturlng processes and facrlrtles of third- party manufacturers
we have engaged for our current approved products are,and any future third- party manufacturer will be,required to comply with
the federal Quality System Regulation,or QSR,which covers procedures and documentation of the
design,testing,production,control,quality assurance,labeling,packaging,sterilization,storage and shipping of devices.The FDA
enforces the QSR through periodic unannounced inspections of manufacturing facilities.Any inspection by the FDA could lead
to additional compliance requests that could cause delays in our product commercialization.Failure to comply with applicable
FDA requirements,or later discovery of previously unknown problems with the manufacturing processes and 46faetittes—-
facilities of third- party manufacturers we engage,including the failure to take satisfactory corrective actions in response to an
adverse QSR inspection,can result in,among other things:e® administrative or judicially imposed sanctions;® injunctions or the
imposition of civil penalties;® recall or seizure of the product in question;e total or partial suspension of production or
distribution;e the FDA’ s refusal to grant pending future clearance or pre- market approval;e® withdrawal or suspension of
marketing clearances or approvals;e clinical holds;e warning letters;® refusal to permit the export of the product in
question;and e criminal prosecution.Any of these actions,in combination or alone,could prevent us from marketing,distributing
or selling our products,and would likely harm our business.In addition,a product defect or regulatory violation could lead to a
government- mandated or voluntary recall by us.We believe the FDA would request that we initiate a voluntary recall if a
product was defective or presented a risk of injury or gross deception.Regulatory agencies in other countries have similar
authority to recall drugs or devices because of material deficiencies or defects in design or manufacture that could endanger
health. Any recall would divert our management attention and financial resources,expose us to product liability or other
claims,and harm our reputation with customers. We-ptan-Third party performance failures may increase our development

costs,delay our ability to eutseufee—t-he—mantrfae‘fuﬂng—ef—obtam regulatory approval and delay ot or -ABH-D—prevent the
commerc1allzatlon of our products te-a

such alternative sources,we may
third-partyis-not be able to enter into replacement arrangements w1thout incurring delays or addltlonal costs. 3 llf we or
our contract manufacturer fail to manufacture our ADHD products in sufficient quantities and at acceptable quality and
pricing levels, or fail to obtain adequate DEA quotas for controlled substances, or to fully comply with cGMP regulations, we
may face delays in the commercialization of these products er-eurprodueteandidates;if-approved-, or be unable to meet market
demand, and may be unable to generate potential revenues. The manufacture of pharmaceutical products requires significant
expertise and capital investment, including the development of advanced manufacturing techniques and process controls, and
the use of specialized processing equipment. Pharmaceutical companies often encounter difficulties in manufacturing,
particularly in scaling up production of their products. These problems include manufacturing difficulties relating to production
costs and yields, quality control, including 