Risk Factors Comparison 2024-03-29 to 2023-03-24 Form: 10-K

Legend: New Text Remeved-Fext-Unchanged Text Moved Text Section

Investing in our securities eemmen-=steek-involves a high degree of risk. Set forth below are certain material risks and
uncertainties known to us that could adversely affect our business, financial condition, or results of operations or could cause
our actual results to differ materially from our expectations expressed elsewhere-in this-Annual-Repert-our filings with the SEC
and other public statements . The occurrence of the events contemplated by one or more of the factors we describe below
could cause the market price of our securities eemmen-stoel-to decline, resulting in the loss of all or part of any investment in
our common stock. Furthermore, other risks that are currently unknown to us or that we currently believe to be immaterial may
also, nevertheless, adversely affect our business, financial condition, or results of operations in a way that is material. You
Before-investingirour-eommonstoekyou-should carefully consider these-- the risks— risk and-uneertainties;-factors set forth
below as may updated by our subsequent filings under the Exchange Act together with all the other information in this
Annual Report, including our consolidated financial statements and the related notes ;-the-nformation-included in ;-Part Il —,
[tem 7—8 — Financial Statements and Supplementary Data of this Annual Report and the information set forth in Part
II, Item 7A-- Management’ s Discussion and Analysis of Financial Condition and Results of Operations, and-as well as in our
the-other filings with the SEC, before making any investment decisions. Furthermore, the risks and uncertainties
described below and in the other information ineerperated-heretrrmentioned above are not the only ones the Company
faces. Additional risks and uncertainties not presently known to the Company or that we currently believe to be
immaterial could, nevertheless, adversely affect the Company’ s business, operating results and financial condition, as
well as adversely affect the value of an investment in the Company’ s securities, and the occurrence of any of these risks
might cause you to lose all or part of your investment. Summary of Risk Factors ¢ The Company is a clinical stage
biopharmaceutical company and has incurred significant losses since its inception. The Company expects its net losses to
continue for the foreseeable future. The Company is not currently profitable and may never achieve or sustain
profitability. The Company is unable to predict the extent of future losses or when it might become profitable, if ever. ®
The Company will require additional capital to fund its operations. If the Company fails to obtain necessary financing
on acceptable terms, or at all, it may not be able to complete the development and commercialization of neflamapimod. o
The Company currently does not have, and may never have, any products that generate significant revenues. ® The
Company is heavily dependent on the success of its lead product candidate, neflamapimod, which is still under clinical
development. If neflamapimod does not receive regulatory approval or is not successfully commercialized, the Company’
s business will be materially harmed. ® The development and commercialization of drug products is subject to extensive
regulation, and the regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time-
consuming, and inherently unpredictable. There is no guarantee that the Company’ s planned clinical trials for
neflamapimod to treat patients with DLB, or in any other indications that the Company may pursue, will be successful.
If the Company is ultimately unable to obtain regulatory approval for neflamapimod on a timely basis, or at all, its
business will be substantially harmed. e Clinical drug development involves a lengthy and expensive process, with an
uncertain outcome. The Company may incur additional costs or experience delays in completing, or ultimately be unable
to complete, the development and commercialization of neflamapimod or any other product candidates the Company
may develop or acquire. ® The Company has concentrated its research and development efforts on the treatment of
DLB, a disease that has seen limited success in drug development. The ability to successfully develop drugs for DLB and
other age- related neurologic disorders is extremely difficult and is subject to a number of unique challenges. In addition,
its rationale for neflamapimod in the treatment of DLB is based on a scientific understanding of the disease that may be
wrong. e Enrollment and retention of participants in clinical trials is an expensive and time- consuming process and
could be made more difficult or rendered impossible by referenee-multiple factors outside the Company’ s control. e
Results of preclinical studies and early clinical trials may not be indicative of results obtained in later trials. In addition,
preliminary, topline and interim data from the Company’ s clinical trials that the Company may announce or publish
from time to time may change as more patient data become available and are subject to audit and verification
procedures that could result in material changes in the final data. e If the Company does not adequately protect its
proprietary rights, the Company may not be able to compete effectively. ® The Company has no history of
commercializing pharmaceutical products, which may make it difficult to evaluate the prospects for its future viability. e
Even if neflamapimod or any other product candidate the Company develops receives marketing approval, it may fail to
achieve the level of acceptance necessary for commercial success. ® The Company’ s future success depends in large part
on the Company’ s ability to retain its key employees, as well as its ability to attract, train and motivate additional
qualified personnel. The Company may also encounter difficulties in managing its growth, which could disrupt its
operations. ® The Company has identified material weaknesses in its internal control over financial reporting which, if
not corrected, could affect the reliability of the Company’ s financial statements and have other adverse consequences.
The Company may identify additional material weaknesses in its internal controls over financial reporting which it may
not be able to remedy in a timely manner. If the Company fails to maintain proper and effective internal controls, its
ability to produce accurate financial statements on a timely basis could be impaired . Risks Related to OurBusiness-the
Company’ s Limited Operating History , Financial Pesitten-Condition and Need for Additional Capital Investment in
pharmaceutical product development is highly speculative because it entails substantial upfront capital expenditures and



significant risk that any potential product candidate will fail to demonstrate adequate effect or an acceptable safety
profile , gain regulatory approval, and become commercially viable. The Company has incurred net losses since its
inception, and as of December 31, 2023, it had an accumulated deficit of approximately $ 54. 4 million. The Company
expects to incur net losses for the foreseeable future as it incurs significant clinical development costs related to the
advancement of neflamapimod. The Company has not commercialized any products and has never generated revenue
from neflamapimod or any other product. In order to obtain revenues from any product candidate, the Company must
succeed, either alone or in collaboration with others, in developing, obtaining regulatory approval for, and
manufacturing and marketing drugs with significant market potential. The Company may never succeed in these
activities and may never generate revenues that are significant enough to achieve profitability. The Company expects to
incur significant additional operating losses for at least the next several years as it advances neflamapimod through
clinical development, conducts clinical trials, seeks regulatory approval and commercializes neflamapimod, if it is
ultimately approved for marketing. The costs of advancing product candidates into each successive clinical phase of the
clinical development process tend to increase substantially. Therefore, the total costs to advance neflamapimod to
marketing approval in even a single jurisdiction will be substantial. Due to the numerous risks and uncertainties
associated with pharmaceutical product development, the Company is unable to accurately predict the timing or amount
of increased expenses, or when or if it will be able to begin generating revenue from the commercialization of
neflamapimod, let alone achieve or maintain profitability. The amount of the Company’ s future net losses will depend,
in part, on the rate of future growth of its expenses, if and when neflamapimod is approved for marketing in various
jurisdictions and its ability to generate revenues from any drug candidate that may ultimately be approved. If the
Company is unable to develop and commercialize one or more product candidates, either alone or through
collaborations, or if revenues from any product that receives marketing approval are insufficient, it will not achieve
profitability. Even if the Company does achieve profitability, it may not be able to sustain it, which could materially and
adversely affect its business. The Company expects to spend substantial amounts to complete the development of, seek
regulatory approvals for, and commercialize neflamapimod, if it is ultimately approved for marketing. These
expenditures will include costs related to the RewinD- LB Trial and costs associated with its license agreement with
Vertex, under which the Company is obligated to make certain payments in connection with the achievement of specified
events. Until such time, if ever, that the Company can generate sufficient product revenue and achieve profitability, it
expects to seek to finance future cash needs through equity or debt financings and / or corporate collaboration, licensing
arrangements and grants. Based upon the Company’ s current operating plan, the Company believes that the Company’
s cash and cash equivalents as of December 31, 2023, will not be sufficient to enable the Company to fund its operating
expenses and capital expenditure requirements for a period of at least 12 months following the issuance of the financial
statements included elsewhere in this Annual Report without an additional equity or debt financing. On March 28, 2024,
the Company entered into a securities purchase agreement with certain purchasers named therein related to the private
placement of an aggregate of 2, 532, 285 units, each comprised of (i) (A) one share of common stock or (B) one Pre-
Funded Warrant and (ii) one Series A Warrant. The 2024 Private Placement is expected to close on or about April 1,
2024, subject to customary closing conditions. The aggregate upfront gross proceeds from the 2024 Private Placement
are expected to be approximately $ 50 million, before deducting offering fees and expenses, and additional gross
proceeds of up to approximately $ 99. 4 million may be received if the Series A Warrants are exercised in full for cash.
The foregoing estimate does not reflect the Company’ s expected receipt of proceeds from the 2024 Private Placement.
The Company’ s estimates and expectations regarding its cash runway are based on assumptions that may prove to be
incorrect, and changing circumstances could cause it to consume capital faster or in different ways than the Company
currently expects. For example, the RewinD- LB Trial may be more expensive, time- consuming, or difficult to
implement than the Company currently anticipates. Because the length of time and activities associated with the
successful development of neflamapimod are highly uncertain, the Company is unable to estimate the actual funds it will
require to complete research and development and ultimately commercialize its drug candidate for one or more
indications. The Company’ s future capital requirements will depend on, and could increase significantly as a result of,
many factors, including: e the enrollment, progress, timing, costs and Resultsresults of the RewinD- LB Trial and any
future phase 3 trial evaluating neflamapimod in DLB, as well as if and when it pursues additional development plans for
neflamapimod in other disease indications, such as recovery after anterior circulation ischemic stroke or EOAD; o the
outcome, timing and cost of meeting regulatory requirements established by the FDA and other comparable foreign
regulatory authorities; e its ability to reach certain milestone events set forth in its collaboration agreements and the
timing of such achievements, triggering obligations to make applicable payments; e the hiring of additional clinical,
scientific and commercial personnel to pursue the Company’ s development plans, as well the increased costs of internal
and external resources as to support the Company’ s Operation-operations s-as a public reporting company; e the cost
timing of securing manufacturing arrangements for clinical or commercial production; e the cost of establishing,
either internally or in collaboration with others, sales, marketing and distribution capabilities to commercialize
neflamapimod, if approved; e the cost of filing, prosecuting, enforcing, and defending its patent claims and other
intellectual property rights, including defending against any patent infringement actions brought by third parties
against the Company; e the ability to receive additional non- dilutive funding, including the Company’ s pending request
for additional funding under the NIA Grant and other grants from Organizational-organizations Strueture-and
foundations; e the Company’ s ability to establish strategic collaborations, licensing or other arrangements with other
parties on favorable terms, if at all; and e the extent to which the Company may in- license or acquire other product
candidates or technologies. The Company may raise additional capital in the future through a variety of sources,



including public or private equity offerings, debt financings, grant funding, or strategic collaborations and licensing
arrangements. However, adequate additional financing may not be available to the Company on acceptable terms, or at
all. The Company’ s failure to raise capital as and when needed would have a negative effect on its financial condition
and its ability to pursue its business strategy. If the Company is unable to secure additional capital in sufficient amounts
or on terms acceptable to the Company, it may have to delay, scale back or discontinue its development or
commercialization activities for neflamapimod. Further, to the extent that the Company raises additional capital through
the sale of common stock or securities convertible or exchangeable into common stock, current stockholder’ s ownership
interest in the Company will be diluted. In addition, any debt financing may subject the Company to fixed payment
obligations and covenants limiting or restricting its ability to take specific actions, such as incurring additional debt,
making capital expenditures or declaring dividends. If the Company raises additional capital through collaborations,
strategic alliances or licensing arrangements with third parties, the Company may have to relinquish certain valuable
intellectual property or other rights to its product candidates, technologies, future revenue streams or research programs
or grant licenses on terms that may not be favorable to it. Even if the Company were to obtain sufficient funding, there
can be no assurance that it will be available on terms acceptable to the Company or its stockholders. The Company is a
clinical- stage biopharmaceutical company focused on developing treatments for age- related neurologic disorders,
currently has no products that are approved for commercial sale, and it is possible it may never be able to develop a
marketable product. To date, the Company has not generated any revenues from its lead product candidate,
neflamapimod, or from any other product candidate. The Company cannot guarantee that neflamapimod, or any other
product candidate that it may develop or acquire in the future, will ever become a marketable product. The research,
testing, manufacturing, labeling, approval, sale, marketing and distribution of drug products are subject to extensive
regulation in the U. S. and in other countries. Before the FDA and other regulatory authorities in the European Union
and elsewhere will approve neflamapimod (or any other drug candidate) for commercialization, the Company must
demonstrate that it satisfies rigorous standards of safety and efficacy for each of its intended uses. If approved, in order
to compete effectively in the commercial marketplace, drugs must be easy to administer, cost- effective and economical to
manufacture on a commercial scale. The Company may not achieve any of these objectives. The Company initiated its
RewinD- LB Trial in the second quarter of 2023 and anticipates completing enrollment in the study in the second quarter
of 2024. The Company cannot be certain that the RewinD- LB Trial or any future clinical development of neflamapimod
will be successful, or that it will receive the regulatory approvals required to commercialize neflamapimod for any
intended use, or that any future research and drug discovery programs undertaken by the Company will yield a drug
candidate suitable for investigation through clinical trials. Even if the Company is able to successfully develop
neflamapimod through approval and commercialization, any revenues from sales of the drug may not materialize for
several years, if at all. The Company has a history of operating losses and expect to continue to incur losses in the
foreseeable future, which raises substantial doubt about its ability to continue as a going concern. As discussed further in
Note 2 to the Company’ s consolidated financial statements included elsewhere in this Annual Report, the Company has
a history of operating losses and expects to continue to incur losses in the foreseeable future, which raises substantial
doubt regarding the Company’ s ability to continue as a going concern. As described in further detail above, the
Company currently has no sources of revenue and its ability to continue as a going concern is dependent on its ability to
raise capital to fund operations and future business plans. Additionally, volatility in the capital markets and general
economic and geopolitical conditions in the U. S. and globally may be a significant obstacle to raising the required funds
as and when needed. The Company’ s consolidated financial statements do not include any adjustments that might be
necessary should the Company be unable to continue as a going concern. If the going concern basis were not appropriate
for these financial statements, adjustments would be necessary in the carrying value of assets and liabilities, the reported
expenses and the balance sheet classifications used. If the Company is unable to continue as a going concern, its
stockholders could suffer the loss of all or a substantial portion of their investment in us. The RewinD- LB Trial is
funded by a non- dilutive grant that is subject to certain conditions for funding in subsequent years. The Company’ s
RewinD- LB Trial is funded by a grant from the NIA, the funds from which will be disbursed over the course of the
study as costs are incurred. The Company’ s receipt of the funds awarded to support future year costs are subject to both
the availability of funds (i. e., the NIA is funded by Congress in subsequent fiscal years) and the Company’ s
demonstration of progress in the project that is in line with the timelines provided in the grant. If such funds are no
longer available, including due to a government shutdown that prohibits the disbursal of such funds, or the Company
fails to demonstrate such progress, the Company’ s ability to continue its clinical programs may be impaired and
delayed, and the Company may otherwise need to seek additional financing. For example, the Company was granted
access to $ 7. 3 million under the NIA Grant in February 2024, 90 % of the full amount of the second year of funding
provided for in the NIA Grant, due to current NIA policy as a result of the U. S. government currently being funded on
the basis of a continuing resolution. The timing of the Company’ s receipt of the remaining 10 % of the grant, or $ 0. 8
million, of current year funding is dependent upon and subject to U. S. congressional approval of a final appropriations
bill. In addition, in December 2023, we submitted a request for supplemental funds in the amount of $ 4. 0 million, of
which, if approved, $ 3. 9 million would be received in the current year and the remainder would be received in next the
funding year. The request for supplemental funds was initially reviewed by the NIA in January 2024 but, due to the NIA
currently working under the Continuing Resolution, completion of the review was delayed and the request is currently
scheduled to be reviewed for approval in May 2024. currently expect to receive the remaining 10 %, or $ 0. 8 million,
of the previously approved year 2 funding upon U. S. congressional approval of a final appropriations bill, the
supplemental amount of $ 4. 0 million following NIA review of our supplement request, and the year 3 funding of $ 6. 2



million in February 2025. However, there can be no guarantee that the NIA will approve this supplement request and
that any such amounts will be received. If the Company is unable to secure additional capital through approval of the
supplemental request or other means, it may have to delay, scale back or discontinue its development or
commercialization activities for neflamapimod. The Company could be subject to audit and repayment of the NIA
Grant. In connection with the NIA Grant, the Company may be subject to routine audits by certain government
agencies. As part of an audit, these agencies may review the Company’ s performance, cost structures and compliance
with applicable laws, regulations, policies and standards and the terms and conditions of the applicable NIA Grant. If
any of the Company’ s expenditures found to be unallowable or allocated improperly or if the Company has
otherwise violated terms of the NIA Grant, the expenditures may not be reimbursed and / or it may be required to repay
funds already disbursed. Any such audit may result in a material adjustment to the Company’ s results of operations and
financial condition and harm the Company’ s ability to operate in accordance with its business plan. The Company may
be required to make significant payments to Vertex in connection with the Company’ s license agreement. Pursuant to
the Vertex Agreement, the Company previously acquired an exclusive license to develop and commercialize
neflamapimod for the diagnosis, treatment, and prevention of AD and other CNS disorders. Under the Vertex
Agreement, the Company is subject to significant potential future obligations, including payment of development
milestones and royalties on net product sales, as well as other material obligations. The Vertex Agreement sets forth
specific regulatory and product approval events and the related payments that the Company would be obligated to make
to Vertex, if and when such events occur. Among other obligations, the Vertex Agreement provides that the Company
will make royalty payments to Vertex in the event aggregate net sales for a commercialized licensed product meet
specified thresholds, subject to adjustment in the event of certain events, such as the absence of a valid patent claim or if
fees are due to a third party for a license necessary for the development, manufacture, sale or use of a licensed product.
Such royalties will be on a sliding scale as a percentage of net sales, depending on the amount of net sales in the
applicable years. The Company is also obligated to make a milestone payment to Vertex upon net sales reaching a
certain specified amount in any 12- month period. The first expected milestone events concern filing of an NDA with the
FDA for marketing approval of a licensed product in the U. S., or a similar filing for a non- U. S. major market. Thus,
although the Company does not expect any milestone or royalty payments to be due until such time, these potential
obligations represent significant cash amounts that it may ultimately be obligated to pay. The Company cannot
guarantee that it will have sufficient funds available to meet its obligations if and when these payments become due. The
obligation to pay some or all of these milestone and royalty amounts may materially harm the Company’ s development
efforts, as well as its overall financial condition. The Company may expend its limited resources to pursue a particular
product candidate or indication and fail to capitalize on product candidates or indications that may be more profitable
or for which there is a greater likelihood of success. The Company intends to focus its limited financial and other
resources on developing neflamapimod and future product candidates for specific indications that the Company
identifies as most likely to succeed, in terms of both regulatory approval and commercialization. As a result, the
Company may forego or delay pursuit of opportunities with other product candidates or for other indications that may
prove to have greater commercial potential. The Company’ s resource allocation decisions may cause the Company to
fail to capitalize on viable commercial products or profitable market opportunities. Spending on current and future
research and development programs and on product candidates for specific indications may not yield any commercially
viable products. If the Company does not accurately evaluate the commercial potential or target market for a particular
product candidate, it may relinquish valuable rights to that product candidate through collaboration, licensing or other
royalty arrangements in cases in which it would have been more advantageous for the Company to retain sole
development and commercialization rights to such product candidate. Risks Related to the Company’ s Product
Development and Regulatory Approval The Company has invested almost all of its efforts and financial resources to
date in the development of neflamapimod. To date, the Company has not initiated or completed a pivotal clinical trial,
obtained marketing approval for any product candidate, manufactured a commercial scale product or arranged for a
third party to do so on its behalf, or conducted sales and marketing activities necessary for successful product
commercialization. The Company’ s future success is substantially dependent on its ability to successfully complete
clinical development of, obtain regulatory approval for, and successfully commercialize neflamapimod as a treatment for
DLB and additional indications, which may never occur. The Company expects a substantial portion of its efforts and
expenditures over the next few years will be devoted to the advancement of neflamapimod’ s clinical development. In
order to be successful, the Company will need to successfully manage clinical and manufacturing activities, the pursuit of
regulatory approval in multiple jurisdictions, securing manufacturing supply, building a commercial organization, and
significant marketing efforts, among other requirements, before it can generate any revenues from commercial sales.
The Company cannot be certain that it will be able to successfully complete any or all of these activities. Furthermore,
the Company has not submitted an NDA to the FDA or comparable applications to other regulatory authorities for
neflamapimod, and it does not expect to be in a position to do so in the near future, if ever. Significant additional clinical
testing and research will be required before it can file an NDA or any other application seeking approval of
neflamapimod for the treatment of DLB, or any other indication. If the Company is unable to obtain the necessary
regulatory approvals for and commercialize neflamapimod, it would materially adversely affect the Company’ s
financial position, and the Company may not be able to generate sufficient revenue to continue its business. Clinical
trials are expensive and can be difficult to design and implement. Such trials can take many years to complete, and their
outcomes are inherently uncertain. Failure can occur at any stage during the clinical development process. The
Company may experience difficulties in initiating and completing the clinical trials that it intends to conduct, and the



Company does not know whether such trials will enroll patients on time, need to be redesigned, or be completed on
schedule, if at all. In connection with designing and conducting its clinical trials, the Company faces significant risks,
including that its product candidate may not prove to be efficacious, patients may suffer adverse effects for reasons that
may or may not be related to the product candidate being tested, the results may not confirm the positive results of its
earlier preclinical studies and clinical trials, and the results may not meet the level of statistical significance required by
the FDA or other regulatory agencies to support approval. For example, in the Company’ s AscenD- LB Trial,
neflamapimod demonstrated improvement versus placebo in dementia severity and motor function. Although the
Company’ s ongoing RewinD- LB Trial was designed as a confirmatory, hypothesis- testing, randomized, double- blind
placebo- controlled clinical study of neflamapimod in subjects with DL B, the RewinD- LB Trial may not be successful, or
the FDA may disagree with the Company’ s interpretation of the clinical trial data or how those data inform the design
of a potentially pivotal Phase 3 clinical trial for the Company’ s lead indication. In addition, even if the AscenD- LB Trial
results are confirmed in the RewinD- LB Trial, the Company will still need to successfully complete additional clinical
trials, including a Phase 3 trial, before it is prepared to submit an NDA for regulatory approval of neflamapimod in
patients with DL B, assuming that the data collected from the Company’ s clinical trials are deemed sufficient to support
the submission of an NDA. The Company cannot predict with any certainty if or when it might complete its development
efforts and submit an NDA for regulatory approval of neflamapimod, or whether any such NDA will be approved by the
FDA. An NDA or comparable foreign submission seeking marketing approval for neflamapimod also may not be
accepted by FDA or foreign regulatory authorities due to, among other reasons, the content or formatting of the
submission. This lengthy approval process, as well as the unpredictability of future clinical trial results, may result in the
Company’ s failure to obtain regulatory approval to market neflamapimod as a treatment for DLB or any other
indication, which would significantly harm the Company’ s business, results of operations, and prospects. The FDA and
comparable foreign regulatory authorities have substantial discretion in the approval process, and determining when or
whether regulatory approval will be obtained for any new product candidate. Accordingly, even if the Company believes
the data collected from its clinical trials are promising, such data may not be sufficient to support approval by the FDA
or any comparable foreign regulatory authority. As a result, the Company may be required to conduct additional
nonclinical studies, alter its proposed clinical trial designs, or conduct additional clinical trials to satisfy the regulatory
authorities in each of the jurisdictions in which it hopes to conduct clinical trials and develop and market neflamapimod
or any of other product candidates, if approved. The Company is also generally required to register certain clinical trials
and post the results of completed clinical trials on a government- sponsored database, such as ClinicalTrials. gov in the
U. S., within certain timeframes. Failure to do so can result in fines, adverse publicity and civil and criminal sanctions.
The risk of failure in drug development is high. Before obtaining marketing approval from regulatory authorities for the
sale of any product candidate, a company must complete nonclinical development and conduct extensive clinical trials to
demonstrate the safety and efficacy of its product candidates in humans. Clinical trials are expensive, difficult to design
and implement and can take several years to complete, and their outcomes are inherently uncertain with the potential for
failure at any time during the clinical development process. Preclinical and clinical data are often susceptible to varying
interpretations and analyses, and many companies that have believed their product candidates performed satisfactorily
in preclinical studies and early- stage clinical trials have nonetheless failed to obtain marketing approval of their
products. It is impossible to predict when or if neflamapimod will receive marketing approval. The Company may
experience numerous unforeseen events during, or as a result of, its clinical trials that could delay or prevent its ability to
receive marketing approval or commercialize neflamapimod for DLB or any other indication. Clinical trials may be
delayed, suspended or prematurely terminated because costs are greater than the Company anticipates or for a variety
of other reasons, such as: e delay or failure in reaching agreement with the FDA or a comparable foreign regulatory
authority on a trial design that the Company is able to execute; ® delay or failure in obtaining authorization to
commence a trial, including approval from the appropriate IRB or ethics committee at each clinical site to conduct
testing of a candidate on human subjects, or inability to comply with conditions imposed by a regulatory authority
regarding the scope or design of a clinical trial; e delays in reaching, or failure to reach, agreement on acceptable terms
with prospective trial sites and prospective CROs, the terms of which can be subject to extensive negotiation and may
vary significantly among different CROs and trial sites; e inability, delay or failure in identifying and maintaining a
sufficient number of trial sites, many of which may already be other clinical programs; e inability, delay or
failure in identifying, recruiting, and training suitable clinical investigators; e delay or failure in recruiting, screening,
and enrolling suitable subjects to participate in a trial; e delay or failure in having subjects complete a trial or return for
post- treatment follow- up; e delays caused by operational issues at clinical trial sites, including insufficient staffing;
changes to the clinical trial protocols and / or changes in regulatory requirements and guidance that require amending
or submitting new clinical protocols; e clinical sites and investigators deviating from the clinical protocol, failing to
conduct the trial in accordance with Good Clinical Practices or other regulatory requirements, or dropping out of a trial;
o failure to initiate or delay of or inability to complete a clinical trial as a result of the authorizing IND or foreign clinical
trial application being placed on temporary or permanent clinical hold by the FDA or comparable foreign regulatory
authority; e lack of adequate funding to continue a clinical trial, including as a result of unforeseen costs due to
enrollment delays, requirements to conduct additional clinical trials and increased expenses associated with the services
of the Company’ s CROs and other third parties, or the cost of clinical trials being greater than the Company
anticipated; e delays in manufacturing, testing, releasing, validating or importing / exporting sufficient stable quantities
of drug product for use in clinical trials or the inability to do any of the foregoing; e developments on trials conducted by
competitors for related technology that raise FDA or foreign regulatory authority concerns about risk to patients of a



technology or in any indication more broadly; e clinical trials of the Company’ s product candidates may produce
negative or inconclusive results, and the Company may decide, or regulators may require the Company, to conduct
additional nonclinical studies, clinical trials or abandon product development programs; e the number of patients
required for clinical trials of the Company’ s product candidates may be larger than the Company anticipates,
enrollment in these clinical trials may be slower than it anticipates or participants may drop out of these clinical trials at
a higher rate than it anticipates; e the Company’ s third- party contractors may fail to comply with regulatory
requirements or meet their contractual obligations to the Company in a timely manner, or at all; e regulators, the IRB
or a Data Safety Monitoring Board if one is used for the Company’ s clinical trials, may require that the Company
suspend or terminate its clinical trials for various reasons, including noncompliance with regulatory requirements,
unforeseen safety issues or adverse side effects, failure to demonstrate a benefit from using a drug, or a finding that the
participants are being exposed to unacceptable health risks; e the supply or quality of the Company’ s product
candidates or other materials necessary to conduct clinical trials of the Company’ s product candidates may be
insufficient or inadequate; e transfer of manufacturing processes to larger- scale facilities operated by a CMO, and
delays or failure by the Company’ s CMOs or the Company to make any necessary changes to such manufacturing
process; ® the FDA or comparable foreign regulatory authorities may require the Company to submit additional data or
impose other requirements before permitting it to initiate a clinical trial; or e changes in governmental regulations or
administrative actions. Many of the factors that cause, or lead to, a delay in the commencement or completion of clinical
trials may also ultimately lead to the denial of marketing approval for neflamapimod or any other future product
candidates. Further, the FDA or comparable foreign regulatory authorities may disagree with the Company’ s clinical
trial design and the Company’ s interpretation of data from clinical trials or may change the requirements for approval
even after the FDA has reviewed and commented on the design for the Company’ s clinical trials. If the Company is
required to conduct additional clinical trials or other preclinical studies of neflamapimod in various disease conditions
beyond those that the Company currently contemplates, if it is unable to successfully complete clinical trials of the
Company’ s product candidates or other studies, if the results of these trials or tests are not positive or are only modestly
positive or if there are safety concerns, the Company may: e be delayed in obtaining marketing approval for its product
candidates; ® not obtain marketing approval for its product candidates at all; e obtain approval for indications or
patient populations that are not as broad as intended or desired; ® obtain approval with labeling that includes
significant use or distribution restrictions or safety warnings that would reduce the potential market for its products or
inhibit its ability to successfully commercialize the Company’ s products; e be subject to additional post- marketing
restrictions or requirements, including post- marketing testing; or ® have the product removed from the market after
obtaining marketing approval. Any failure or delay in commencing or completing clinical trials or obtaining regulatory
approvals for neflamapimod would delay the Company’ s commercialization prospects, substantially increase the costs
of commercializing neflamapimod, and severely harm the Company’ s business and financial condition. Drug
development in the field of brain diseases, including age- related neurologic disorders and other neurodegenerative
diseases in particular, has seen very limited success historically. There have been limited efforts by biopharmaceutical
and pharmaceutical companies to develop treatments for DLB and there are no therapies available for patients that have
been approved with a specific indication to treat DLB. Only symptomatic therapies that are approved for other diseases,
generally either AD or Parkinson’ s disease, are currently utilized to manage patients with DLB. In addition, many
potential disease- modifying therapies have been evaluated in other neurodegenerative diseases, particularly in AD, and
these have encountered challenges in their development and, as a result, only recently two disease- modifying treatments
to treat AD have been approved in the U. S. Developing a product candidate for treatment of these brain diseases is
extremely difficult and subjects the Company to a number of challenges, including obtaining regulatory approval from
the FDA and other regulatory authorities who have only a limited set of precedents to rely on. The Company’ s approach
to the treatment of DLB focuses in large part on neflamapimod’ s ability to inhibit the intra- cellular enzyme p38a. The
expression of p38a is considered to be a critical contributor in the toxicity of inflammation, alpha- synuclein, amyloid-
beta and tau to neurons and synapses, which the Company and other scientific experts believe leads to synaptic
dysfunction. Synaptic dysfunction, specifically impaired synaptic plasticity, leads to disruption of episodic memory and
is a significant event in the development and symptomatology of DLB. However, the Company cannot be certain that its
approach will lead to the development of approvable or marketable products. To date the only drugs approved by the
FDA to treat DLB have addressed the disease’ s symptoms. In addition, there has never been an engotng-strategie
approval of a drug in DLB and therefore, there are no regulatory precedents for endpoints in that indication.
Consequently, the FDA has a limited set of products to rely upon in evaluating neflamapimod. This could result in a
longer than expected regulatory , increased expected development costs or the delay or prevention of
commercialization of neflamapimod for the treatment of DLB. Moreover, given the history of clinical failures in this
field, future clinical or regulatory failures by the Company or others may result in further negative perception of the
likelihood of success in this field, which may significantly and adversely affect the Company’ s business and the market
price of its common stock. The timely completion of clinical trials in accordance with their protocols depends on, among
other things, the Company’ s ability to enroll a sufficient number of research participants who remain in the study until
its conclusion. The Company may encounter delays in enrolling, or be unable to enroll, a sufficient number of individuals
to complete any of its clinical trials, and even once enrolled the Company may be unable to retain a sufficient number of
participants to complete any of its trials. Subject enrollment and retention in clinical trials depends on many factors,
including: e the eligibility criteria defined in the protocol; e the size of the patient population required for analysis of the
trial’ s primary endpoints; e the nature of the trial protocol; e the proximity of potential subjects to clinical sites; o the



existing body of safety and efficacy data with respect to the product candidate; e the Company’ s ability to recruit
clinical trial investigators with the appropriate competencies and experience; o clinicians’ and patients’ perceptions as to
the potential advantages of the product candidate being studied in relation to other available therapies; ® competing
clinical trials being conducted by other companies or institutions; e the risk participants enrolled in clinical trials
will drop out of the trials before completion; and e the operational efficiency of trial sites, including sufficient staffing. In
addition, the U. S. Congress recently amended the FDCA to require sponsors of a Phase 3 clinical trial, or other “ pivotal
study ” of a new drug or biologic to support marketing authorization, to design and submit a diversity action plan for
such clinical trial. The action plan must describe appropriate diversity goals for enrollment, as well as a rationale for the
goals and a description of how the sponsor will meet them. Although none of our product candidates has reached Phase 3
of clinical development, we or our licensing partners must submit a diversity action plan to the FDA by the time a Phase
3 trial, or pivotal study, protocol is submitted to the agency for review, unless we or our licensing partners are able to
obtain a waiver for some or all of the requirements for a diversity action plan. It is unknown at this time how the
diversity action plan may affect the planning and timing of any future Phase 3 trial for our product candidates or what
specific information FDA will expect in such plans. However, initiation of such trials may be delayed if the FDA objects
to a proposed diversity action plans for any future Phase 3 trial of our product candidates, and we or our licensing
partners may experience difficulties recruiting a diverse population of patients in attempting to fulfill the requirements
of any approved diversity action plan. Furthermore, any negative results the Company may report in clinical trials may
make it difficult or impossible to recruit and retain subjects in other clinical trials of that same product candidate.
Delays or failures in planned enrollment or retention of clinical trial subjects, including in the Company’ s ongoing
RewinD- LB Trial, may result in increased costs or program delays, which could have a harmful effect on the Company’
s ability to develop a product candidate or could render further development impossible. The results of preclinical
studies and early clinical trials of a product candidate, including neflamapimod, may not be predictive of the results of
later- stage clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and
efficacy traits despite having progressed through preclinical studies and initial clinical trials. A number of companies in
the biopharmaceutical industry, both generally and in the DLB treatment space in particular, have suffered significant
setbacks in advanced clinical trials due to lack of efficacy or adverse safety profiles, notwithstanding promising results in
earlier trials. Even if the Company’ s clinical trials for neflamapimod are completed as planned, including a future
Phase 3 trial, the Company cannot be certain that their results will support the safety and efficacy sufficient to obtain
regulatory approval, and the Company may decide, or regulators may require it, to conduct additional clinical trials. In
addition, from time- to- time, the Company may announce or publish preliminary, topline, or interim data from its
clinical trials, which are based on a preliminary analysis of then- available data. Such results and related findings and
conclusions are subject to change following a more comprehensive review of the data related to the particular study or
trial. The Company also makes assumptions, estimations, calculations and conclusions as part of its analyses of data,
which may prove to be incomplete or flawed, and it may not have received or had the opportunity to fully and carefully
evaluate all data. Preliminary and interim data are subject to the risk that one or more of the clinical outcomes may
materially change as patient enrollment continues and more patient data become available. Preliminary or interim data
also remain subject to audit and verification procedures that may result in the final data being materially different from
the preliminary data the Company previously published. As a result, preliminary and interim data are not necessarily
predictive of final results and should be viewed with caution until the final data are available. Adverse differences
between preliminary or interim data and final data harm the Company’ s business prospects.
Moreover, clinical data are often susceptible to varying interpretations and analyses, and many companies that believed
their product candidates performed satisfactorily in preclinical studies and clinical trials have nonetheless failed to
obtain approval from the FDA, the EMA or other regulatory agencies for their products. Others, including regulatory
agencies, may not accept or agree with the Company’ s assumptions, estimates, calculations, conclusions or analyses or
may interpret or weigh the importance of data differently, which could the value of the particular program, the
approvability eur-—- or commercialization of the particular product candidate and the Company in general. In addition,
the information the Company chooses to publicly disclose regarding a particular study or clinical trial is typically
selected from a more extensive amount of available information. Others may not agree with what the Company
determines is the material or otherwise appropriate information to include in its disclosure, and any information the
Company determines not to disclose may ultimately be deemed significant with respect to decisions, conclusions,
views, activities or otherwise regarding neflamapimod, a future product candidate, or the Company’ s business. If the
interim, preliminary, or topline data that the Company reports differ from later, final or actual results, or if others,
including the FDA and comparable foreign regulatory authorities, disagree with the conclusions reached, the Company’
s ability to obtain approval for and, if approved, commercialize its product candidates may be harmed, which could
harm its business, financial condition, results of finanetal-position-prospects. Regulatory authorities,
including the FDA, may not accept data from clinical trials conducted outside of their jurisdiction. The Company has in
the past and may in the future conduct additional clinical trials evaluating its product candidates, including
neflamapimod, outside the U. S. The acceptance of trial data from clinical trials conducted outside the U. S. by the FDA
may be subject to certain conditions or may not be accepted at all, and other comparable non- U. S. regulatory
authorities may have similar restrictions and conditions with respect to clinical trials conducted outside of their
jurisdiction . In Nevember2622,-we-announeed-that-we-cases where data from non- U. S. clinical trials arc engaged
intended to serve as the basis for marketing approval in the U. S., the FDA will generally not accept such foreign trial
data unless: (i) the data are determined to be applicable to the U. S. population and U. S. medical practice; (ii) the trials



were performed by clinical investigators of recognized competence and pursuant to GCP regulations; and (iii) the FDA

is able to validate the data through an engeingstrategie review proeess-with-onsite inspection, if necessary. Additionally,
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accept data from trials conducted outside of the U. S. or that any comparable non- U. S. regulatory authority will accept
data form trials conducted outside of the applicable jurisdiction. If the FDA or any comparable non- U. S. regulatory
authority does not accept such data or believes that additional data is necessary to supplement such data, it would result
in the need for additional trials, which would be costly and time- consuming, could delay a product candidate’ s
development plan, and which may result in product candidates not receiving approval for commercialization in the
applicable jurisdiction. Conducting clinical trials outside the U. S. may also expose the Company to additional risks,
including risks associated with the following, among other things: additional foreign regulatory requirements; foreign
exchange fluctuations; compliance with foreign manufacturing, customs, shipment and storage requirements; the failure
of enrolled subjects in foreign countries to adhere to clinical protocol as a result of differences in standard- of- care;
cultural differences in medical practice and clinical research; diminished protection of intellectual property rights; and
compliance with general local legal requirements. Safety issues with neflamapimod or with any agreements-other product
candidate the Company may develop or transaetions-acquire in the future . or with product candidates or approved
products of third parties that are similar to the Company’ s product candidates, could give rise to delays in the regulatory
approval process, restrictions on labeling or product withdrawal after approval , if eempleted;-any agreements-, or may
otherwise cause the Company to modify or supplement its clinical development program. Results of any clinical trial the
Company conducts could reveal a high and unacceptable severity and prevalence of side effects or unexpected
characteristics. Serious adverse events or undesirable side effects caused by neflamapimod, or any other product
candidates the Company may develop or acquire, could cause it or regulatory authorities to interrupt, delay or halt
clinical trials and could result in a more restrictive label or the delay or denial of regulatory approval by the FDA or
other comparable foreign authorities. Many compounds that have initially showed promise in clinical or earlier stage
testing are later found to cause undesirable or unexpected side effects that prevented further development of the
compound. Further, problems with product candidates or approved products marketed by third parties that utilize the
same therapeutic target or that belong to the same therapeutic class as neflamapimod or any future product candidates
of the Company could adversely affect the development, regulatory approval and commercialization of the Company’ s
product candidates. or-For transactionis-example, to date, neflamapimod has been evaluated in over 200 patients, at doses
up to 750 mg twice a day, and up to 24 weeks of treatment. The adverse effects (side effects) seen in more than 5 % of
neflamapimod- treated patients include headache (10 % in neflamapimod- treated patients vs. S % in placebo
recipients), diarrhea (10 % vs. 5 %), abdominal pain (6 % vs. 5 %), respiratory infection (5 % vs. S %), and falls (S %
vs. 5 %). In each case, these events were generally mild and in all but one case (a case of diarrhea and abdominal pain)
did not lead to treatment discontinuation. In addition, increased levels of certain “ liver enzymes ” in the blood are a
well- known dose- dependent side effect of p38 MAPK inhibitors. These liver enzymes, aspartate aminotransferase and
alanine aminotransferase, are proteins are commonly produced in the liver, the measurements of which can help doctors
evaluate liver function. In an early 2000s study of neflamapimod conducted by Vertex, during 12 weeks of dosing at
250mg BID (i. e., four- fold higher daily dosing than the dose in the RewinD- LB Trial) in 44 subjects with rheumatoid
arthritis, elevations in such liver enzymes levels were noted in six subjects (14 %). After the Company acquired an
exclusive license from Vertex to develop and commercialize neflamapimod for the treatment of AD and other CNS
disorders, the Company submitted an IND application to the DNP in February 2015. The DNP cleared the Company’ s
clinical trial application in March 2015. However, in August 2015, following a standard review of the long- term animal
toxicity studies, the DNP placed a partial clinical hold on the Company’ s then ongoing Phase 2a study in AD and any
subsequent studies proposed under the IND. A partial clinical hold means that the FDA suspends part of the clinical
work requested under the IND (e. g., a specific protocol or part of a protocol is not allowed to proceed); however, all
other protocols and / or remaining parts of the protocol are allowed to proceed under the IND. Under DNP’ s partial
clinical hold that remains in effect for the neflamapimod IND, the agency limited administration of neflamapimod to
doses that lead to plasma drug levels that provide a ten- fold safety margin to human subjects, based on the plasma drug
levels in animals that had previously led to minimal or equivocal toxicity findings. The Company’ s current
understanding of plasma drug levels achieved with neflamapimod in humans means that its investigational dosing in the
U. S. is limited by this partial clinical hold to no more than 40 mg three times daily in patients weighing S0 kg (110 1bs.)
or more. The Company’ s ongoing RewinD- LB Trial is being conducted at 40mg three times daily (limited to patients
weighing 50 kg (110 pounds) or more within the U. S., and not so limited outside the U. S.) and the Company does not
expect this partial clinical hold to impact its ongoing and planned clinical trials or its current development plan for
neflamapimod. With respect to the adverse effects discussed above, the patients were asymptomatic, there were no
associated increases in bilirubin, and the elevations resolved with treatment discontinuation. Furthermore, no liver
enzyme abnormalities were observed in the AscenD- LB Trial. However, as the Company continues the development and
clinical trials of neflamapimod, treatment- related SAEs may arise in the future. Side effects that are deemed to be drug-
related could affect patient recruitment or the ability of enrolled subjects to complete the trial or result in potential
product liability claims. Undesirable side effects in one of the Company’ s clinical trials for neflamapimod in one




indication could adversely affect enrollment in clinical trials, regulatory approval and commercialization of the
Company’ s product candidate in other indications. These side effects may not be appropriately recognized or managed
by the treating medical staff. In addition, discovery of previously unknown class effect problems may prevent or delay
clinical development and commercial approval of product candidates or result in restrictions on permissible uses after
their approval. If the Company or others identify undesirable side effects caused by the mechanisms of action of a
product candidate or a class of product candidates, the FDA may require the Company to conduct additional clinical
trials, or to implement a REMS program prior to commercial approval. Alternatively, regulatory authorities may not
approve the product candidate or, as a condition of approval, may require specific warnings and contraindications or
place certain limitations on how the Company can promote the drug. Following a potential future drug product
approval, regulatory authorities might also withdraw such approval due to the discovery of previously unknown safety
issues relating to the product and require the Company to take its drug off the market. Any of these occurrences may
harm the Company’ s business, financial condition and prospects significantly. Further, clinical trials, by their nature,
utilize a sample of the potential patient population. With a limited number of patients, rare and severe side effects of
neflamapimod or future product candidates may only be uncovered with a significantly larger number of patients
exposed to the product candidate. If neflamapimod, or any other product candidates the Company may develop or
acquire, receives marketing approval and the Company or others identify undesirable side effects caused by such
product candidates (or any other similar products) after such approval, a number of potentially significant negative
consequences could result, including: e regulatory authorities may withdraw or limit their approval of such product
candidates; e regulatory authorities may require the addition of labeling statements, such as a “ Boxed ” Warning or a
contraindication; e the Company may be required to change the way such product candidates are distributed or
administered, conduct additional clinical trials or change the labeling of the product candidates; e the FDA may require
a REMS plan to mitigate risks, which could include medication guides, physician communication plans, or elements to
assure safe use, such as restricted distribution methods, patient registries and other risk minimization tools, and
regulatory authorities in other jurisdictions may require comparable risk mitigation plans; e the Company may be
subject to regulatory investigations and government enforcement actions; ® the FDA or a comparable foreign regulatory
authority may require the Company to conduct additional clinical trials or costly post- marketing testing and
surveillance to monitor the safety and efficacy of the product; e the Company may decide to recall such product
candidates from the marketplace after they are approved; e the Company could be sued and held liable for injury
caused to individuals exposed to or taking its product candidates; and e the Company’ s reputation may suffer. The
Company may be unable to obtain regulatory approval in the U. S. or foreign jurisdictions and, as a result, be unable to
commercialize its product candidates and its ability to generate revenue materially impaired. The time required
to obtain FDA and other approvals is unpredictable but typically takes many years following the commencement of
clinical trials, depending upon the type, complexity and novelty of the product candidate. The standards that the FDA
and its foreign counterparts use when regulating companies such as ours are not always applied predictably or uniformly
and can change. Any analysis we perform of data from chemistry, manufacturing and controls, preclinical and clinical
activities is subject to confirmation and interpretation by regulatory authorities, which could delay, limit or prevent
regulatory approval. We may also encounter unexpected delays or increased costs due to new government regulations,
for example, from future legislation or administrative action, or from changes in FDA policy during the period of
product development, clinical trials and FDA regulatory review. It is impossible to predict whether legislative changes
will be enacted, or whether FDA or foreign regulations, guidance or interpretations will be changed, or what the impact
of such changes, if any, may be. Any delay or failure in obtaining required approvals could adversely affect our ability to
generate revenues from the particular product candidate for which we are seeking approval. Furthermore, obtaining
and maintaining regulatory approval of our product candidates in one jurisdiction does not guarantee that we will be
able to obtain or maintain regulatory approval in any other jurisdiction, while a failure or delay in obtaining regulatory
approval in one jurisdiction may have a negative effect on the regulatory approval process in others. For example, even
if the FDA grants marketing approval of a product candidate, similar foreign regulatory authorities must also approve
the manufacturing, marketing and promotion of the product candidate in those countries. Approval and licensure
procedures vary among jurisdictions and can involve requirements and administrative review periods different from,
and greater than, those in the United States, including additional nonclinical studies or clinical trials as clinical trials
conducted in one jurisdiction may not be accepted by regulatory authorities in other jurisdictions. In many jurisdictions
outside the United States, a product candidate must be approved for reimbursement before it can be approved for sale in
that jurisdiction. In some cases, the price that we intend to charge for our products is also subject to approval. If we fail
to comply with the regulatory requirements in international markets and / or receive applicable marketing approvals,
our target market will be reduced and our ability to realize the full market potential of our product candidates will be
harmed. If the Company seeks to enter into collaborative arrangements or strategic alliances for its drug candidates, but
fails to enter into and maintain relationships, it may have to reduce or delay its drug development activities or
increase its expenditures. An important element of a biotechnology company’ s strategy orfor developing, manufacturing
and commercializing its drug candidates may be to enter into strategic alliances with pharmaceutical companies or other
industry participants to advance its programs and enable it to maintain its financial and operational capacity.
Biotechnology companies at the Company’ s stage of development sometimes rely upon collaborative arrangements or
strategic alliances to complete the development and commercialization of drug candidates, particularly after the Phase 2
stage of clinical testing. To date, the Company has not entered into any collaborative arrangements or strategic alliances,
and it may face significant competition in seeking such relationships. In addition, such arrangements may place the



development of the Company’ s drug candidates outside its control, require the Company to relinquish important rights,
or may otherwise be on attraetive-tcrms unfavorable to the Company . Ne-timetable-The Company may not be able to
negotiate collaborations and alliances on acceptable terms, if at all. If the Company enters a collaborative arrangement
and it proves to be unsuccessful, the Company may have to delay, or limit the size or scope of, certain of its drug
development activities. Alternatively, if the Company elects to fund drug development or research programs on its own,
it will have to increase its expenditures and will need to obtain additional funding, which may not be available to the
Company on acceptable terms, if at all. If the Company is unable to take full advantage of regulatory programs designed
to expedite drug development or provide other incentives, its development programs may be adversely impacted. There
are a number of programs administered by the FDA and other regulatory bodies to facilitate and expedite development
of drugs in areas of unmet medical need. For example, neflamapimod received a fast track designation in October 2019
from the FDA for investigation as a treatment of DLB. Fast track designation is granted by FDA, in response to a
sponsor’ s request, upon a determination that the product candidate is intended to treat a serious or life- threatening
disease or condition and has beemrestablished-the potential to address an unmet medical need, meaning it could provide a
therapeutic option for patients where none exists or a therapy that may be potentially superior to existing therapy based
on efficacy or safety factors. Fast track designation does not ensure that neflamapimod will receive marketing approval
or that approval will be granted within any particular timeframe. Although fast track designation and the-other
eompletion-ofthis-available FDA programs may expedite the development or approval process for certain drug
candidates , and-we-such programs do not expeetto-disetose-change the standards for approval, and the Company may
not experience a faster developments— development uiless-or regulatory review or approval process with fast track
designation compared to conventional FDA procedures. In addition, the FDA may withdraw fast track designation for
neflamapimod if it believes that the designation is no longer supported by data from the Company’ s clinical
development program. Neflamapimod may not qualify for or maintain designations under this or other programs under
any of the FDA’ s existing or future programs to expedite drug development in areas of unmet medical need. The
Company’ s inability to fully take advantage of these programs may require the Company to run larger trials, incur
delays, lose opportunities that may not otherwise be available to it, and unti-incur greater expense in the development of
its product candidates. The Company relies on third parties to conduct, supervise and monitor its clinical trials. If those
third parties do not successfully carry out their contractual duties, or if the-they Board-perform in an unsatisfactory
manner, the Company’ s business will be harmed. Although the Company designs and manages its nonclinical studies
and clinical trials, it does not currently have the ability to conduct clinical trials for neflamapimod on its own. The
Company has eeneladed-relied, and will continue to rely, on third parties such as CROs, medical institutions, and clinical
investigators to ensure the proper and timely conduct of its clinical trials. The Company’ s reliance on CROs for clinical
development activities limits its control over these act1v1t1es, but the Company remains responsnble for ensurlng that
diselosure-each of its trials is conducted - 0 3 g

engage-in a-strategie-transaetion-accordance with the appllcable protocol euﬁfutufe—busrness-as well as legal and regulatory
and scientific standards. The Company has limited control over these third parties , and they may not devote sufficient
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or services as agreed upon, or provide them at al-the agreed upon price and timeline or to the Company’ s requisite
quality standards, including due to geopolitical events, natural disasters, public health emergencies or pandemics, or
poor workforce relations or human capital management. The Company and its CROs are required to comply with GLP
requirements for preclinical studies and GCP requirements for clinical trials, which are regulations and guidelines
enforced by the FDA and required by comparable foreign regulatory authorities . [f the Company we-are-tnable-to
eonsummate-a-strategie-transaetion;our— or business-its CROs fail to comply with GCP requirements, the clinical data
generated in the Company’ s clinical trials may be deemed unreliable, and the FDA or comparable foreign regulatory
authorities may require the Company to perform additional clinical trials before approving marketing applications for
the Company’ s product candidates. There is also no assurance these third parties will not make errors in the design,
management or retention of the Company’ s data or data systems. Any failures by such third parties could suffer
materially-and-ourstoekpriee-lead to a loss of data, which in turn could deeline-lead to delays in clinical development and



obtaining regulatory approval. Third parties may not pass FDA or other regulatory audits, which could also delay or
prohibit regulatory approval. In addition, the cost of such services could significantly increase over time . If these third
parties do etrongeingstrategie-review-proeess-doesnot restaltira-transaction-betng-eonsummated-successfully carry out
their contractual duties or obligations , we-fail to meet expected deadlines, or if the quality or accuracy of the clinical
data they obtain is compromised due to the failure to adhere to the Company’ s clinical protocols or regulatory
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sustain-profitability-irsubsequent-enter into replacement arrangements without delays or incurring

additional expenses. Switching or adding additional CROs involves substantial cost and requires management’ s time
and focus. In addition, there is a natural transition periods— period when a new CRO commences work. Though the
Company intends to carefully manage its relationships with its CROs , and-there can be no assurance that the Company
will not encounter challenges ot or delays in the future or that these delays or challenges will not have an adverse
impact on its business, financial condition and prospects. The Company’ s reliance on third parties for the production of
neflamapimod may result in delays in the Company’ s clinical trials or regulatory approvals and may impair the
development and ultimate commercialization of neflamapimod, which would adversely impact the Company’ s business
and financial position. The Company has no manufacturing facilities and does not have extensive experience in the
manufacturing of drugs or in designing drug- manufacturing processes. The Company currently relies on third parties
for the manufacture of drug substance, the manufacture of drug product, and the packaging of drug product for clinical
use. This reliance on contract manufacturers and suppliers subjects the Company to inherent uncertainties related to
product safety, availability, security and cost. Holders of NDAs, or other forms of FDA approvals, or those distributing a
regulated product under their own name, are ultimately responsible for compliance with manufacturing obligations even
if the manufacturing is conducted by a third party. The Company further intends to rely on third- party CMOs for the
production of commercial supply of neflamapimod if it is ultimately approved. If CMOs cannot successfully
manufacture drug substance and drug product for the Company’ s neflamapimod program, or any other product
candidate that the Company may develop or acquire in the future, in conformity to its specifications and the applicable
regulatory requirements, the Company will not be able to secure or maintain regulatory approval for the use of that
product candidate in clinical trials, or for commercial distribution of that product candidate, if approved. Additionally,
any problems the Company experiences with any such CMOs could delay the manufacturing of its product candidates,
which could harm its results of operations. All drug manufacturers and packagers are required to operate in accordance
with FDA- mandated cGMPs. A failure of any of the Company’ s current or future CMOs to establish and follow cGMPs
and to document their adherence to such practices may lead to significant delays in obtaining regulatory approval of
product candidates or the ultimate launch of products based on the Company’ s product candidates into the market. In
the event of such failure, the Company could also face fines, injunctions, civil penalties, and other sanctions. Further, if
the FDA or a comparable foreign regulatory authority finds deficiencies with or does not approve a CMO’ s facilities for
the future commercial manufacture of neflamapimod, or if it withdraws any such approval or finds deficiencies in the
future, the Company may need to find alternative manufacturing facilities, which would delay its development program
and significantly impact its ability to obtain regulatory approval for or commercialize neflamapimod. In addition, if any
facility of the Company’ s third- party drug manufacturers or suppliers were to suffer an accident or a force majeure
event such as war, missile or terrorist attack, earthquake, major fire or explosion, major equipment failure or power
failure lasting beyond the capabilities of its backup generators or similar event, the Company could be materially
adversely affected and any of its clinical trials could be materially delayed. An extended shut down may force the
Company to procure a new research and development facility or another manufacturer or supplier, which could be
time- consuming. The Company’ s ongoing RewinD- LB Trial is being conducted with a drug substance (the API)
previously manufactured at a third- party CMO. Future supplies of the neflamapimod drug substance could be
interrupted from time to time, and the Company cannot be certain that alternative supplies could be obtained within a
reasonable timeframe, at an acceptable cost, or at all. During this period, the Company may be unable to receive
investigational neflamapimod supplies or any other product candidates it may develop or acquire. In addition, a
disruption in the supply of drug substance could delay the commercial launch of the Company’ s product candidates, if
approved, or result in a shortage in supply, which would impair its ability to generate revenues from the sale of its
product candidates. Growth in the costs and expenses of raw materials may also impair the Company’ s ability to cost
effectively manufacture its product candidates. The Company also currently relies on a third- party CMO (different
than that for the API) for the manufacture of neflamapimod drug product. The Company has used the same
manufacturer for its neflamapimod drug product in all its clinical trials to date. If neflamapimod is ultimately approved
for commercial sale, the Company expects to continue to rely on third- party contractors for manufacturing the drug
product. Although the Company intends to do so {osses-to any commercial launch, it has not yet entered into long-
term agreements for the commercial supply of either drug substance or drug product with its current manufacturing
providers, or with any alternate manufacturers. While the Company believes that there are multiple alternative sources
available for manufacturing of both drug substance and drug product in its neflamapimod program, the Company may
not be able to enter into replacement arrangements, on acceptable terms or at all, without delays or additional
expenditures. It cannot estimate these delays or costs with certainty but, if they were to occur, they could cause a delay in
the Company’ s development and commercialization efforts. Although the Company generally has not, and does not
intend to, begin a clinical trial unless it believes it has on and-hand expeeted-futare-losses-, or will be able to obtain, a
sufficient supply of neflamapimod to complete the clinical trial, any significant delay in the supply of neflamapimod drug
substance or drug product could considerably delay conducting the Company’ s clinical trials and potential regulatory
approval of its product candidates. Further, third- party suppliers, manufacturers, or distributors may not perform as
agreed or may terminate their agreements with the Company, including due to the effects related to geopolitical events,
natural disasters, public health emergencies or pandemics, such as the COVID- 19 pandemic, or force majeure events
that affect their facilities or ability to perform. Any significant problem that the Company’ s suppliers, manufacturers,
distributors or regulatory service providers experience could delay or interrupt supply of materials necessary to produce
the Company’ s product candidates. Failure to obtain the needed quantities of the Company’ s product candidates could



have had-a material and adverse effect on its business, financial condition, results of operations and prospects. If the
Company changes the manufacturers of its product candidates, it may be required to conduct comparability studies
evaluating the manufacturing processes of the product candidates. The FDA and other regulatory agencies maintain
strict requirements governing the manufacturing process for prescription drug products that would apply to the
Company’ s product candidates, if approved. For example, when a manufacturer seeks to make any change to the
manufacturing process, the FDA typically requires the applicant to conduct nonclinical and, depending on the
magnitude of the changes, potentially clinical comparability studies that evaluate the potential differences in the product
candidates resulting from the change in the manufacturing process. If the Company were to change manufacturers of its
drug substance or drug product during or after the clinical trials and regulatory approval process for neflamapimod or
any of its other product candidates, the Company will eentintie-be required to conduct comparability studies assessing
product candidates manufactured at the new manufacturing facility. Further, manufacturing changes are generally
categorized as having either a substantial, moderate, or minimal potential to adversely affect the identity, strength or
quality of the drug product as they may relate to the safety or effectiveness of the product, and if a change has a
substantial potential to have an adverse effect on the drug product, an applicant must submit and receive FDA approval of
a prior approval supplemental application before the product made with the manufacturing change is distributed. Other
forms of notice to the FDA are also required for manufacturing changes that have a moderate our— or steckholders
minimal potential to have an adverse effect on the drug product * equity-s safety or effectiveness . Regardless of the type
of manufacturing change, the methods used and the facilities and controls used for the manufacture, processing,
packaging, or holding of human drugs must comply with applicable cGMP regulations. Delays in designing and
completing a comparability study to the satisfaction of the FDA or other regulatory agencies could delay or preclude the
Company’ s development plans and, thereby, delay the Company’ s ability to receive marketing approval or limit its
revenue and growth, once approved. In addition, in the event that the FDA or other regulatory agencies do not accept
nonclinical comparability data, the Company may need to conduct a study involving dosing of patients comparing the
two products. That study may result in a delay in the approval or launch of any of its product candidates. Risks Related
to the Company’ s Intellectual Property The Company relies upon a combination of patents, trade secret protection and
confidentiality agreements to protect the intellectual property related to neflamapimod. The Company’ s commercial
success depends in part on obtaining and maintaining proprietary rights in the U. S. and in international jurisdictions,
and successfully defending these rights against third- party challenges if and as they occur. The Company seeks to
protect its proprietary position by filing patent applications related to neflamapimod in the U. S. and in other countries.
Although the Company has already obtained several issued patents and is working to expand its estate with additional
patent applications, third parties may challenge the validity, enforceability, or scope of the Company’ s patents, which
may result in such patents being narrowed, invalidated, or held unenforceable. Any successful opposition to these patents
or any other patents owned by or licensed to the Company could deprive it of rights necessary for the successful
commercialization of neflamapimod, or any other product candidates it may develop. Furthermore-—--- Further , if the
Company encounters delays in regulatory approvals due to patent- related issues, the period of time during which it
could market a product candidate under patent protection could be reduced. The Company’ s issued patents and patent
applications also remain subject to uncertainty ef-and continued monitoring. The Company’ s patent applications may
fail to result in issued patents with claims that provide further coverage for neﬂamaplmod in tlu dfug—e}eve}epmeﬂt—U S.
or in foreign countries. The patent prosecution process is ;-we-a g

expenses— expensive and time- consuming , er-whenwe-witt-and the Company may not be able to aeh-leve-ﬁle and
prosecute all necessary or maintainprofitability-desirable patent applications at a reasonable cost or in a timely manner.
The Company may also fail to identify further patentable aspects of its research and development output before it is too
late to obtain patent protection , if-including as a result of the publication of prior art. There is also no assurance that all
potentially relevant prior art relating to the Company’ s patents and patent applications has been found, which can
invalidate a patent or prevent a patent from issuing from a pending patent application. The patent position of life
sciences companies can often involve complex legal and factual questions and in recent years has been the subject of
significant litigation. Publications of discoveries in scientific literature often lag behind the actual discoveries, and patent
applications in the U. S. and other jurisdictions are typically not published until 18 months after filing, or in some cases
not at all. #+we-deeide-Therefore, the Company cannot know with certainty whether it was the first to make the
inventions claimed in —its owned or tieense-licensed patents or pending patent applications, or that it was the first to file
ot-for aeguire-one-patent protection of such inventions. Further, the issuance of a patent is not conclusive as to its
inventorship, scope, validity or enforceability, and the Company’ s patents may be challenged in the courts or patent
offices in the U. S. or other jurisdictions. Such challenges may result in patent claims being narrowed, invalidated, held
unenforceable, in whole or in part, or reduced in term. Such a result could limit the Company’ s ability to prevent others
from using or commercializing similar or identical technology and products. Furthermore, generic drug manufacturers
or other competitors may challenge the scope, validity or enforceability of the Company’ s patents, requiring it to engage
in complex, lengthy and costly litigation or other proceedings. Generic drug manufacturers may also develop, seek
approval er-for mere-additional-and launch generic versions of the Company’ s products. Without patent protection for
the Company’ s current or future product candidates o, these candidates may be open to competition from other
products. As a result, the Company’ s patent portfolio may not provnde the Company w1th sufﬁc1ent rlghts to exclude
ﬁtheﬁfise———— Others from commerclahzlng products s1mllar en 0 ding-through-o




Company’ s. The Company may also seek to rely in—tieense-or-aequire-onie— on regulatory exclusivity er-for more
additional-protection of its product candidates , if approved for commercial sale. Implementation and enforcement of
regulatory exclusivity, which may consist of regulatory data protection and market protection, varies widely from
country to supptement-country. Failure to qualify for regulatory exclusivity, etr— or pipeline—We-may-alsoconsidera
vartety-failure to obtain or to maintain the extent or duration of such protections that the Company expects for its
product candidates, if approved, could affect the Company’ s decision on whether to market the products in a particular
country or countries or could otherwise have an adverse impact on its revenue or results of operations. There is
currently no composition of matter patent protection that covers neflamapimod. EIP acquired an exclusive license from
Vertex in 2014 to develop and commercialize neflamapimod for the treatment of AD and other strategie-transaetions-CNS
dlsorders Thls llcense covers know- how, prechmcal and chmcal data, and certaln spec1ﬁed Vertex patent rlghts

a ﬂﬂmbefcomposmon ol ﬂsks-matter patent for neﬂamaplmod that explred in
2017. EIP has thus focused its efforts on discoveries related to neflamapimod that are reflected in issued patents and
trneerta—rnﬁes—patent applications covermg a range of subjects including : methods fhe—peteﬁt-tal—rneﬂrfenee-( treatlng

ot or steeldﬁe}ders-AD as w cll as pesmg—srgmﬁe&rﬁ—mtegr&&en—lmp}emem&&eﬁ—methods of reducmg amylond plaque

burden; methods of improving cognition and treating neurologic disorders; methods o+for retentiorr-promoting recovery
of function in patients who have suffered acute neurologic injuries, including those resulting from various forms of
stroke; and methods of treating patients suffering from dementia. In addition, EIP has filed patents related to
formulations of neflamapimod, including pharmaceutical compositions for oral administration exhibiting desirable
pharmacokinetics and processes for the manufacture thereof. In the U. S., the natural expiration of a patent is generally
20 years after it is filed. Although various extensions may be available, the life of a patent is limited. Accordingly, there is
currently no composition matter patent protection that covers neflamapimod. Rather, the Company’ s patents provide
protection around either the use of neflamapimod for specific or medical indication (so called “ use patents ) or the
administration of neflamapimod in specific manner (e. g., at a specific dose or in a specific formulation). Patents that are
not around composition of matter are narrower in scope (i. e., they do not protect against development of neflamapimod
in an indication other than that the patent defines), may be more difficult to defend against challenges against validity,
and diverting-may be more difficult to enforce against infringement. For these reasons, some pharmaceutical companies
choose not to develop and / eut—- or managenentteam’s-foeus-otrlicense compounds that are not covered by a composition
of matter patent. The Company owns a patent that is issued in ether—- the prierities-U. S. around co- crystals of
neflamapimod , inelading-any of which if the-they FSE-were successfully development-- developed program—-Any-would be
afforded composition of matter patent protection under this patent. Accordingly, the foregeinig-lack of composition of
matter patent protection that covers neflamapimod may subject the Company to increased risk of third- party litigation
and / or reduce third party collaborators’ interest in or valuation of neflamapimod, any of which could have an a-materiat
adverse effect on eurthe Company’ s business, financial condition sor results of eperatten-operations . If the Company fails
to comply with its obligations under its existing license agreement with Vertex, or with any future intellectual property
licenses with third parties, the Company could lose license rights that are important to its business. The Company is
party to the Vertex Agreement pursuant to which it acquired an exclusive license to develop and commercialize
neflamapimod for the diagnosis, treatment, and prevention of AD and other CNS disorders. Under the terms of the
Vertex Agreement, the Company must use commercially reasonable efforts during the license term to develop and obtain
regulatory approval for a licensed product in specified major markets, and to promptly and effectively commercialize
the licensed product once such approval is obtained. The Vertex Agreement also contains certain specified minimum
diligence requirements, including making annual expenditures set forth in a development plan, and commencing a Phase
2 clinical trial of the licensed product within a specified time period. The Vertex Agreement provides that either party
may terminate the agreement if the other party is in material breach of its obligations thereunder, following a 60- day
notice and cure period, or if the other party files for bankruptcy, reorganization, liquidation, receivership, or an
assignment of a substantial portion of assets to creditors. The Vertex Agreement also provides that in the event the
Company materially breaches any of certain specified diligence obligations as to a specific major market, Vertex’ s sole
remedy for such breach, following the applicable notice and cure period, would be to terminate the license as to such
specific major market country. Accordingly, any uncured, material breach under the Vertex Agreement could result in
the loss of certain of its rights to neflamapimod and could compromise the Company’ s development and
commercialization efforts. This in turn would have an adverse effect on the Company’ s business, which could adversely
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claims alleging infringement of 1

eomptlete-the-their transactiorrpatents and proprletary rlghts, or t-hat—thc traﬁsaeﬁeﬁ—wﬂ-l-Company may need to become
lnvolved in lawsuits to protect or enforce its patents, either of whlch could be add-rt—we—te—costly and time consummg,
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ene-ormore-additional-product candidates , or put its patents and other proprietary rights at risk. The Company’ s
commercial success depends, in part, upon the Company’ s ability to develop, manufacture, market and sell its lead
product candidate, neflamapimod, without alleged or actual infringement, misappropriation or other violation of the



patents and proprietary rights of third parties. While the Company is not currently subject to any pending intellectual
property litigation, and is not aware of any such threatened litigation, the Company may be exposed to future litigation
by third parties based on claims that its product candidates, technologies or activities infringe the intellectual property
rights of etherwise—-- others enter-into-. Some claimants may have substantially greater resources than the Company does
and may be able to sustain the costs of complex intellectual property litigation to a strategie-transaction-greater degree and
for longer periods of time than the Company. In addition , patent holding companies that focus solely on extracting
royalties and settlements by enforcing patent rights may target the Company in the future. As the biotechnology and
pharmaceutical industries expand and more patents are issued, the risk increases that the Company’ s product
candidates may be subject to claims of infringement of the intellectual property rights of third parties. The Company
may be subject to third- party claims including threugh-infringement, interference et or derivation proceedings engoing
strategie-proeess-, we-wiltreexamination proceedings, post- grant review and inter partes review before the USPTO or
similar adversarial proceedings or litigation in other jurisdictions. Even if the Company believes such claims are without
merit, a court of competent jurisdiction could hold that these third- party patents are valid, enforceable and infringed,
and the holders of any such patents may be able to block the Company’ s ability to commercialize its applicable product
candidate unless the Company obtained a license under the applicable patents, or until such patents expire or are finally
determined to be invalid or unenforceable. These proceedings may also result in the Company’ s patent claims being
invalidated or narrowed in scope. In addition, a court may hold that a third- party is entitled to certain patent ownership
rights instead of the Company. As a result of patent infringement claims, or in order to avoid potential infringement
claims, the Company may choose to seek, or be required to seek, a license from the third party, which may require it
additional-eapital-to fund-pay license fees ot or eperations-whiehroyalties or both. These licenses may not be available on
acceptable terms , or at all. Even if a license can be obtained on acceptable terms, the rights may be nonexclusive, which
could give the Company’ s competitors access to the same intellectual property rights. [f swe-fai-the Company is unable to

ebtatn—neeessary—ﬁﬂanemg—enter into a license on acceptable terms , we—may—lt could be prevented from -fereed—te—elel&y—er

commerclahzmg e-ﬁone ot or more of its ploducl camhdatcx due, forced to a—laelemodlfy such product candldates, or to
cease some aspect of suffietentresonrees-the Company’ s business operations, which could harm the Company’ s business
significantly . Adtheugh-we-expeet-In addition, if the breadth or strength of protection provided by the Company’ s
patents and patent applications is threatened, it could dissuade companies from collaborating with the Company to
license, develop or commercialize current or future product candidates. If the Company were to initiate legal
proceedings against a third party to enforce a patent coverlng one of 1ts product candidates, the defendant could
counterclaim that the Company’ s patent oure e e S

expenditure requirements-aresuffietent-to-fund-ts— is etrrrent—eper&&eﬁs—lnvahd or unenforceable The outcome of

proceedings involving assertions of invalidity and unenforceability during patent litigation is unpredictable. With

respect to the Vahdlty of patents, for example, a-t—least—l%—mefﬁhs—felleiﬂng—the—rssuaﬂee-eﬂ-hese» the Company ﬁﬁaﬂaa-l

h i eontintie-o v and-operational-aetivities—We-cannot be certain that ﬂae—there&eld-rt—reﬁa-l-
fonding-we-will require-will-be-available-is no invalidating prior art of whlch the Company and the patent examiner were
unaware during prosecution. If a defendant were to prevail on aeeeptable-terms-a legal assertion of invalidity or

unenforceablhty, the Company would lose at least part and perhaps all , of Jdnvestors-may-demand-signifieant-diseotnts-to
v -- the -l-nﬂttat-teﬁs-correspondmg patent protectlon on its et
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also will not protect its technology if competltors desrgn around the Company’ s protected technology without 1nfr1ng1ng
its patents or the-other intellectual property rights. Finally, even if resolved in the Company’ s favor, iitiation-litigation 5
pfegress—&mmg—eests—or other legal proceedings relating to intellectual property claims may cause the Company to incur
significant expenses and could distract its technical and management personnel from their normal responsibilities. In
addition, there could be public announcements of the resu Its of ehmea-l—mals—hearmgs, motions -fer— or Sﬁeh—pfoéuet
e&nd-rd&tes;—'—the—other 1nter1m proceedmgs otiteon




se-otrthird- pnll\ supply-and
m&nﬂfaeﬁmﬁrg—qaef&&eﬁs—effeeﬁvebe&ﬂd—m-patents or may mcorrectly 1nterpret the relevance, scope or expiration of a eest
third - effeetive-manner-party patent , ~wh rt-which might adversely affect
the Company’ s ability to develop, manufacture and market its pmducl mn(hdalu From time to eommereta-evels;=
establish-time, the Company may identify patents or applications in the same general area as its products and maintain
relationships-product candidates. The Company may determine these third- party patents are irrelevant to its business
based on various factors including its interpretation of the scope of the patent claims and its interpretation of when the
patent expires. If the patents are asserted against the Company, however, a court may disagree with development-the
Company’ s determinations. Further, while the Company may determine that the scope of claims that will issue from a
patent application does not present a risk, it is difficult to accurately predict the scope of claims that will issue from a
patent application, the Company’ s determination may be incorrect, and the issuing patent may be asserted against the
Company. The Company cannot guarantee that it will be able to successfully settle or otherwise resolve such
infringement claims. If the Company fails in any such dispute, in addition to being forced to pay monetary damages, it
may be temporarlly or permanently prohlblted from eeﬂ‘rmefera-l-lzaﬁeﬁ»—— commercializing partners;+-manage-our
a-eost-certain product candidates. The Company might also be
forced t0 redesngn its product candldates S0 that 1t no longer infringes the third - party intellectual property rights
€0 6 v e nal- elinteal-if such redesign is even possible. Any of these events ,
even 1f the Company were ultlmately to prevall could requlre it to divert substantial financial ;-and management and
g y edures-resources that it would 0therw1se be able to devote to
its busmess We—&fe—hrgh-}y—éepeﬂdeﬁt—eﬂ—The Company may be involved in lawsuits to protect eur- or enforce its patents
or other intellectual property or the intellectual property of its licensors, which could be expensive, time- consuming, and
unsuccessful. Competitors may infringe the Company’ s patents or other intellectual property or the intellectual property
of its licensors. To cease such infringement or unauthorized use, the Company may be required to file patent
infringement claims, which can be expensive and time- consuming and divert the time and attention of the Company’ s
management and scientific personnel . The Company’ s pending patent applications cannot be enforced against third
parties practicing the technology claimed in such applications unless and until a patent issues therefrom. In addition ,
ineluding-in an infringement proceeding our—- or exeeutive-offieers-a declaratory judgment action ., eertainra court may
decide that one or more of the Company’ s patents is not valid or is unenforceable, or may refuse to stop the other party
from using key-employees-and-eonsultants;and-the technology at issue on members-ofourBoard—1fwelose-the servieesof
grounds that the Company’ s patents do not cover the technology in question. An adverse result in any litigation or
defense proceeding could put one or more of the Company’ s patents at risk of being invalidated, held unenforceable, or
interpreted narrowly and could put the Company’ s patent applications at risk of not issuing. Defense of these ndividuals
claims , we-mightnotregardless of their merit, may involve substantial litigation expense and may be able-to-find-suitable
replacements-ona timely-basis-er-at-al-and-substantial diversion of employee resources from the Company’ s business.
Interference eur— or derivation proceedings provoked by third parties or brought by the USPTO may be necessary to
determine the priority of inventions with respect to, or the correct inventorship of, the Company’ s patents or patent
applications. An unfavorable outcome could result in a loss of the Company’ s current patent rights and could require
the Company to cease using the related technology or to attempt to license rights to it from the prevailing party. The
Company’ s business could be harmed as-if the prevailing party does not offer it a license on commercially reasonable
terms. Litigation, interference, derivation or other proceedings may result —AHt-efourin a decision adverse to the
Company’ s interests and, even if the Company is successful, may result in substantial costs and distract the Company’ s
management and other cmployees . Even if the Company establishes infringement , inehiding-a court may decide not to
grant an injunction against further infringing activity and instead award only monetary damages, which may eut-- or
exeettive-offieers-may not be an adequate remedy. Furthermore, because of the substantial amount of discovery required
in connection with intellectual property litigation whomwe-have-employmentagreements-, are-employed-onanat—wilh-basis
and-their- there employmentean-is a risk that some of the Company’ s confidential information could be terminated
compromised by us-orthenrat-any-time-disclosure during this type of litigation . In addition, as-part-there could be public
announcements of the results of hearings, motions etr—- or reduetionin-foree-announeed-other interim proceedings or
developments. If securities analysts or investors perceive these results to be negative, it could have a substantial adverse
effect on February16;20623;-the majority-price of the Company’ s common stock. Changes in patent laws otr— or ehinieat
eperations-teanrpatent jurisprudence could diminish the value of patents in general, thereby impairing the Company’ s
ability to protect its product candidates. The Company’ s success is heavily dependent on intellectual property,
particularly patents, and obtaining and enforcing patents in its industry involves both technological and legal
complexity. Changes in either the patent laws or interpretation of the patent laws in the U. S. and other countries may
diminish the value of the Company’ s patents or narrow the scope of its patent protection. For example, the AIA, which




was terminated-passed in September 2011 , resulted in significant changes to the U. S. patent system. Pursuant to the AIA,
the U. S. transitioned to a “ first- to- file ” system for deciding which would-furtherinerease-ourneed-party should be
granted a patent when to-two attract-additional-personnel-and--or-our— or relianee-onrmore patent applications are filed by
different parties claiming the same invention. A third party that files a patent application in the USPTO after that date
but before the Company could therefore be awarded a patent covering an invention of the Company’ s even if the
Company made the invention before it was made by the third party. This requires the Company to be cognizant going
forward of the time from invention to filing of a patent application. The AIA also introduced changes that provide
opportunities for third parties ir-to challenge any issued patent with the USPTO. Because of a lower evidentiary standard
in USPTO proceedings compared to the evidentiary standard in U. S. federal courts necessary to invalidate a patent
claim, a third party could potentially provide evidence in a USPTO proceeding sufficient for the USPTO to hold a claim
invalid even though the same evidence would be insufficient to invalidate the claim if first presented in a district court
action. Such changes could increase the uncertainties and costs surrounding the prosecution of the Company’ s patent
applications and the enforcement or defense of its issued patents. In addition, the laws of other countries may not protect
the Company’ s rights to the same extent as the laws of the U. S. The complexity and uncertainty of European patent
laws has increased in recent years, and the European patent system is relatively stringent in the type of amendments that
are allowed during prosecution. Complying with these laws and regulations could limit the Company’ s ability to obtain
new patents in the futurc that developmentsefforts—We-may alse-bc important unable-to-attraet-or-for its business. The
Company enjoys only limited geographical protection with respect to retain-- certain gualified-management-patents, and it
may not be able to protect its intellectual property rights throughout the world. Filing, prosecuting and defending
patents covering the Company’ s product candidates in all countries throughout the world would be prohibitively
expensive and time- consuming with diminishing marginal returns. Competitors may use the Company’ s technologies in
jurisdictions where it has not obtained patent protection to develop their own products and, further, may export
otherwise infringing products to territories where the Company has patent protection, but enforcement is not as strong
as that in the U. S or the European Umon These products may compete w1th the Company s product candidates, and

6 3 here-may not be effectlve or sufficient t0 prevent a—hﬂ‘rrted-ntnﬂber—ef
pefS'GﬂS—W‘rt'h-t'l‘le-them from competmg Although feqﬂt&rte—skﬂ-}s—te-sefve—m—these——— the positions-Company intends to seek
protection of its intellectual property rights in its expected significant markets , and-we-the Company cannot ensure assttre
yor-that we-it will be able to tdentify-initiate or maintain similar efforts in all jurisdictions in which the Company may
wish to market its product candidates. The Company may also decide to abandon national and regional patent
applications before grant. The grant proceeding of each national or regional patent is an independent proceeding, which
may lead to situations in which applications might in some jurisdictions be refused by the relevant patent offices, while
granted by others. The legal systems of certain countries do not favor the enforcement of patents, trade secrets and other
intellectual property protection, which could make it difficult er-for employ-qualified-personnel-the Company to stop the
infringement of its patents or marketing of competing products in violation of the Company’ s proprietary rights
generally. Proceedings to enforce its patent rights in other jurisdictions, whether or not successful, could result in
substantial costs and divert its efforts and attention from other aspects of the Company’ s business, could put the
Company’ s patents at risk of being invalidated or interpreted narrowly and its patent applications at risk of not issuing,
and could provoke third parties to assert claims against the Company. The Company may not prevail in any lawsuits
that it initiates, and the damages or other remedies awarded, if any, may not be commercially meaningful. Some
countries also have compulsory licensing laws under which a patent owner may be compelled to grant licenses to third
parties. In addition, some countries limit the enforceability of patents against government agencies or government
contractors. In these countries, the patent owner may have limited remedies, which could materially diminish the value
of such patent. If the Company is forced to grant a license to any third parties with respect to any patents relevant to the
Company’ s business, its competitive position may be impaired. The lives of the Company’ s patents may not be sufficient
to effectively protect the Company’ s products and business. Patents have a limited lifespan. For example, in the U. S., if
all maintenance fees are paid timely, the natural expiration of a patent is generally 20 years after its first effective filing
date. Although various extensions may be available, the life of a patent, and the protection it affords, is limited. Given the
amount of time required for the development, testing and regulatory review of new product candidates, patents
protecting such candidates might expire before or shortly after such product candidates are commercialized. Even if
patents covering the Company’ s product candidates are obtained, once the patent life has expired for a product, the
Company may be open to competition from biosimilar or generic medications. The launch of a generic version of one of
the Company’ s products, in particular, would be likely to result in an immediate and substantial reduction in the
demand for that product, which could have a material adverse effect on the Company’ s business, financial condition,
results of operations and prospects. As a result, the Company’ s patent portfolio may not provide it with sufficient rights
to exclude others from commercializing product candidates similar or identical to the Company’ s product candidates.
In addition, although upon issuance in the U. S. a patent’ s life can be increased based on certain delays caused by the
USPTO, this increase can be reduced or eliminated based on certain delays caused by the patent applicant during patent
prosecution. A patent term extension based on regulatory delay may be available in the U. S. However, only a single
patent can be extended for each marketing approval, and any patent can be extended only once, for a single product.
Moreover, the scope of protection during the period of the patent term extension does not extend to the full scope of the
claim, but instead only to the scope of the product as approved. Laws governing analogous patent term extensions in
foreign jurisdictions vary widely, as do laws governing the ability to obtain multiple patents from a single patent family.



Additionally, the Company may not receive an extension if the Company fail to exercise due diligence during the testing
phase or regulatory review process, apply within applicable deadlines, fail to apply prior to expiration of relevant
patents or otherwise fail to satisfy applicable requirements. If the Company is unable to obtain patent term extension or
restoration, or the term of any such extension is less than the Company requests, the period during which the Company
will have the right to exclusively market the Company’ s product will be shortened and the Company’ s competitors may
obtain approval of competing products following the Company’ s patent expiration and may take advantage of the
Company’ s investment in development and clinical trials by referencing the Company’ s clinical and preclinical data to
launch their product earlier than might otherwise be the case, and the Company’ s revenue could be reduced, possibly
materially. If the Company does not have sufficient patent life to protect the Company’ s products, the Company’ s
business and results of operations will be adversely affected. Intellectual property discovered or developed through
government funded programs may be subject to federal regulations such as “ march- in ” rights, certain reporting
requirements and a manufacturing preference for U. S.- based companies. Compliance with such regulations may limit
the Company’ s exclusive rights and limit its ability to contract with non- U. S. manufacturers. The Company received
the NIA Grant to support its ongoing RewinD- LB Trial. Pursuant to the Bayh- Dole Act, the U. S. government may have
certain rights in any invention developed or reduced to practice with this funding. In addition, in the future the
Company may discover, develop, acquire, or license intellectual property that has been generated through the use of U.
S. government funding or grants in which the U. S. government may have certain rights pursuant to the Bayh- Dole Act.
These U. S. government rights include a non- exclusive, non- transferable, irrevocable worldwide license to use
inventions for any governmental purpose. In addition, the U. S. government has the right, under certain limited
circumstances, to require the Company to grant exclusive, partially exclusive, or non- exclusive licenses to any of these
inventions to a third party if it determines that: (1) adequate steps have not been taken to commercialize the invention;
(2) government action is necessary to meet public health or safety needs; or (3) government action is necessary to meet
requirements for public use under federal regulations (also referred to as “ march- in rights ). Such “ march- in ” rights
would apply to new subject matter arising from the use of such government funding or grants pesitienron-aceeptable
terms;ifat-ath-and would not extend to pre- existing subject matter or subject matter arising from funds unrelated to the

highlevels-of eompetition-withinr-government funding or grants. If the ndustry-may-mean-U. S. government exercises its
march- in rights in the Company’ s intellectual property rlghts that we-will-are generated through the use of U. S.
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fema-m—a—pﬂeﬂfy—Heweveﬁ and lhk.lk. can lx no assurance th.u we—the Company would receive compensatlon from the U. S.
government for the exercise of such rights. The U. S. government also has the right to take title to these inventions if the
grant recipient fails to disclose the invention to the government or fails to file an application to register the intellectual
property within specified time limits. Intellectual property generated under a government funded program is also
subject to certain reporting requirements, compliance with which may require the Company to expend substantial
resources. Should any of these events occur, it could significantly harm the Company’ s business, results of operations
and prospects. In addition, the U. S. government requires that, in certain circumstances, any products embodying any of
these inventions or produced through the use of any of these inventions be manufactured substantially in the U. S. This
preference for U. S. industry may be waived by the federal agency that provided the funding if the owner or assignee of
the intellectual property can show that reasonable but unsuccessful efforts have been made to grant licenses on similar
terms to potential licensees that would be likely to manufacture substantially in the U. S. or that under the circumstances
domestic manufacture is not commercially feasible. This preference for U. S. industry may limit the Company’ s ability
to contract with non- U. S. product manufacturers for products covered by such intellectual property. The Company’ s
reliance on third parties requires the Company to share its trade secrets, which increases the possibility that its trade
secrets will be able-misappropriated or disclosed, and confidentiality agreements with employees and third parties may
not adequately prevent disclosure of trade secrets and protect other proprietary information. The Company may rely on
trade secrets or confidential know- how to manage-protect various aspects of its business, especially where patent
protection is believed by these-- the relationships-effeetively-Company to be of limited value. Due to its reliance on third
parties in various aspects of its business , including CMC, R & D and collaborations, the Company must, at times, share
trade secrets with such parties. The Company may also conduct joint research and development programs that require it
to share trade secrets under the terms of the Company’ s research and development partnerships or similar agreements.
sueh-Such trade secrets or confidential know- how can be difficult to protect as confidential. To protect this type of
information against disclosure or appropriation by competitors, the Company’ s policy is to require its employees,



consultants, contractors and advisors wilt-be-able-orehoose-to eontinte-working-enter into confidentiality agreements and,
if applicable, material transfer agreements, consulting agreements or other similar agreements with us-r-the futare;
Company prior to beginning research or disclosing proprietary information. However, current or former employees,
consultants, contractors and advisers may unintentionally or willfully disclose the Company’ s confidential information
to competitors, and confidentiality agreements may not provide an adequate remedy in the event of unauthorized
disclosure of confidential information. Enforcing a claim that we-will-be-able-to-find-a third party obtained illegally and is
using trade secrets or confidential know- how is expensive, time- consuming and unpredictable. In additional--- addition
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]lll‘lSdlCthIl Despite the Company s efforts to protect its trade secrets, the Company s competltors may dlscover the
Company’ s trade secrets, either through breach a-eembinationof effeetivelyretaining-the Company’ s agreements with
third parties, independent development et or existing-employees-and-publication of information by any of its third- party
eontraetors-collaborators. A competitor’ s discovery of the Company’ s trade secrets could impair its competitive position
and have and-- an sueeessfully reerunitingnew-employees-adverse impact on its business. Intellectual property rights do not
necessarily address all potential threats to the Company’ s competitive advantage. The degree of future protection
afforded by the Company’ s intellectual property rights is uncertain because intellectual property rights have limitations
and eontractors;we-may not adequately protect the Company’ s business or permit the Company to maintain its
competltlve advantage For example ° others may be trnab-}e——— able to make effeet—we}y—exeetrte—eﬂ—eﬁﬁpmdml candldates
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Company owns ot or has exclusively licensed; e others may independently develop similar or alternative technologies
or duplicate any of the Company * s technologies without infringing the Company’ s intellectual property rights; o it is
possible that the Company’ s pending patent applications will not lead to issued patents; e the Company may not
develop additional proprietary technologies that are patentable; e the Company may choose not to file a patent in order
to maintain certain trade secrets or know- how, and a third party may subsequently file a patent covering such
intellectual property; e the Company may fail to adequately protect and police the Company’ s trademarks and trade
secrets; and e the patents of others may have an adverse effect on the Company’ s business . including if others obtain
patents claiming subject matter similar to or improving that covered by the Company’ s patents and patent applications.
Should any of these events occur, they could significantly harm the Company’ s business, results of operations and
prospects. Obtaining and maintaining the Company’ s patent protection depends on compliance with various
procedural, document submission, fee payment, and other requirements imposed by governmental patent agencies, and
the Company’ s patent protection could be reduced or eliminated for non- compliance with these requirements. Periodic
maintenance fees on any issued patent are due to be paid to the USPTO and foreign patent agencies in several stages
over the lifetime of the patent. The USPTO and various foreign governmental patent agencies require compliance with a
number of procedural, documentary, fee payment, and other similar provisions during the patent application process.
Although an inadvertent lapse can, in many cases, be cured by payment of a late fee or by other means in accordance
with the applicable rules, there are situations in which noncompliance can result in abandonment or lapse of the patent
or patent application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. Noncompliance
events that could result in abandonment or lapse of a patent or patent application include failure to respond to official
actions within prescribed time limits, non- payment of fees, and failure to properly legalize and submit formal
documents. In any such event, the Company’ s competitors might be able to enter the market, which would have a
material adverse effect on the Company’ s business. Risks Related to Commercialization The Company has not yet
demonstrated, either on its own or through collaboration with third parties, an ability to successfully complete a large-
scale, pivotal clinical trial, obtain marketing approval, manufacture a commercial product, or conduct sales and
marketing activities necessary for successful product commercialization. Consequently, predictions about its future
success or viability may not be as accurate as they may be if the Company had a longer operating history or a history of
successfully developing and commercializing pharmaceutical products. In addition, as a business with a limited
operating history, the Company may encounter unforeseen expenses, complications, delays and other known and
unknown factors. If it is able to successfully develop neflamapimod, the Company may eventually need to transition
from a company with a research focus to a company capable of supporting commercial activities. The Company may not
be successful in such a transition and, as a result, its business may be adversely affected. As the Company continues to
build its business, the Company expects that its financial condition and operating results may fluctuate significantly
from quarter to quarter and year to year due to a variety of factors, many of which are beyond its control. Accordingly,
investors should not rely upon the results of any particular quarterly or annual period as indications of the Company’ s




future operating performance. The Company’ s business operations are subject to applicable healthcare laws and
regulations. If neflamapimod is approved, the Company will also be subject to stringent regulation and ongoing
regulatory obligations and restrictions, which could delay its marketing and commercialization activities and also expose
it to penalties if the Company fails to comply with applicable regulations. Although the Company does not currently have
any products on the market, once it begins commercializing neflamapimod or any other future product candidates, it
will be subject to additional healthcare statutory and regulatory requirements and oversight by federal and state
governments as well as foreign governments in the jurisdictions in which the Company conducts its business. Physicians,
other healthcare providers and third party payors will play a primary role in the recommendation, prescription and use
of any product candidates for which the Company obtains marketing approval. The Company’ s future arrangements
with such third parties may expose the Company to broadly applicable fraud and abuse and other healthcare laws and
regulations that may constrain the business or financial arrangements and relationships through which it markets, sells
and distributes any products for which the Company obtains marketing approval. Among others, restrictions under
applicable domestic and foreign healthcare laws and regulations include : --e the U. S. federal AKS, which prohibits,
among other things, persons from knowingly and willfully soliciting, offering, receiving or providing remuneration,
directly or indirectly, in cash or in kind, to induce or reward, or in return for, either the referral of an individual for, or
the purchase, order or recommendation of, any good or service, for which payment may be made under a federal
healthcare program such as Medicare and Medicaid; e U. S. federal false claims, false statements and civil monetary
penalties laws, including the U. S. federal False Claims Act, which impose criminal and civil penalties against individuals
or entities for knowingly presenting, or causing to be presented, to the federal government, claims for payment that are
false or fraudulent or making a false statement to avoid, decrease or conceal an obligation to pay money to the federal
government; ® HIPAA, which imposes (i) criminal and civil liability for executing a scheme to defraud any healthcare
benefit program, or knowingly and willfully falsifying, concealing or covering up a material fact or making any
materially false statement in connection with the delivery of or payment for healthcare benefits, items or services and (ii)
obligations on certain covered entity healthcare providers, health plans, and healthcare clearinghouses as well as their
business associates that perform certain services involving the use or disclosure of individually identifiable health
information, including mandatory contractual terms, with respect to safeguarding the privacy, security and transmission
of individually identifiable health information; e analogous state and foreign laws and regulations relating to healthcare
fraud and abuse, such as state anti- kickback and false claims laws, which may apply to sales or marketing arrangements
and claims involving healthcare items or services reimbursed by non- governmental third- party payors, including
private insurers; o the U. S. federal “ Physician Payments Sunshine Act ”, which requires manufacturers of drugs,
devices, biologics and medical supplies that are reimbursable under Medicare, Medicaid, or the Children’ s Health
Insurance Program to report to CMS information related to physician payments and other transfers of value to
physicians, certain advanced non- physician health care practitioners, and teaching hospitals, as well as the ownership
and investment interests of physicians and their immediate family members; ® analogous state and foreign laws that
require pharmaceutical companies to track, report and disclose to the government or the public information related to
payments, gifts, and other transfers of value or remuneration to physicians and other healthcare providers, marketing
activities or expenditures, or product pricing or transparency information, or that require pharmaceutical companies to
implement compliance programs that meet certain standards or to restrict or limit interactions between pharmaceutical
manufacturers and members of the healthcare industry; e U. S. federal laws that require pharmaceutical manufacturers
to report certain calculated product prices to the government or provide certain discounts or rebates to government
authorities or private entities, often as a condition of reimbursement under federal healthcare programs; and e state
and foreign laws that govern the privacy and security of health information in certain circumstances, including state
security breach notification laws, state health information privacy laws and federal and state consumer protection laws,
many of which differ from each other in significant ways and often are not preempted by HIPAA, thus complicating
compliance efforts. Ensuring business arrangements comply with applicable healthcare laws, as well as responding to
possible investigations by government authorities, can be time- and resource- consuming and can divert a company’ s
attention from the business. Efforts to ensure that the Company’ s business arrangements with third parties will comply
with applicable healthcare laws and regulations will involve substantial costs. The scope and enforcement of each of
these laws is uncertain and subject to rapid change in the current environment of health care reform, including due to
lack of applicable precedent and regulations. Any action against the Company for violation of these laws, even if the
Company successfully defends against it, could cause the Company to incur significant legal expenses and divert its
management’ s attention from the operation of its business. The shifting compliance environment and the need to build
and maintain robust and expandable systems to comply with multiple jurisdictions with different compliance or
reporting requirements increases the possibility that a health care company may run afoul of one or more of the
requirements. [{ we-the FDA or a comparable foreign regulatory authority approves any of the Company’ s product
candidates, the Company will be subject to an expanded number of these laws and regulations and will need to expend
resources to develop and implement policies and processes to promote ongoing compliance. It is possible that
governmental authorities will conclude that the Company’ s business practices may not comply with current or future
statutes, regulations or case law involving applicable fraud and abuse or other healthcare laws and regulations, resulting
in government enforcement actions. If the Company’ s operations are found to be in violation of any of these laws or any
other governmental regulations that may apply to the Company, it may be subject to significant civil, criminal and
administrative penalties, damages, fines, imprisonment, exclusion of products from federal healthcare programs, such as
Medicare and Medicaid, and the curtailment or restructuring of the Company’ s operations. If any of the physicians or



other healthcare providers or entities with whom the Company expects to do business is found to be not in compliance
with applicable laws, they may be subject to criminal, civil or administrative sanctions, including exclusions from federal
healthcare programs. If neflamapimod, or any other product candidate the Company may develop or acquire in the
future, receives marketing approval, it may nonetheless gain sufficient market acceptance by physicians, health
care professionals, patients, third- party payors and others in the medical community. If the Company’ s drug does not
achieve an adequate level of acceptance, the Company may not generate significant product revenues or become
profitable. The degree of market acceptance will depend on a number of factors, including but not limited to: e the
ability to provide acceptable evidence of efficacy and potential advantages compared to alternative treatments; o the
willingness of the target patient population to try new therapies and of physicians to prescribe these therapies; e the
Company’ s ability to offer its drug for sale at competitive prices, which may be subject to regulatory control; e the
availability of third- party insurance coverage and adequate reimbursement; e the availability of alternative treatments
and the cost of a new treatment in relation to those alternatives, including any similar generic treatments; e the relative
convenience and ease of administration of a new treatment compared to alternatives, and the prevalence and severity of
any side effects of a new treatment; e the strength and effectiveness of the Company’ s sales, marketing and distribution
capabilities, either internally or in collaboration with others; ® any restrictions on the use of the Company’ s product
together with other medications; and e any restrictions on the distribution of the Company’ s product such as those
imposed under a mandatory REMS program. If neflamapimod or any other product candidate that the Company may
develop in the future does not provide a treatment regimen that is at least as beneficial as the current standard of care or
otherwise does not provide some additional patient benefit over the current standard of care, that product will not
achieve market acceptance, and the Company will not generate sufficient revenues to achieve profitability. Because the
Company expects sales of its product candidates, if approved, to generate substantially all of its revenues for the
foreseeable future, the failure of the Company’ s product candidates to find market acceptance would materially harm
its business. If the market opportunity for any product candidate that the Company develops is smaller than it believes,
its revenue may be adversely affected and its business may suffer. The Company intends to initially focus its product
candidate development on treatments for various CNS and neurodegenerative indications, in particular DLB. The
addressable patient populations that may benefit from treatment with the Company’ s product candidates, if approved,
are based on its estimates. These estimates, which have been derived from a variety of sources, including scientific
literature, surveys of clinics, patient foundations and market research, may prove to be incorrect. Further, new studies
may change the estimated incidence or prevalence of these CNS and neurodegenerative diseases. Any regulatory
approval of the Company’ s product candidates would be limited to the therapeutic indications examined in the
Company’ s clinical trials and as determined by the FDA, which would not permit the Company to market its products
for any other therapeutic indications not expressly reviewed and approved as safe and effective. Additionally, the
potentially addressable patient population for the Company’ s product candidates may not ultimately be amenable to
treatment with the Company’ s product candidates. Even if the Company receives regulatory approval for any of its
product candidates, such approval could be conditioned upon label restrictions that materially limit the addressable
patient population. The Company’ s market opportunity may also be limited by future competitor treatments that enter
the market. If any of the Company’ s estimates prove to be inaccurate, the market opportunity for any product
candidate that the Company or its strategic partners develop could be significantly diminished and have an adverse
material impact on its business. The Company faces substantial competition from other biotechnology and
pharmaceutical companies, and its operating results will suffer if it fails to compete effectively. The biotechnology and
pharmaceutical industries are highly competitive and subject to significant and rapid technological change. If
neflamapimod is approved, it will face intense competition from a variety of businesses, including large, fully integrated
pharmaceutical companies, specialty pharmaceutical companies, biopharmaceutical companies in the U. S. and other
jurisdictions, academic institutions and governmental agencies and public and private research institutions. These
organizations may have significantly greater resources than the Company does. They may also conduct similar research,
seek patent protection, and establish collaborative arrangements for research, development, manufacturing and
marketing of products that may compete with neflamapimod. Currently, there are a limited number of companies and
disease modifying approaches for DLB. However, given the potential market opportunity for the treatment of DLB and
other neurodegenerative diseases, an increasing number of established pharmaceutical firms and smaller biotechnology /
biopharmaceutical companies are pursuing a range of potential therapies for these diseases in various stages of clinical
development. In addition to these current and potential competitors, the Company anticipates that more companies will
enter the DLB market in the future. The Company’ s potential competitors could have significantly greater financial
resources, as well as drug development, manufacturing, marketing, and sales expertise. They may also be able to develop
and commercialize products that are safer, more effective, less expensive, more convenient, easier to administer, or have
fewer severe effects, than existing treatments or, if it is ultimately approved, neflamapimod. Competitors may also
obtain FDA or other regulatory approval for their product candidates more rapidly than the Company may obtain
approval for neflamapimod, which could result in their establishing or strengthening a commercial position before the
Company is able to enter the market. The highly competitive nature of the biotechnology and pharmaceutical industries,
as well as the rapid technological changes in those fields, could limit The Company’ s ability to advance neflamapimod
commercially. If the Company is unable to compete effectively, this could have a material adverse effect on its business
and results of operations. The successful commercialization of neflamapimod, or any other product candidate the
Company may develop or acquire, will depend in part on the extent to which governmental authorities and health
insurers establish adequate coverage, reimbursement levels, and pricing policies. Enacted and future healthcare



legislation may increase the difficulty and cost for the Company to obtain marketing approval of and commercialize its
product candidates, if approved, and also affect the prices it may set. Failure to obtain or coverage and
adequate reimbursement for the Company’ s product candidates, if approved, could limit its ability to market those
products and decrease its ability to generate revenue. There have been, and the Company expects will continue to be, a
number of legislative and regulatory proposals and changes to the healthcare systems in the U. S. and other jurisdictions
that could affect the Company’ s future results of operations. In particular, a number of initiatives at the U. S. federal
and state levels have aimed to reduce healthcare costs and improve the quality of healthcare. Existing regulatory policies
may change and additional government regulations may be enacted that could prevent, limit or delay regulatory
approval of neflamapimod or any future product candidates the Company may develop or acquire. The Company
cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or
administrative action, either in the U. S. or abroad. If the Company is slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies, or if it is not able to maintain regulatory compliance, the
Company may lose any marketing approval that it may have obtained, and it may not achieve or sustain profitability. In
the U. S., the availability and adequacy of coverage and reimbursement by governmental healthcare programs such as
Medicare and Medicaid, private health insurers, and other third- party payors are essential for most patients to be able
to afford prescription medications such as neflamapimod, if it is approved. The Company’ s ability to achieve acceptable
levels of coverage, payment, and reimbursement for products by governmental authorities, private health insurers and
other organizations will have an effect on the Company’ s ability to successfully commercialize neflamapimod and any
other potential future product candidates. Assuming the Company obtains coverage for neflamapimod by a third- party
payor, the resulting reimbursement payment rates may not be adequate or may require co- payments that patients find
unacceptably high. the Company cannot be sure that coverage, payment, and reimbursement in the U. S. or elsewhere
will be available for or any drug product that the Company may develop, and any reimbursement that may become
available may be decreased or eliminated in the future. There have recently been and may continue to be a number of
significant legislative initiatives in the U. S. to contain healthcare costs. Federal and state governments continue to
propose and pass legislation designed to reform delivery of, or payment for, healthcare, which include initiatives to
reduce the cost of healthcare. For example, in March 2010, the U. S. Congress enacted the ACA, which substantially
changed the way healthcare is financed by both the government and private insurers, and significantly impacts the U. S.
pharmaceutical industry. We expect that future changes or additions to the ACA, the Medicare and Medicaid programs,
and changes stemming from other healthcare reform measures, especially with regard to healthcare access, financing or
other legislation in individual states, could have a material adverse effect on the healthcare industry in the United States.
In August 2022, President Biden signed into law the IRA, which, among other things, requires manufacturers of certain
drugs to engage in price negotiations with Medicare (beginning in 2026), with prices that can be negotiated subject to a
cap; imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation (first
due in 2023); and replaces the Part D coverage gap discount program with a new discounting program (beginning in
2025). The IRA permits the Secretary of the Department of Health and Human Services to implement many of these
provisions through guidance, as opposed to regulation, for the initial years. In addition, multiple large pharmaceutical
companies and other stakeholders (e. g., the U. S. Chamber of Commerce) have initiated federal lawsuits against CMS
arguing the program is unconstitutional for a variety of reasons, among other complaints. For these and other reasons,
the implementation of the IRA and its impact on the Company’ s business is currently unclear. At the state level,
legislatures have increasingly passed legislation and implemented regulations designed to control pharmaceutical and
biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain
product access and marketing cost disclosure and transparency measures. In December 2020, the U. S. Supreme Court
held unanimously that federal law does not preempt the states’ ability to regulate PBMs and other members of the
health care and pharmaceutical supply chain, an important decision that may lead to appears to be leading to further
and more aggressive efforts by states in this area. The Federal Trade Commission in mid- 2022 also launched sweeping
investigations into the practices of the PBM industry, and members of Congress continue to propose reforms for the
PBM industry, all or each of which could lead to additional federal and state legislative or regulatory proposals targeting
such entities’ operations, pharmacy networks, or financial arrangements. In addition, in the last few years, several states
have formed PDABs with the authority to implement UPLs on drugs sold in their respective jurisdictions. There are
several pending federal lawsuits challenging the authority of states to impose UPLs, however. Further, if neflamapimod
is approved in any jurisdictions outside of the U. S., the Company may also be subject to extensive governmental price
controls and other market regulations in those countries. Governments outside of the U. S., particularly the countries of
the European Union, tend to impose strict price controls on prescription pharmaceutical products. In these countries,
pricing negotiations with governmental authorities can take considerable time after the receipt of marketing approval
for a product. To obtain reimbursement or pricing approval in some countries, the Company may be required to
conduct a clinical trial that compares the cost- effectiveness of its product candidate to other available therapies. If
reimbursement of the Company’ s products is unavailable or limited in scope or amount, or if pricing is set at
unsatisfactory levels, the Company’ s business could be harmed, possibly materially. As a result, the Company might
obtain regulatory approval for a product in a particular country, but then be subject to price regulations that delay its
commercial launch of the product and negatively impact the revenue the Company is able to generate from the sale of
the product in that country. Adverse pricing limitations may hinder the Company’ s ability to recoup its investment in its
product candidates, even after obtaining regulatory approval. The Company cannot predict the likelihood, nature, or
extent of government regulation that may arise from future legislation or administrative action in the U. S. or any other



jurisdiction. In the U. S., future laws and regulation may result in more rigorous coverage criteria and increased
downward pressure on the price pharmaceutical companies may receive for any approved product. Reductions in
reimbursement from Medicare or other government programs may result in similar reductions in payments from
private payors. The implementation of cost containment measures or other healthcare reforms may prevent the
Company from being able to generate revenue, attain profitability or commercialize its product candidates. Further, if
the Company or any third parties with whom it engages in the future are slow or unable to adapt to changes in existing
requirements or policies, or if the Company is not able to maintain regulatory compliance, its ability to generate revenue,
attain profitability, or commercialize neflamapimod or any other products for which it receives regulatory approval may
be materially and adversely affected. If the Company is unable to obtain adequate coverage and payment levels for its
products from third- party payors, physicians may limit how much or under what circumstances they will prescribe or
administer them, and patients may decline to purchase them. This in turn would affect the Company’ s ability to
successfully commercialize any approved products and thereby adversely impact its profitability, results of operations,
and financial condition. If the Company is unable to establish sales, marketing and distribution capabilities either on its
own or in collaboration with third parties, it may not be successful in commercializing neflamapimod, if approved. The
Company does not currently have any infrastructure for the sales, marketing or distribution of an approved drug
product, and the cost of establishing and maintaining such an organization may exceed the cost- effectiveness of doing so.
In order to market and successfully commercialize neflamapimod, if approved, the Company must build its sales,
distribution, marketing, managerial and other non- technical capabilities, or make arrangements with third parties to
perform these services. There are significant expenses and risks involved in establishing the Company’ s own sales,
marketing and distribution functions, including the Company’ s ability to hire, retain and appropriately incentivize
qualified individuals, generate sufficient sales leads, provide adequate training to sales and marketing personnel, and
effeetive-effectively systenrmanage a geographically dispersed sales and marketing team. Alternatively, to the extent that
the Company depends on third parties for such services, any revenues it receives will depend upon the efforts of those
third parties, and there can be no assurance that such efforts will be successful. If the Company is unable to establish
adequate sales, marketing and distribution capabilities, either on its own or in collaboration with others, the Company
will not be successful in commercializing neflamapimod, if it is ultimately approved, and it may never become profitable.
The Company will be competing with companies that currently have extensive and well- funded marketing and sales
operations. Without an eontrot-team or the support of a third party to perform marketing and sales functions, the
Company may be unable to compete successfully against these more established companies. Consumers may sue the
Company for product liability, which could result in substantial liabilities that exceed its available resources and damage
its reputation. Researching, developing, and commercializing drug products entail significant product liability risks. The
use of neflamapimod or any other product candidates the Company may develop in clinical trials and the sale of any
products for which it obtains marketing approval exposes it to the risk of product liability claims. Product liability
claims might be brought against the Company by clinical trial participants, patients, healthcare providers,
pharmaceutical distributors or others selling or otherwise coming into contact with its product candidates or future
commercial products. The Company has obtained limited product liability insurance coverage for its clinical trials,
which the Company believes to be reasonable given its current operations. However, the Company’ s insurance coverage
may not reimburse the Company or may not be sufficient to reimburse it for any expenses or losses it may suffer.
Although the Company currently has limited product liability insurance that covers its clinical trials, it will need to
increase and expand this coverage as it commences larger scale trials, as well as if neflamapimod is ultimately approved
for commercial sale. This insurance may be extremely expensive or may not fully ever-cover finanetal-the Company’ s
potential liabilities. Inability to obtain sufficient insurance coverage at an acceptable cost or otherwise to protect against
potential product liability claims could prevent or inhibit the commercialization of neflamapimod, if it is approved.
Product liability claims could have a material adverse effect on the Company’ s business and results of operations. Any
product candidate for which the Company obtains marketing approval will be subject to extensive post- marketing
regulatory requirements and could be subject to post- marketing restrictions or withdrawal from the market, and the
Company may be subject to penalties if it fails to comply with regulatory requirements or if it experiences unanticipated
problems with its products, when and if any of them are approved. If the FDA or a comparable foreign regulatory
authority approves neflamapimod or any of the Company’ s future product candidates for marketing, activities such as
the manufacturing processes, labeling, packaging, distribution, adverse event we-storage, advertising,
promotion and recordkeeping for the product will be subject to extensive and ongoing regulatory requirements. The
FDA or a comparable foreign regulatory authority also impose requirements for costly post- marketing nonclinical
studies or clinical trials (often called “ Phase 4 trials ) and post- marketing surveillance to monitor the safety or efficacy
of the product. If the Company or a regulatory authority discovers previously unknown problems with a product, such
as adverse events of unanticipated severity or frequency, production problems or issues with the facility where the
product is manufactured or processed, such as product contamination or significant not- compliance with applicable
c¢GMPs, a regulator may impose restrictions on that product, the manufacturing facility or the Company. If the
Company or its third party providers, including the Company’ s CMOs, fail to comply fully with applicable regulations,
then the Company may be required to initiate a recall or withdrawal of its products. The Company must also comply
with requirements concerning advertising and promotion for any of its product candidates for which it obtains
marketing approval. Promotional communications with respect to prescription drugs are subject to a variety of legal and
regulatory restrictions and must be consistent with the information in the product’ s approved labeling. Thus, the
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indications or uses for which they are not approved. The FDA and other agencies closely oversee the post- approval
marketing and promotion of drugs to ensure drugs are marketed only for the approved indications and in accordance
with the provisions of the approved labeling. The FDA imposes stringent restrictions on manufacturers’ communications
regarding use of their products, and if the Company promotes its products beyond their approved indications, it may be
subject to enforcement actions or prosecution arising from that off- label promotion. Violations of the FDCA relating to
the promotion of prescription drugs may lead to investigations alleging violations of federal and state healthcare fraud -

-Fttﬁhermere,—etued-tseles&re—eeﬂtre-ls—dnd abuse laws pfeeedures—are—strbjeet—te-rrﬂaefent—l-rrmtaﬁeﬁs— 5

h any-fathare h-apphieable emetits-or-bestprae ell as state consumer protectlon laws
Accordlngly, to the extent the Company receives marketing approval for neﬂamaplmod the Company and its CMOs
and other events-eutside-third- party partners will continue to expend time, money and effort in all areas of eurregulatory
compliance, including promotional and labeling compliance, manufacturing, production, product surveillance, and
quality control —. If the Company is not able to comply with post- approval regulatory requirements, it could have
marketing approval restltimra-seeurity-breach-or-for other-disruptiorrany of its products withdrawn by regulatory
authorltles and 1ts ablhty to ettﬁn-ferma&eﬂ—teelimelegy—sysfems—market any future products could be Hmitlimited our

, which could eempromise-our-orthirdpartieseonfidential
'l'ﬂ'fﬁfﬁﬁ&f‘lﬁﬁrﬁi“ﬁf‘l‘lﬁﬁb‘t&@'d(l\'d‘%tl\ aliul its ablhty to achieve otr— or business-sustain profitability. Thus , the cost of

compliance with post- approval regulations may have a negative effect on the Company’ s operating results and financial

condition yertresults-efoperations-. -—-We-ineursignifieanteosts-as-aresaltof The FDA’ s policies may change and additional

government regulations may be enacted that could prevent hmlteﬁ% or pﬂbhe—delay marketlng approval of the eemp&ny
Company ’ s product candidates. If the sta 0 b

Company —rnel-ud-mg—eempl-y—mg—wrt-}r&xe—&ppheable—ls slow or unable to adapt to changes in ex1st1ng 1eq uuunenlx e-Pt-he

fequlfed—te-'rnel-ade—ﬂa—eﬁﬁ or the adoptlon anﬂua-l—repert—&n—aﬁesta&eﬂ—ol new requlrements ot or pohc1es melepeﬂdeﬂt
£18 pablie-aceountin , the-ameount-ofthese-or if it is not able to

maintain regulatory wmplmme eests— it may lose any marketlng approval that it may have obtained, which would
adversely affect the Company’ s inereasesignifieantly—-Although-we-have-inplaee-business eontinuity-and-disaster reeovery
plans— prospects and ablhty to achleve ot or sustaln proﬁtablllty bﬂ&rﬂess—ﬁﬂaﬂetal—eeﬂd-r&eﬁ—eﬁest&ts-e-ﬁﬂeeraﬁeﬂs

there +

add-rt—teﬁal—ﬂs-ks-be llmlted llquldlty in the tradlng market for the Company s common stock steh-as-amrand inereased-risk
e%seetﬂ%t—res—l-rt—rga-t—teﬂ—Bﬁrmg—l he ye&ﬁeﬂded—BeeeﬁrbeH—l,—%@%Z,—the—elesmg—nuuku |711LL -fer—etﬂeof its common \10;1\ as

fesﬁfe%ﬂuetuaﬁeﬂs—ﬂﬁhe—pﬂeee-ﬁetmeemmeﬁsteel&yetbnm drop in be—&rwble—te—sel—l—shafes—e%eﬂeeemmeﬁ—steeleat—ef

above-the-price-youpaid-for-thenr the future evenifyourhelding period-isrelativelyshort. The market price of eur-the
Company’ s common stock may is-tikelty-to-eontinte-to-be subject to significant fluctuations. Market prices for securities of

early- stage pharmaceutical, biotechnology and other life sciences companies have historically been volatile and-subjeet-
Some of the factors that may cause the market price of the Company’ s common stock to fluctuate include among others:
o the ability of the Company or its partners to develop product candidates and conduct clinical trials that demonstrate
such product candidates are safe and effective; e the ability of the Company or its partners to obtain regulatory
approvals for product candidates, and delays or failures to obtain such approvals; e failure of any of the Company’ s
product candidates to demonstrate safety and efficacy, receive regulatory approval and achieve commercial success; ®
failure by the Company to maintain its existing third- party license, manufacturing and supply agreements; e failure by
the Company or its licensors to prosecute, maintain, or enforce its intellectual property rights; ® changes in laws or
regulations applicable to the Company’ s product candidates; ® any inability to obtain adequate supply of product
candidates or the inability to do so at acceptable prices; ® adverse regulatory authority decisions; e introduction of new
or competing products by the Company’ s competitors; e failure to meet or exceed financial and development
projections the Company may provide to the public; e the perception of the pharmaceutical industry by the public,
legislatures, regulators and the investment community; ® announcements of significant acquisitions, strategic
partnerships, joint ventures, or capital commitments by the Company or its competitors; e disputes or other
developments relating to proprietary rights, including patents, litigation matters, and the Company’ s ability to obtain
intellectual property protection for its technologies; e additions or departures of key personnel; o significant lawsuits,



including intellectual property or stockholder litigation; e if securities or industry analysts do not publish research or
reports about the Company, or if they issue an adverse or misleading opinions regarding its business and stock; e
changes in the market valuations of similar companies; ® general market or macroeconomic conditions; e sales of its
common stock by the Company or its stockholders in the future; e the trading volume of the Company’ s common stock;
o the limited percentage of the Company’ s outstanding shares that are currently freely tradeable as a result of the
significant holdings of the Company’ s directors and officers; ® adverse publicity relating to the Company’ s markets
generally, including with respect to other products and potential products in such markets; ® changes in the structure of
health care payment systems; and e period- to- period fluctuations in the Company’ s financial results. Accordingly, the
market price of Company’ s common stock may be highly volatile and vehime-could flaetuations-fluctuate w1dely in
response-to-price as a result of the-these outeome-ofotir— or Sff&fegie—feiﬂew—pfeeeﬁs-&ﬂd-ﬂﬁﬂfket—rﬂdﬁsﬁﬂy—&ﬂd-()l her factors .
In particular , inetudingthe degree-Company has relatively few shares of common analysteeverage-efeurstock

outstanding in the “ public float ” as a higher percentage of the Company’ s outstanding shares are held by a small
number of shareholders. In addition . the shares of common stock may be sporadically or thinly traded. As a
consequence of this lack of liquidity, the trading of relatively small quantities of shares by shareholders may
disproportionately influence the price of those shares in either direction, particularly over short periods of time. The
price for such shares could, for example, decline precipitously in the event that a large number of the shares are sold on
the market without commensurate demand, as compared to a seasoned issuer which could better absorb those sales
without a material reduction in share price. An active trading market for the Company’ s shares of common stock may
never develop or be sustained. If an active market for its common stock does not develop or is not sustained, it may be
dlfﬁcult for its stockholders to sell their Vawl-u&t-teﬁs—shares at and- an attractive price reeommendations;-and-whether-any

; or bustiness-at all . Additionally, in Hthe-results-ofour
bﬁsrness-ée—net—meet—t-hese——— the past &ﬂa-}ysts—fefeeasts— plalntlffs have often 1n1tlated securltles class actlon htlgatlon
against a company following WEe-Prov y
periods ;-of volatility in the market price of eureeﬂameﬁ—lts securltles. The Company may in the future be the target of

slmllar htlgatlon if its stock contmues to experlence prlce eeu-}d—deel-me—Fmtheﬂﬂefe—despﬁe—t-hﬂ—\ olatility —d-ue—te—t-he—faet

ecurities itigation st i t
S t eﬁhe—m&rket—as—a—who}e—seet&r&es-e}ass—&et-teﬂ— tigat
-l-rt-tg&t-teﬁ,—rﬁrnst-rtu-ted—&ga-iﬂst—us—wuld ILSI.ll[ in substantial costs and d‘l“\?‘efS'l'Oﬁ—Of-llabllltleS and could divert manaocmull S

gfewt-h—pfespeets- We—ha-V&The Company has lundul 01:1'1’—lts opcmuons to date lhloueh 1hc 1ssuance 0[ securities, meludmL
common stock, warrants to purchase common stock (including pre- funded warrants) , convertible preferred stock, and
convertible debt securities, and we-expeet-expects that in the future swe-it will need to raise additional capital through similar
means to fund ewrits continued operations and liquidity needs. Assuming funding is available on acceptable terms, any future

1ssudnee 01 common xloek or scculmcs conv LlllblL for or exchangeable into common stock —inelading-anystoek-issued-to-fund

v wise;-will result in dilution to eur-the Company’ s
existing stock holdus and eould depress 1hc mcnkct price of enrits common stock. Furthermore, the terms of future financing
transactions may contain provisions that 1le11@1 our operations or 1equne us to 1L11nqulsh certain rights to our product candidates
or other technologies. The Company 6 iEWw we-will likely need to raise
additional funds in the future to continue eut-its operations, fund ILSCdICI and development, dnd if approved, commercialize
eur-its product candidates. We-The Company currently pas-plans to continue to finance esr-operations with a combination of
equity issuances, debt arrangements, and, potentially, licensing, or other partnering relationships. ©ur-The Board may determine
at any time to raise additional capital if it believes the terms are in the best interests of etrthe Company’ s stockholders. In
addition, we-the Company may also issue securities to LOLIHILI}’)JII]CS as pdll of an aequlsmon merger, or similar transaction,
including as part of our strategic review process. y G
stoelkeotld-oeeur-at-any-time—Any issuance or sale of shdlcs or 1hc pcueptlon in lhe market 01 an intent to issue or sell shares
in the near- term, by the Company or holders of a large number of shares could reduce the market price of eurthe Company’ s
common stock , including in connection with the 2024 Private Placement which is expected to close on or about April 1,
2024, subject to customary closing conditions . We-The Company also cannot assure you that any such sale of common stock
or other securities will be at a price per share that is equal to or greater than the price per share paid by you for eur-the
Company’ s common stock. Furthermore, a depressed stock price could limit ear-the Company’ s ability to raise necessary
capital through the sale of additional equity securities on terms that are acceptable. We-In addition, in connection with the
2024 Private Placement, the Company issued the Series A Warrants pursuant to which the holders thereof are entitled to
purchase an aggregate of 2, 532, 285 shares of common stock at an exercise price equal to $ 39. 24 per share. The Series
A Warrants are exercisable immediately and will expire at the earlier of (i) April 1, 2027 or (ii) 180 days after the date
that the Company makes a public announcement of positive top- line data from the RewinD- LB Trial, subject to certain
beneficial ownership limitations and other conditions set forth therein. Any future issuance of common stock upon
exercise of the Series A Warrants will result in dilution to the Company’ s existing stockholders and could depress the




market price of its common stock. The Company may become obligated to pay liquidated damages if we fail to file,
obtain effectiveness and maintain effectiveness of a registration statement in accordance with the terms of the securities
purchase agreement related to its 2024 Private Placement. In connection with the 2024 Private Placement, the Company
granted the purchasers of securities in the offering certain resale registration rights pursuant to the terms of the
securities purchase agreement. In addition to the registration rights, the purchaser may be entitled to receive liquidated
damages upon the occurrence, or failure to occur, of a number of events relating to the filing, effectiveness and
maintenance of effectiveness of a registration statement related to the common stock sold in the 2024 Private Placement.
The liquidated damages will be payable upon the occurrence, or failure to occur, of each of those events and each
monthly anniversary thereof until cured. The amount of liquidated damages payable per monthly period would be equal
to 1 % of the aggregate purchase price paid by the purchaser, provided, however, the maximum aggregate liquidated
damages payable to the purchaser would be 5 % of the aggregate amount paid by such purchaser for the purchaser of
such securities in the 2024 Private Placement. Ownership of the Company’ s common stock is highly concentrated
among its officers and directors, which may prevent the Company’ s stockholders from influencing significant corporate
decisions and may result in perceived conflicts of interest that could cause the Company stock price to decline. As of
March 26, 2024, executive officers and directors of the Company owned, directly or indirectly, approximately 47. 4 % of
the outstanding shares of the Company common stock. Accordingly, these stockholders, in the aggregate, may exercise
substantial influence over the outcome of corporate actions requiring stockholder approval, including the election of
directors, any merger, consolidation or sale of all or substantially all of the Company assets or any other significant
corporate transactions. These stockholders may also seek-additional-eapital-throtigh-delay or prevent a change of control of
the Company, even if such a change of control would benefit the olhu stockholders ﬁaetheds—ett-heihaleﬂe—eﬁn—eembtﬁatteﬁ
wrth—the—tssu&nee—ol the Company The s1gn1ﬁcant concentratlon aedtion v

due to 1nvest0rs perception - e § ston
may-make-the-aequisitionrof interest may ex1st ot or arise. Future sales eempany—a—pfexyheeﬂtest—efthe—neﬂﬂﬂ&tten—(
shares a-direetor-eandidate-by a-existing stoekholder-stockholders more-diffientt-than-suehaetions-would-could cause be-in-the
absenee-Company’ s stock prlce to dechne If ex1st1ng stockholders of sueh—pfevmeﬂs-the Company sell , inehading-that—
eﬂ-l-y-euﬁ or 1nd1cate :

by-an intention expanston-orby-theresignation;
v i hieh '1osell-ﬁ-l-l—'v‘aeane1es—en—etuLBe&rd—~—en-ly=eur
Gha—rrman—e#the—Be&rd— substantlal amounts eun@hief—E-xeetrt-ﬂfe—efﬁeer—er—a—rﬁajeﬂty—ol our-direetors-are-anthorized-to-eatha

the Company sterms—e%wlﬂneh—may—be

-S-EGe%an-y—exehaﬂge-en—wh-ieh—euhmnmon \10cl\ may-new-or-in the -future—traele)—pubhc market after certam legal and
ywwhteh-may-inelade-rights-superiorto-contractual restrictions on resale lapse, the rights-trading price of the helders-of
common stock +=-of the Company could decline. If equity research analysts do not publish research et or reports Board
is-expressty-authorized-to-amend-, restate;orrepeal-our— or Bylaws;-and—+-advaneenotiee-publish unfavorable research or
reports, about the Company, is-its required-with-respeet-to-any-nominattonis-business, or its market, its stock price and
trading volume could decline. The trading market for eleetion-to-our-Board-orforpropesing-matters-the Company’ s

common stock will be influenced by the research and reports that ean-be-aeted-uponby-stoekholders-equity research
analysts may publish about it and its business from time to time. Equity research analysts may elect not to provide or

continue research coverage of the Company’ s common stock, which may adversely affect the market price of the stock.
In the event the Company does have equity research analyst coverage at any given time meet-rng—e-ﬁsfeeld&el&efs—lﬂ

ns-ofr-eertain-stockholderrights h prov g-price of euﬁtheCompanys
common stock could dechne if one or more equlty research analysts downgrade its stock or issue other unfavorable
commentary or research . [ we-one or more equity research analysts cease coverage of the Company or fails to publish
reports on the Company regularly, demand for the Company’ s common stock could decrease, which in turn could cause



its stock price or trading volume to decline. If the Company cannot continue to satisfy the NASBDAQ-Nasdaq Capital
Market continued listing standards and other NASBDAQ-Nasdaq rules, enr-its Commen-common Steelstock could be delisted,
which swetdd-could harm eur-the Company’ s business, the trading price of eur-its €Commen-common Steek-stock , exr-the
Company’ s ability to raise additional capital and the liquidity of the market for eur-its €ommen-common Steekstock . Our
The Company’ s common stock is currently listed on the NASBAQ-Nasdaq Capital Market. To maintain the-this listing efeur
i , we-are-the Company is required to meet certain listing requirements related
to, among other things, the trading price of the Company’ s common stock, the Company’ s market capitalization and
certain corporate governance- related requirements . In the event that-eurthe Company’ s common stock is delisted from
NASBAQ-Nasdagq for a failure to meet such requirements and is not eligible for quotation or listing on another market or
exchange, trading of eur-the Company’ s common stock could be conducted only in the over- the- counter market or on an
electronic bulletin board established for unlisted securities such as the Pink Sheets or the OTC Bulletin Board. In such event, it
could become more difficult for #s-the Company to raise capital and for enr-the Company’ s stockholders to dispose of, or
obtain accurate price quotations for, ear-the Company’ s common stock . ;and-there-There would likely also be a decline in
the liquidity of the trading market for the Company’ s common stock and a reduction in eur-the Company’ s coverage by
securities analysts and the news media, which could cause the price of eur-the Company’ s common stock to decline further.
Provisions in the Company’ s corporate charter documents and under Delaware law could make an acquisition of the
Company, which may be beneficial to the Company’ s stockholders, more difficult and may prevent attempts by the
Company’ s stockholders to replace or remove its current directors and members of management. Provisions in the
Company’ s certificate of incorporation, as amended, and its amended and restated bylaws may discourage, delay or
prevent a merger, acquisition or other change in control of the Company that stockholders may consider favorable,
including transactions in which the Company’ s stockholders might otherwise receive a premium for their shares. These
provisions could also limit the price that investors are willing to pay in the future for shares of the Company’ s common
stock, thereby depressing the market price of its common stock. In addition, because the Board is responsible for
appointing the members of its management team, these provisions may frustrate or prevent any attempts by the
Company’ s stockholders to replace or remove its current management by making it more difficult for stockholders to
replace members of the Board. Among other things, these provisions: e allow the authorized number of the Company’ s
directors to be changed only by resolution of the Board; e limit the manner in which stockholders can remove directors
from the Board; e establish advance notice requirements for stockholder proposals that can be acted on at stockholder
meetings and nominations to the Board; e limit who may call stockholder meetings and the Company stockholders’
ability to act by written consent; e authorize the Board to issue preferred stock without stockholder approval, which
could be used to institute a “ poison pill ” that would work to dilute the stock ownership of a potential hostile acquirer,
effectively preventing acquisitions that have not been approved by the Board; and e require the approval of the holders
of atleast 2 / 3 of the votes that all the Company’ s stockholders would be entitled to cast to amend or repeal specified
provisions of the Company’ s certificate of incorporation, as amended, or for stockholders to amend or repeal the
Company’ s amended and restated bylaws. Moreover, because the Company is incorporated in Delaware, it is governed
by the provisions of Section 203 of the DGCL, which generally prohibits a person who, together with their affiliates and
associates, owns 15 % or more of a company’ s outstanding voting stock from, among other things, merging or
combining with the company for a period of three years after the date of the transaction in which the person acquired
ownership of 15 % or more of the company’ s outstanding voting stock, unless the merger or combination is approved in
a prescribed manner. The Company’ s certificate of incorporation designates the state courts in the State of Delaware as
the sole and exclusive forum for certain types of actions and proceedings that may be initiated by its stockholders, which
could discourage lawsuits against the company and its directors, officers and employees. The Company’ s certificate of
incorporation provides that, unless the Company consents in writing to the selection of an alternative forum, the Court
of Chancery of the State of Delaware (or, if the Court of Chancery of the State of Delaware does not have jurisdiction,
the federal district court for the District of Delaware) will be the sole and exclusive forum for certain proceedings,
including: (1) any derivative action or proceeding brought on the Company’ s behalf, (2) any action asserting a claim of
breach of a fiduciary duty owed by any of the Company’ s directors, officers, employees or stockholders to the company
or its stockholders, (3) any action asserting a claim arising pursuant to any provision of the DGCL or as to which the
DGCL confers jurisdiction on the Court of Chancery of the State of Delaware or (4) any action asserting a claim arising
pursuant to any provision of the Company’ s certificate of incorporation or amended and restated bylaws (in each case,
as they may be amended from time to time) or governed by the internal affairs doctrine. These choice of forum
provisions will not apply to suits brought to enforce a duty or liability created by the Securities Act, the Exchange Act or
any other claim for which federal courts have exclusive jurisdiction. These exclusive- forum provisions may make it
more expensive for Company stockholders to bring a claim than if the stockholders were permitted to select another
jurisdiction, and may limit the ability of the Company’ s stockholders to bring a claim in a judicial forum that such
stockholders find favorable for disputes with the Company or its directors, officers or employees, which may discourage
such lawsuits against the Company and its directors, officers and employees. Alternatively, if a court were to find the
choice of forum provisions contained in the Company’ s certificate of incorporation to be inapplicable or unenforceable
in an action, the Company may incur additional costs associated with resolving such action in other jurisdictions, which
could materially adversely affect its business, financial condition and operating results. The Company does not
anticipate that it will pay any cash dividends in the foreseeable future. The Company’ s current expectation is that it will
retain future earnings, if any, to fund the development and growth of the Company’ s business. As a result, capital
appreciation, if any, will be your sole source of potential gain on an investment in the Company’ s common stock for the



foreseeable future. General Risks Related to OurInteHeetaal Property Ineonneetion-the Company’ s Business and

Operations The Company has a small number of employees, and it is highly dependent on the principal members of its
management team, including its President and Chlef Executlve Ofﬁcer, John Alam, M. D Although the Company has
employment agreements or offer letters with ¢ g v neling-its eonelaston-executive
officers and certain key employees , we—have—pattsed—s&g&rﬁeafﬁ—pef&eﬂs-these agreements do not prevent them from
terminating their services at any time. Competition in the biotechnology industry for skilled and experienced employees
is intense, particularly in the greater Boston, Massachusetts area, where the Company’ s headquarters is located, and the
Philadelphia, Pennsylvania area, where approximately 50 % of eurFSE-the employee’ s workforce is located. The
Company also faces competition for the hiring of scientific and clinical personnel from universities and research
institutions, many of which are near the Company’ s headquarters. The loss of the services of any member of the
Company’ s senior management, clinical development or scientific staff, activittes—tfwe-ehoose-to-pursue-further
development-of FSC-or any other produeteandidate-key employee , we-may significantly delay notbe-abte-to-ebtain-or enferee
pa-teﬂt—ﬂghts-efprevent the achlevement of drug development and other busmess objectlves fﬂfeﬂeeﬁta{-pfepeﬁ-y—ﬂghfs-ﬂ%&f




Wh-teh—wul( l]d\ ea ll‘ldlLlldl dd\ erse cllcu on eﬂnthe Company’ s business, operatlng results and lmoncml condmon The
Company also relies on consultants and results-advisors to assist it in formulating and executing its business strategy.
Many of the Company’ s consultants and advisors are either self- employed or employed by other organizations, and
they may have conflicts of interest or other commitments, such as consulting or advisory contracts with other
organizations, which may affect their ability to contribute to the Company. As the Company continues to develop
neflamapimod for the treatment of DLB, and also to expand into clinical trials for other CNS disorders, the Company
expects to experience significant growth in the number of employees and the scope of its operations . This strategy will
require it to recruit additional clinical development, regulatory, scientific, and technical personnel, as well as sales and
marketing personnel if neflamapimod is approved. If the Company is unable to attract, retain and motivate a sufficient
number of highly qualified personnel to match such growth, its ability to further develop and commercialize
neflamapimod, or any future product candidates the Company may develop or acquire, will be limited. The Company
may also be required to implement and improve managerial, operational and financial systems to manage its potential
growth. Due to its limited financial and personnel resources, the Company may not be able to effectively manage the
expansion of its operations or recruit and train a sufficient number of additional qualified personnel. The expansion of
the Company’ s operations may lead to significant costs and may divert its management and business development
resources. Any inability to manage growth could delay the execution of the Company’ s business plans or disrupt its
operations. The Company is subject to the reporting requirements of the Exchange Act, the Sarbanes- Oxley Act, and
the rules and regulations of Nasdaq. The Sarbanes- Oxley Act requires, among other things, that the Company maintain
effective disclosure controls and procedures and internal control over financial reporting. The Company must perform
system and process evaluation and testing of its internal control over financial reporting to allow management to report
on the effectiveness of its internal controls over financial reporting in its Annual Report on Form 10- K filing for that
year, as required by Section 404 of the Sarbanes- Oxley Act. This requires that the Company incur substantial
professional fees and internal costs to expand its accounting and finance functions and that it expends significant
management efforts. The Company may experience difficulty in meeting these reporting requirements in a timely
manner. A material weakness is a deficiency or combination of deficiencies in internal control over financial reporting
such that there is a reasonable possibility that a material misstatement of the Company’ s consolidated financial
statements would not be prevented or detected on a timely basis. The identified material weaknesses, if not corrected,
could result in a material misstatement to the Company’ s consolidated financial statements that may not be prevented
or detected. The Company may discover weaknesses in its system of internal financial and accounting controls and
procedures that could result ina material misstatement of its financial statements . For example, histerieally-otrprimary
in connection with the early2600s-audit of the Company’ s financial statements
for the years ended December 31, 2023 and 2022, material weaknesses in the Company’ s internal control over financial
reporting were identified related to (i) the Company’ s recording of significant complex transactions, and (ii) the absence
of effective controls regarding the accurate identification, evaluation and proper recording of various expense accounts.
The Company may identify additional material weaknesses in its internal controls over financing reporting in the future
which it may not be able to remedy in a timely manner. Any material weaknesses will not be considered remediated until
a remediation plan has been fully implemented developingTSC-and-, the applicable controls operate for a sufficient period
of time, and it as-has a-been concluded, through testing, that the newly implemented and enhanced controls are operating
effectively. If the Company is not able to comply with the requirements of Section 404 of the Sarbanes- Oxley Act, or if it
is unable to maintain proper and effective internal controls, the Company may not be able to produce timely and
accurate financial statements. If that were to happen, the market price of its common stock could decline and it could be
subject to sanctions or investigations by Nasdaq, the SEC, or other regulatory authorities. More generally, any failure by
the Company to implement and maintain effective internal control over financial reporting could result ;pertions-in
errors in the Company’ s financial statements that could result in a restatement of the Company’ s financial statements
and could cause the Company to fail to meet its reporting obligations, any of which could diminish investor confidence in
the Company and cause a decline in the price of the Company’ s common stock. The Company’ s disclosure controls and
procedures may not prevent eur—- or detect all errors or acts patentportfolio-ineluding-eertain-patentsrelated-toTSC>s
eompositiorrof fraud. The Company is subject to the periodic reporting requirements of the Exchange Act and its
disclosure controls and procedures are designed to reasonably assure that information required to be disclosed by the
Company in reports it files or submits under the Exchange Act is accumulated and communicated to management,
recorded, processed, summarized and reported within the time periods specified in the rules and forms of the SEC. The
Company believes that any disclosure controls and procedures or 1nternal controls and procedures, no matter how —have

e*ptred—o%wx—l-l—well concelved and operated

t-hefe—rs—can prov1de only reasonable, 'HG-IIOt absolute, assurance
that the ob]ectlves of the control system we-wis 0 0 we-arc utable
met. These inherent limitations include the realltles that Judgments in dec1s1on- maklng can be faulty, and that
breakdowns can occur because of simple error or mistake. Additionally, controls can be circumvented by the individual

acts of some persons, by collusion of te-two obtainregulatory-approval-of-or more people or by and-- an sueeesstully



eommeretatize-unauthorized override of the controls. Accordingly, because of the inherent limitations in our control
system, misstatements or insufficient disclosures due to error or fraud may occur and not be detected. The Company’ s
information technology systems, or those of its vendors, collaborators or other contractors or consultants, may fail or
suffer security incidents, loss of data and other dlsruptlons, whlch could result in a material d1sruptlon of its pmducl
development programs eand y S
related to its business ot or prevent it ow t h etentrigh
exelade-others-rom eemmeretaha—mg—pre&uets—st&n-lareﬁdefmeal-access1ng crltlcal 1nformatlon, potentlally exposmg 1t to
liability or otherwise adversely affecting its business. In the ordinary etrs-course —Furthermore;-thetaws-of someforetgn
jutisdietions-donotprovide-the Company’ s business, the Company collects and stores sensitive data, intcllectual property
tights-, and proprietary business information. This data encompasses a wide variety of business- critical information
including research and development information, clinical trial information, commercial information, and business and
financial information. The Company faces risks relative to protecting this critical information including loss of access,
unauthorized disclosure, unauthorized modification, and inadequate monitoring of its controls over the-these same-extent
astnrrisks. Despite the implementation of security measures, the Company’ s internal IT systems and the-those United:
States-of its current and many— any eempantes-future third- party vendors, collaborators and other contractors or
consultants are vulnerable to system failures, accidents, security incidents, damage, interruption or data theft from
computer viruses, computer hackers, malicious code, employee theft or misuse, ransomware, social engineering
(including phishing attacks), denial- of- service attacks, sophisticated nation- state and nation- state- supported actors,
unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures. As use of digital
technologies has increased, cyber incidents, including deliberate attacks and attempts to gain unauthorized access to
computer systems and networks, have increased eneeuntered-signifieant-diffientties-in proteeting-frequency and
sophistication elefeﬂd-mg—sueh—rrghts-rrrferetgnjﬂrtsd-te&eﬂs— T—he—These -lega-l—threats pose a rlsk to the securlty of the

Company’ s IT systems o
and networks and ether—- the i1

seefets—used—byheﬁﬁsttpphers—maﬂﬂ-faeﬁlrers-aﬂd-etheﬁ the thrrd—par&es—Company s data Thue can be no assurance that
binding-agreements-the Company will be successful in preventing cybersecurity incidents or successfully mitigating their

effects. Any such disruption or security incident could cause interruptions to its operations and result in disruption of the
Company’ s development programs and business operations. For example, the loss of clinical trial data from future
clinical trials could result in delays in the Company’ s regulatory approval efforts and significantly increase its costs to
recover or reproduce the data. If the Company were to experience a significant cybersecurity incident that impacts its
information systems or data, the costs associated with the investigation, remediation, and potential notification of the
cybersecurity incident to counterparties, regulatory authorities, and data subjects could be material. In addition, the
Company’ s remediation efforts may not be breached;-that-we-successful. Cybersecurity incidents weuld-could have
adequate-remedies-also lead to significant business disruption, including transaction errors, supply chain fer— or any
bfeaeh—eﬁhat—manufacturlng 1nterruptlons, processmg 1nefﬁc1enc1es, data loss our—- or the loss of tradeseerets-and

6 6 d d-by-our-- or damage eompetitors—f
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eeﬁsuﬂa-mg—&nd—t-he—other proprletary 1nformatlon eﬂteeme—ts—tmpred-tet&b-le— In addition, eeﬂﬁs—etttstde-the Company s

recently- increased remote workforce could increase the Company’ s cybersecurity risk, create data accessibility
concerns, and make the Company more susceptible to communication disruption. To the extent that any disruption or
cybersecurity incident were to result in a loss of, or damage to, the Company’ s or its third- party vendors’,
collaborators’ or the-other B—S—may-contractors’ or consultants’ data or applications, or inappropriate disclosure of
confidential or proprietary information, the Company could incur liability including litigation exposure, penalties and
fines, the Company could become the sub]ect of regulatory actions or 1nvest1gatlons, 1ts competltlve pos1tlon could be

ﬁghts—ef—t-hrrd-p&mes—rt—vﬂ-l-l—bt delayed Any of the above eostly-and-tin 5 nfa
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may not be adequate to cover any losses experienced as a result of a cybersecurity incident. The Company’ s business
may be affected from time- to- time by government investigations and litigation with third parties , including its ongoing
matter with Paul Feller. The Company may lmm time to t1me receive mqumes fn-frmg-rﬁg—eﬂ—etﬂﬁntel-}eeﬁta-l—pfepefty—ﬂghts
and subpoenas and thatwe-op g prop hers— other types of
information requests from government authorltles —Hewever—nttmereﬁs—U—S—dm otherﬂeﬂ-—U—S—tsstted-p&teﬁts-&ﬂd

pend-mg—paterﬁ—&ppﬁ‘&&ens—ewned—by—lhud pmllu e

party-infringing-onourrights—Mereover,itits busmess act1v1t1es While the ultlmate outcome of 1nvest1gat10ns, inquiries,
1nf0rmat10n requests and legal proceedlngs is dlfﬁcult ﬂet—alrw&ys—e}eaﬁo predlct m&ustﬁ'—p&r&erp&ﬂts— defense fnel-udmg

ﬂse-er—llultlmatelysuccessful) hird-party-elaim are-tiringingonth gh steh-elatms—th

be expensive ane-, time - consuming yand dlstractmg, and adverse resolutlons or settlements of those matters may result in,
among other things, modifications to business practices, costs and significant payments, any of which could have a
material adverse effect on the Company’ s business, financial condition, results of operations and prospects. For
example, in August 2014, Paul Feller, the former Chief Executive Officer of the Company’ s legal predecessor, filed a
complaint asserting various causes of action related to his past affiliations with the Company’ s legal predecessor. While
the Company believes it has meritorious defense to the claims alleged in this matter and is defending itself vigorously,
the Company is unable to predict the outcome and possible loss or range of loss, if any, associated with its resolution or
any potential effect the matter may have on the Company’ s financial position. Depending on the outcome or resolution
of this matter, it could have a material effect on the Company’ s consolidated financial position, results of operations and
cash flows. Now that the Merger has closed, there can be no further recourse by either party or its stockholders for a
breach of representation or warranty by any of the parties to the Merger Agreement. The representations and
warranties of Diffusion, EIP and Merger Sub contained in the Merger Agreement or any certificate or instrument
delivered pursuant to the Merger Agreement terminated at the Effective Time. To the extent that any such party’ s
breach of any representations and warranties is discovered or occurs in the future, there is no mechanism pursuant to
which the other parties can pursue recourse or remedy. The Company’ s business is, or may in the future become,
subject to complex and evolving U. S. and foreign laws and regulations relating to privacy and data protection. These
laws and regulations are subject to change and uncertain interpretation, and the Company’ s actual or perceived failure
to comply with such obligations could result in a-liability or reputational harm and could harm its business. A wide
variety of provincial, state, national, and international laws and regulations apply to the collection, use, retention,
protection, disclosure, transfer and other processing of personal data. These data protection and privacy- related laws
and regulations are evolving and may result in increased regulatory and public scrutiny and escalating levels of
enforcement and sanctions. In the U. S., numerous federal and state laws and regulations, including state data breach
notification laws, state health information privacy laws and federal and state consumer protection laws govern the
collection, use, disclosure and protection of health- related and other personal information. Failure to comply with data
protection laws and regulations, where applicable, could result in government enforcement actions, which could include
civil or criminal penalties, private litigation and / or adverse publicity and could negatively affect eourt—- our deeiding
operating results and business. For example, California has enacted the CCPA, which went into effect in January of
2020. The CCPA gives California residents expanded rights to access and require deletion of their personal information,
opt out of certain personal information sharing, and receive detailed information about how their personal information
is used. The CCPA provides for civil penalties for violations, as well as a private right of action for data breaches that &
patent-ef may increase data breach litigation. Although the CCPA includes exemptions for certain clinical trials data, and
HIPAA protected health information, the law may increase the Company’ s compliance costs and potential liability with
respect to other personal information the Company collects and processes about California residents. Additionally in
2020, California voters passed the CPRA, which went into full effect on January 1, 2023. The CPRA significantly amends
the CCPA, potentially resulting in further uncertainty, additional costs related to etirs— our compliance efforts and



additional potential for harm and liability if we fail to comply. Among other things, the CPRA established a new
regulatory authorlty, the Cahfornla Prlvacy Protectlon Agency, whlch is tasked ﬁotdvahd-or—rs—unenfofeea-b-le—t-lﬂr&t—a—thrfd

effeeﬁvel—y—than—we—e&n—beeause—t—hey— the CPRA and w1ll l]d\ e subs-t&rrt—ta-l—ly—gfeateikreseufees—expanded enforcement
authority . [n addition to California , interferenee-more U. S. states are enacting similar legislation , derivation-increasing

compliance complexity and increasing risks of failures to comply. In 2023 , or-comprehensive privacy laws in Virginia,
Colorado, Connectlcut and Utah all took effect and laws in Montana, Oregon, and Texas w1ll take effect in 2024 In

be—rn‘veked—&g&rﬂst—us—by—tlﬂfd-par&es— states Eveﬂ—rﬂwe—m e sueeessful—rn—set to take effect beyond 2024 and addltlonal U. S
states have proposals under con51deratlon, all of whlch could increase t-hese——— the Company s regulatory comphance

at-costs and
rlsks, exposure to regulatory enforcement actlon and the—other hablhtles dwersren—e%ma—nagemen-t—s—t—uﬁe- Numerous

’ A Frig y-countrics with-have, or are
developlng, laws governing the collectlon, use and transmission of personal 1nformat10n as well. For example, the
European Parliament and the COllIlCll of the European UIllOll adopted a -lega-l—comprehenswe general data prlvacy

emp-loyees—were—formerly—emp-leyed—b\ companies out51de t-the-ind f i i p i HOTS
and-seme-of oureonsultants-aetively-werlk-the European Union., The GDPR also 1mposes strlct rules on the transfer of
personal data out of the European Union to the United States. The GDPR imposes stringent data protection
requirements and provides for penalties for noncompliance of up to the greater of € 20 million or four percent of
worldwide annual revenues. The GDPR and many other eemp&mes—laws and regulatlons relatlng to prlvacy and data
protectlon are stlll bemg tested in courts, and the—they are sub]ect i 5 s v po 3

1o addltlonal resources to complylng

a1 p S Asttan Agag n-the-these future-laws and regulations . and
it is powblc that the GDPR or other laws and regulatlons relatlng to prlvacy and data protection may be interpreted and
applied in a manner that is inconsistent from jurisdiction to jurisdiction or inconsistent with the Company’ s current
policies and practices. Applicable data privacy and data protection laws may conflict with each other, and by complying
with the laws or regulations of one jurisdiction, the Company may find that it is violating the laws or regulations of
another jurisdiction. Despite the Company’ s efforts, the Company may not have fully complied in the past and may not
in the future. That could require the Company to incur significant expenses, which could significantly affect its business.
Failure to comply with data protection laws or to protect personal data or other data the Company processes or
maintains may expose the Company to risk of enforcement actions taken by data protection authorities or other
regulatory agencies, private rights of action in some jurisdictions, potential significant fines, penalties and other
liabilities if it is found to be non- compliant, and damage to the Company’ s reputation, any of which could materially
affect its business, financial condition, results of operations and prospects. Furthermore, the number of government
investigations related to data security incidents and privacy violations continue to increase and government
investigations typically require significant resources and generate negative publicity, which could harm the Company’ s
business and reputation. Past or future transactions resulting in an ownership change under Section 382 of the Code
may subject the Company’ s NOL carryforwards and certain other tax attributes to limitation. As of December 31, 2023,
the Company had U. S. federal NOL carryforwards of approximately $ 38. 9 million. Under Sections 382 and 383 of the
Code and corresponding provisions of state law, if a corporation undergoes an “ ownership change ” (within the
meaning of Section 382), the corporation’ s NOL carryforwards and certain other tax attributes (such as research tax
credits) arising before the ownership change are subject to limitation on use after the ownership change. In general, an




ownership change occurs if there is a cumulative change in the corporation’ s equity ownership by certain stockholders
that exceeds fifty percentage points (by value) over a rolling three- year period. Similar rules may apply under state tax
laws. Past or future transactions to which the Company is a party may, alone or in the aggregate, result in such an
ownership change and, accordingly, the Company’ s NOL carryforwards and certain other tax attributes may be subject
to limitations (or disallowance) on their use in the future. Consequently, even if the Company achieves profitability, it
may not be able to utilize a material portion of its NOL carryforwards and other tax attributes, which could have a
material adverse effect on cash flow and results of operations. There is also a risk that due to regulatory changes, such as
suspensions on the use of NOLs or other unforeseen reasons, the Company’ s existing NOLSs could expire or otherwise be
unavailable to offset future income tax liabilities. The Company incurs costs and demands upon management as a result
of complying with the laws, rules and regulations affecting public companies. The Company incurs significant legal,
accounting and other expenses associated with public company reporting requirements. The Company also incurs costs
associated with corporate governance requirements, including requirements under the laws, rules and regulations of the
SEC, as well as the rules and regulations of Nasdaq. These laws, rules and regulations also may make it difficult and
expensive for the Company to obtain directors’ and officers’ liability insurance. As a result, it may be more difficult for
the Company to attract and retain qualified individuals to serve on the Company’ s Board or as executive officers of the
Company, which may adversely affect investor confidence in the Company and could cause the Company’ s business or
stock price to suffer. The Company may fail to comply with evolving privacy and data protection laws, which could
adversely affect the Company’ s business, results of operations and financial condition. In California, the CCPA, which
became effective in 2020, broadly defines personal information, gives California residents expanded individual privacy
rights and protections and provides for civil penalties for violations and a private right of action for data breaches.
Further, the CPRA, which became effective in 2023 and amends the CCPA, creates additional obligations with respect to
processing and storing personal information. While there is limited exception for protected health information that is
subject to HIPAA and clinical trial regulations, the CCPA may regulate or impact our processing of personal
information depending on the context. Unlike other state privacy laws, the CCPA also regulates personal information
collected in a business to business and in human resources contexts. Further, there continues to be some uncertainly
about how provisions of the CCPA and the new regulations will be interpreted and how the law will be enforced. In
addition to the CCPA, broad consumer privacy laws recently went into effect in Virginia on January 1, 2023, in
Colorado and Connecticut on July 1, 2023, and in Utah on December 31, 2023. New privacy laws will also become
effective in Florida, Montana and Texas in 2024, in Tennessee and Iowa in 2025, and in Indiana in 2026 and numerous
other states are considering new privacy laws. Furthermore, other U. S. states, such as New York, Massachusetts, and
Utah have enacted stringent data security laws and numerous other states have proposed similar privacy laws. The
existence of differing comprehensive privacy laws in different states in the country will make the Company’ s compliance
obligations more complex and costly and may require us to modify the Company’ s data processing practices and
policies and to incur substantial costs and potential liability in an effort to comply with such legislation. In the European
Union and the United Kingdom, the Company may also face particular privacy, data security, and data protection risks
in connection with requirements of the GDPR. The GDPR applies to any company established in the European Union as
well as to those outside the European Union if they collect and may-appropriate-or-otherwise-impropetly-usc personal data
in connection with the offering of goods our—- or preprietary-services to individuals in the European Union or the
monitoring of their behavior. The GDPR imposes a broad range of data protection obligations on companies subject to
the GDPR, including, for example, imposing obligations on companies around how they process personal data, stricter
requirements relating to processing health and eonfidential-other sensitive data, ensuring there is a legal basis to justify
the processing of personal data, strlcter requlrements relating to obtammg consent 0f 1nd1v1duals, expanded dlsclosures

eeﬂap-l-taﬂee—retentlon of

mformatlon, mandatory data breach notlﬁcatlon requlrements, 1mplement1ng safeguards to protect the security and
confidentiality of personal data, taking certain measures on engagement with varteus-proeedurat-third parties ,

restrictions on transfers outside of dectument-submisston;fee-payment-and-other—- the requirementsimposed-by-governmentat

patent-agenetes;and-ourpatent European Union to third countries deemed to lack adequate privacy proteetiorrprotections ,
and eould-beredueed-oreliminated-as-has aresult-ofany-created onerous new obligations and liabilities nor on services

providers or data processors. Non - compliance with the GDPR may result in monetary penalties of up to € 20 million or 4
% of worldwide revenue, whichever is higher. Moreover, data subjects can claim damages resulting from infringement
of the GDPR. The GDPR further grants non- profit organizations the right to bring claims on behalf of data subjects.
The GDPR and other changes in laws or regulations associated with the enhanced protection of certain types of personal
data, such as healthcare data or other sensitive information, could greatly increase the Company’ s cost of providing the
Company’ s products and services or even prevent us from offering certain services in jurisdictions that the Company
may operate in. The GDPR may increase the Company’ s responsibility and liability in relation to personal data that the
Company processes where such processing is subject to the GDPR, and the Company may be required to put in place
additional mechanisms to ensure compliance with the GDPR, including as implemented by individual countries.
Ensuring the Company’ s continued compliance with the GDPR is a rigorous and time- intensive process that may
increase the Company’ s cost of doing business or require us to change the Company’ s business practices, and despite
those efforts, there is a risk that the Company may be subject to fines and penalties, litigation, and reputational harm in
connection with the Company’ s European activities. Many jurisdictions outside of U. S. and Europe are also considering
and / or enacting comprehensive data protection legislation that could have an impact on market expansion and clinical




trials as well. On July 10, 2023, the European Commission adopted an adequacy decision for a new mechanism for
transferring data from the European Union to the United States — the EU- U. S. Data Privacy Framework, which
provides European Union individuals with several new rights, including the right to obtain access to their data, or obtain
correction or deletion of incorrect or unlawfully handled data. The adequacy decision followed the signing of an
executive order introducing new binding safeguards to address the perceived deficiencies in the protection of EU- U. S.
data transfers raised in the Maximilian Schrems vs. Facebook (Case C- 311 / 18) decision by the Court of Justice of the
European Union. The European Commission will continually review developments in the United States along with its
adequacy decision. Adequacy decisions can be adapted or even withdrawn in the event of developments affecting the
level of protection in the applicable jurisdiction. Future actions of EU data protection authorities are difficult to predict.
Some customers or other service providers may respond to these requirements—We-may-alse-abandemn-evolving laws and
regulations by asking us to make certain inteHeetual-property-proteetions-privacy or data- related contractual commitments
that we are unable or unwilling to make. This wetld-could etherwise-maintain-lead to the loss of current or prospective
customers or other business relationships. Because the interpretation and application of many privacy and data
protection laws (including those state laws in the U. S. and the GDPR), commercial frameworks, and standards are
uncertain, it is possible that these laws, frameworks, and standards may be interpreted and applied in a manner that is
inconsistent with the Company’ s existing data management practices and policies. If so, in addition to the possibility of
fines, lawsuits, breach of contract claims, and other claims and penalties, the Company could be required to
fundamentally change the Company’ s business activities and practices or modify the Company’ s solutions, which could
have an adverse effect on the Company’ s business. Any inability to adequately address privacy and security concerns,
even if we-determine-unfounded, or comply with applicable privacy and security or data security laws, regulations, and
policies, could result in additional cost and liability to us, damage the Company’ s reputation, inhibit the Company’ s
ability to conduct trials, and adversely affect the Company’ s business. The Company’ s business and operations could
suffer in the event of system failures, cyberattacks, or deficiency in the Company’ s cyber security. The Company relies
on information technology systems and networks, including third- party" cloud- based" service providers, and the
Company’ s third- party CROs, to process, transmit and store electronic information in connection with the Company’ s
business activities. This includes crucial systems such proteetions-as email, other communication tools, electronic
document repositories, and archives. As use of digital technologies has increased, cyber incidents, including deliberate
attacks and attempts to gain unauthorized access to computer systems and networks, have increased in frequency and
sophistication. These threats pose a risk to the security of the Company’ s systems and networks and the confidentiality,
availability and integrity of the Company’ s data. Cyberattacks could include wrongful conduct by hostile foreign
governments, industrial espionage, wire fraud and other forms of cyber fraud, the deployment of harmful malware,
denial- of- service, social engineering fraud or other means to threaten data security, confidentiality, integrity and
availability. Furthermore, because the techniques used to obtain unauthorized access to, or to sabotage, systems change
frequently and often are not recogmzed untll launched against a target, expeeted-to-providesuffietent-valuerelative-to-the
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preventing cyber- attacks or successfully mitigating their effects. The Company’ s business activities may be subject to
the FCPA and similar anti- bribery and anti- corruption laws. The Company’ s business activities may be subject to the
FCPA and similar anti- bribery or anti- corruption laws, regulations or rules of other countries in which the Company
operates, including the U. K. Bribery Act. The FCPA generally prohibits offering, promising, giving, or authorizing
others to give anything of value, either directly or indirectly, to a non- U. S. government official in order to influence
official action, or otherwise obtain or retain business. The FCPA also requires public companies to make and keep books
and records that accurately and fairly reflect the transactions of the corporation and to devise and maintain an adequate
system of internal accounting controls. The Company’ s business is heavily regulated and therefore involves significant
interaction with public officials, including officials of non- U. S. governments. Additionally, in many other countries, the
health care providers who prescribe pharmaceuticals are employed by their government, and the purchasers of
pharmaceuticals are government entities; therefore, any Company dealings with these prescribers and purchasers are
subject to regulation under the FCPA. The SEC and U. S. Department of Justice have sueeess-recently increased their
FCPA enforcement activities with respect to biotechnology and pharmaceutical companies. where-There others-have
fatled-is no certainty that all the Company’ s employees, agents, contractors, or collaborators, or those of the Company’ s
affiliates, will comply with all applicable laws and regulations, particularly given the high level of complexity of these
laws . Our-enrrent-Violations of these laws and regulations could result in fines, criminal sanctions against the Company,
its officers, or its employees, the closing down of facilities, requirements to obtain export licenses, cessation of business
activities in sanctioned countries, implementation of compliance programs, and prohibitions on the conduct of its
business. Any such violations could include prohibitions on the Company’ s ability to offer its preduet-products eandidates
in one or more countries and could materially damage the Company’ s reputation, its brand, future international
expansion efforts, its ability to attract and remairrretain employees, ireatlystages-of the-development-proeess-and its
business, prospects, operating results, and financial condition. The Company’ s employees, independent contractors,
consultants, vendors and future commercial partners , if any farther-developed-, we-expeet-may engage in misconduct or
other improper activities, including noncompliance with regulatory standards and requirements. The Company is
exposed to the risk of fraud, misconduct or other illegal activity by its employees, independent contractors, consultants,
vendors and other third parties. Mlsconduct by these partles could mclude mtentlonal reckless and neghgent conduct
that may fail to, among t-he—other thlngs addittons 3 - W v 7

éefnefrs{-fa-te—sa-fefy—aﬁd-efﬁeaey—te-llu s&ﬁsfaeﬁeﬂ—rules and regulatlons of 1lu F D A, EMA anc srmr}a-rother comparable
foreign regulatory authorities 5 provide true , complete and whether-we-accurate mformatlon to such authorities; comply
with manufacturing standards the Company has established; comply with healthcare fraud and abuse laws; or report
financial information or data accurately or to disclose unauthorized activities to the Company. If the Company obtains
FDA approval of any of its product candidates and begins commercializing those products, its potential exposure under
such laws will increase significantly, and its costs associated with compliance with such laws arc required-also likely to
increase. In particular, research, sales, marketing, education and other business arrangements in the healthcare industry
are subject to extensive legal and regulatory requirements designed to prevent fraud, kickbacks, self- dealing and other
abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, educating,
marketing and promotion, sales and commission, certain customer incentive programs and other business arrangements
generally. Activities subject to these laws also involve the improper use of information obtained in the course of subject
recruitment for clinical trials, which could result in regulatory sanctions and cause serious harm to the Company’ s
reputation. The Company has adopted a code of business conduct and ethics, but it is not always possible to identify and
deter misconduct by employees and third parties, and the precautions the Company takes to detect and prevent this
activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting it from governmental
investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws. If any such bedy
actions are instituted against the Company, and the Company is not successful in defending itself or asserting its rights,
those actions could have a significant impact on its business, including the imposition of significant fines or other
sanctions. Inadequate funding for the FDA, the SEC and other government agencies could hinder their ability to eonduet
hire and retain key leadership and other personnel, prevent new products and services from being developed or
commercialized in a timely manner, or otherwise prevent those agencies from performing normal business functions on
which the operation of the Company’ s business may rely, which could negatively impact the Company’ s business. The
ability of the FDA to review and approve new products can be affected by a variety of factors, including government
budget and funding levels, its ability to hire and retain key personnel and accept the payment of user fees, and statutory,
regulatory, and policy changes. Average review times at the agency have fluctuated in recent years as a result. In
additional--- addition, government funding of the FDA, the NIA, the SEC and other government agencies on which the
Company’ s operations may rely, including those that fund research and development activities, is subject to the political
process, which is inherently fluid and unpredictable. Disruptions at the FDA and other agencies may also slow the time



necessary for clinical trtals— trial applications and / or marketing applications for new drugs to sappert-be reviewed or
approved, which would adversely affect the Company’ s business. Over the last several years, the U. S. government has
shut down several times and certain regulatory agencies, such as the FDA and the SEC, have had to furlough critical
staff and stop critical activities. If a prolonged government or slowdown shutdown occurs, it could significantly impact
the ability of the NIA to disburse funds for the Company’ s clinical trial and for the FDA to timely review and process
the Company’ s regulatory submissions, which could have a material adverse effect on the Company’ s business. For
example, the Company received access to $ 7. 3 million under the NIA Grant in February 2024, 90 % of the full amount
of current year funding provided for in the NIA Grant, due to current NIA policy as a result of the U. S. government
currently being funded on the basis of a continuing resolution. The timing of the Company’ s receipt of the remaining 10
%, or $ 0. 8 million, of current year funding is dependent upon and subject to U. S. congressional approval s=of a final
appropriations bill. Future government shutdowns or slowdowns could also result in delays in the Company’ s
interactions with the SEC and the-other reeeiptof- government agencies, which could impact the Company’ s ability to
access the public markets and obtain nccessary regalatory-approvais-capital in order to properly capitalize and continue
its operations. U. S. federal income tax reform or other changes in applicable tax law could adversely affect the
Company’ s business and financial condition. The rules dealing with U. S. federal, state, and local income taxation are
constantly under review by persons involved in the legislative process and by the Internal Revenue Service, the U. S.
Treasury Department and other governmental bodies. In recent years, many such changes have been made and may
continue to occur in the future. For example, in March 2020, the CARES Act was signed into law, which included certain
changes in tax law intended to stimulate the U. S. economy in response to the COVID- 19 coronavirus outbreak ,
including aeeeptanee-temporary beneficial changes to the treatment of etrproposed-indieations-net operating losses,
interest deductibility limitations and payroll tax matters. Additionally, in December 2017, the TCJA was signed into law,
which significantly reformed the Code. The TCJA included significant changes to corporate and individual taxation,
some of which could adversely impact and-- an prnﬁary—eﬂd-pe-rnt—assessmenﬁ-mvestment in the Company s common

stock For example ma-rket—mg—appreva}s—under the TCJA . in general
opment-an ; Ova tnel-&d-rng—NOLs generated in taxable years beglnnmg after December

31,2017 may offset no more than 80 percent of such year’ s taxable income and the-there is no prevateneeduration-and
sever&y—e-ﬁpeteﬁﬁaks&de—effeet&expeﬂeneedrand—*ewﬂblhl\ te—eemmereta—hae—st\eeessfuﬁ—me}udmg—se&}mg—etﬁ

y bc a-b-}e—carrled back to a prior taxable year feeeﬁ‘e—regu-l-&tery
approva senera h p e date-. The CARES Act modified A-number-ofeompantes-in-the
pharmaeeut—iea-l—TCJA w1th respect to the TCJA’ hmltatlon on the deduction of NOLs and provided that NOLs arising

baeks m taxable years begmmng -}ater-—sfage—P-hase—Bv—ehn-xea-}

as—a—restﬂ-t—ﬁve taxable years precedmg the tax year of ﬂnf&vera-b-}e—resu-}ts—such loss, but NOLs arlsmg in taxable years

beglnnmg -}atef after December 31 -—stage—el-m—xea-l—tﬂa-ls— 2020 o

fhe—aHeeaﬁerre-ﬁsigrﬁﬁe&nt—reseﬂrees—we—nmw not be &b-}e—te-exeeﬁte-carrled back In addltlon, the CARES Act ehmmated
the limitation on our-the deduction of NOLSs to 80 percent of current year taxable income for taxable years beginning
before January 1, 2021 (but reinstated the limitation for taxable years beginning after December 31, 2020). As a result of
such limitations, the Company may be required to pay federal income tax in some future year notwithstanding that it
had a net loss for all years in the aggregate. More generally, recent and future changes in tax laws could have a material
adverse effect on the Company s business p}aﬂ—effeet-we}y— cash ﬂow &ﬂd—eﬂ-ﬁbﬁs-lﬁeﬁs— financial condmon sor results of

assoc1ated with mcreased geopohtlcal uncertalnty Ongomg and potentlal military actions across S—regulatory-anthorities
ha-ve—srgnrﬁean-t—d-rseret—teﬂ—m—l he globeappreva-l—pfeeess— including the abﬁt?y—te—de}ay,—hrﬁrtre%deﬁy—apprev&l-e%pro&uet




aﬂd-etheﬁ the Mlddle East contra et A
and-finished-produets-, as well as day—te—day—eemph&nee—wﬁh—eG-M-Ps—the sanctlons, bans and other measures taken by

governments, organlzatlons and compames agalnst the 1nvolved countrles and certain citizens of et-her—mantrfaeturmg—

countrles in response thereto, has 1ncreased et-her——— the global polltlcal substanees—&nd—mateﬂa}s—e%ﬁﬂis-hed—pfeéuefs—fer
S : v airuncertainty teehnieal-information;-and has strained be
approved—by—the—F—BA—aﬂd-et-her——— the relatlons between a s1gn1ﬁcant number of governments, including relevantregulatory

-- the U regulatoryrequirentents- -S. The duration and
outcome of the-these conﬂlcts, sa-fet—y—e-f—’PSGehlm e-ﬁretahatory actions eur-- or escalation, and ether—- the preduet

e&nd-tdates-elmpact on reglonal or global economies any—eempeﬂeﬂt—t-heree-tl)—ls unknown but -feund—rn—t-he—fttture—te—be

materlal adverse effect on the Company s busmess, ﬁnanclal condltlon and fesu-}t—results m—srg&rﬁea-n-t—de}ays—m—of its
operations. Unfavorable global economlc condltlons could adversely affect the Company s busmess, fmanclal condition

otr—- or results of operations an - Sueh-a-disruption
The Company s results of operatlons cou d be adversely affected by general condltlons in the—res'crl-t—e%&ny—ntuﬂbefef

Pa S5 O O Pa O



and in the global aetlitt

aets—e-ﬁGed— F01 example, durrng—Z—GQ—l—we—faeed—eerta—'m—de}ays—m 2008the—mantrfaetuﬂng—preeess—fe%p%&nﬂed- ﬂew—ba-tehes—e-f
FSCE-dragproduet-due-to-the faetthat-global financial crisis caused extreme Volatlhty and dlsruptlons in eenﬂeet-ren—w-rth—l
capital and credit markets and, more recently, t- A - v
the COVID- 19 pandemic caused significant Volatlhty and uncertamty in U. S. and 1nternatlonal markets A severe or
prolonged economic downturn . or additional global financial crises, could result in a variety of risks to the Company’ s
business, including weakened demand for its product candidates, if approved, or its faeility— ability to raise additional
capital when needed on acceptable terms, if at all. A weak or declining economy could also strain the Company’ s
suppliers, possibly resulting in supply disruption. Any of the foregoing could harm the Company’ s business and it
cannot antlclpate all of the ways in w hth the current economlc chmate and financ1al market condltlons could adversely

ﬂﬁﬁﬂt-hs-t&nd-mg—could adversely affect lhc Company S AP S pply-ehain RE
-Busmess—busmess The Company s operatlons could be s1gn1ﬁcantly adversely affected by the effects of -—Pfed-uet-

v v y o sole-sonree-to-mantufaetare-widespread
outbreak of epldemlcs, pandemlcs ot or AP—I—fer—T—SGand-mhu health crises aﬁ-peefs—e-feﬁl“ﬁ‘lﬁﬂ&f&e&tﬂﬂg—pfeeess—hﬂﬂ&ﬁg

efforts; some-events-beyond-oureontrol, mdudmu elobal-instabilityd ith 5 brealof pandemie
eontagtous-disease;suehas-COVID- 19 . The Company cannot accurately predlct the 1mpact of epldemlcs and pandemlcs
would have on our operations and the ability of third parties to meet their obligations under contracts or arrangements
with the Company , including uncertainties relating to the ultimate geographic spread of epidemics and pandemics, the
severity of the underlying diseases, the duration of outbreaks, and the length of travel and quarantine restrictions
imposed by governments of affected countries. In addition, a significant outbreak of contagious diseases in the human
population could result in su-pp-}y—eham—dﬂfupt-reﬂs-efa widespread health crisis that could adversely affect the eemplete-or
partial-faitare-economies and financial markets of many countries, resulting in an economic downturn that could further
affect the Company’ s operations and ability to finance the Company’ s operations. Political uncertainty may have an
adverse impact on the Company’ s operating performance and results of operations. General political uncertainty may
have an adverse impact on the Company’ s operating performance and results of operations. In particular, the United
States continues to experience significant political events that cast uncertainty on global financial and economic markets,
especially in light of the upcoming presidential election. It is presently unclear exactly what actions a new administration
in the United States would implement, and if implemented, how these manufaetaringserviees-actions may impact the
pharmaceutical industry in the United States. The Company holds its cash and cash equivalents that it uses to meet its
working capital needs in deposit accounts that could be adversely affected if the financial institutions holding such funds
fail. The Company holds its cash and cash equivalents that it uses to meet working capital needs in deposit accounts at
certain third party financial institutions. The balances held in these accounts may exceed the FDIC, standard deposit
insurance limit or similar government guarantee schemes. If a financial institution in which the Company holds such
funds fails or is subject to significant adverse conditions in the financial or credit markets, the Company could be subject
to a risk of loss of all or a portion of such uninsured funds or be subject to a delay in accessing all or a portion of such
uninsured funds . Any such fathire-loss or disruptions-lack of access to these funds could matertally-adversely affeetonr
busittess-impact the Company’ s short- term liquidity and ability to meet its obligations. For example , on March 10,
2023, Silicon Valley Bank, and on March 12, 2023, Signature Bank, were closed by state regulators and the FDIC was
appointed receiver for each bank. The FDIC created successor bridge banks and all deposits of Silicon Valley Bank and
Signature Bank were transferred to the bridge banks under a systemic risk exception approved by the U. S. Department
of the Treasury, the Federal Reserve and the F DIC Whlle the Company d1d not hold any of its funds in accounts with

S anufacturing-proees Company holds funds for worklng capltal
were to fail , the Company cannot prov1de any ehanges—assurances that such governmental agencies would take action to
protect its uninsured deposits in a similar manner. The Company may also, from time to time, maintain investment
accounts with the-other financial 1nst1tutlons f&eﬁﬁﬁy‘&fﬁtﬂ“ﬂ‘ﬂf&-—p&ﬁy—pﬂﬂﬂeﬁ-ﬁ% euem&nu—faetuﬂng—preeesses—eveﬂ
which it holds its investments and, if access to in ;

and—et-heﬁ the funds the Company uses delays;a




at—al-l—w1thout incurring a loss or penalty as a result of such sale , to meet its worklng capltal needs Certaln stockholders
could attempt to influence changes within the Company which could materialty-and-adversely affect enr-bustness-the
Company’ s operations , financial condition y-and results-the value of its common stock. One or more of the Company’ s
stockholders may from time to time seek to acquire a significant or controlling stake in the Company, engage in proxy
solicitations, advance stockholder proposals or otherwise attempt to effect changes to the Company’ s Board or
corporate governance policies. Campaigns by stockholders to effect changes at publicly traded companies are sometimes
led by investors seeking to increase short- term stockholder value through actions such as financial restructuring,
increased debt, special dividends, stock repurchases or sales of assets or the entire company. Responding to proxy
contests and other actions by activist stockholders can be costly and time- consumlng, could dlsrupt the Company s

opuallons —We-expeettorely-onthird—party-CROs-and dlvert othe

W pe he-other-serviees hteh-they—- the afe—eﬂgaged-attentlon of the Company Board
and senior management we-and could adversely affect the Company S operatlons, ﬁnanclal condltlon, and the value of
its common stock. The Company may not be able to s P g prov
transaction with a suitable acquiror or licensee for its —%eemmeﬁiﬁ-l-tze—eﬂ%plodud e&ndrelates— candidate TSC when
e*peeted-\)l at—aH—F&ﬁhefmefe—rf—we—any transactlon entered 1nto may not be on terms that are favorable ﬂet—ab-le—to

te—a—s%g-ni—ﬁe&nt—degfee—m connection th 70 inteal-trial-sites;oro trep
theiﬁm%elvemeﬁt—irreﬁe-e-ﬁeﬂfel&&eal—ﬁaals—feﬁ\ 11h Dll usion eﬁﬁfelyﬁ- S strateglc rev1ew process durlng 2022- 23,
Diffusion made the decision to voluntarily pause the development program for TSC any-teasenr, we-may-Diffusion’ s lead
drug candidate prior to the Merger. Currently, the Company does not intend be-able-to enterinto-alternative-arrangements
s-ufﬁefeﬁt—pursue the development of TSC and beheves the prlmary path avallable to derlve value from meet—ettﬁneeds—eﬁ




; hips h s-and-otr— or hcensee Although the Company’ s management has contacted
numerous parties to assess their potentlal 1nterest in such a transaction, to date, the Company has been unable to identify
an interested counterparty. Furthermore, even if the Company is able to identify such a counterparty, supporting
diligence activities conducted by potentlal acqu1rors or hcensees and negotlatmg the ﬁnanclal and other eﬁﬁeﬂt—terms of
ﬂﬂd— an agreement future-th Arty d herate d e

assurance 1hal 1ln F—BA—Company will aeeept—enter 1nto any transactlon asa result of these effort or that any transaction
involving the Company’ s TSC- related assets will be entered into or, if entered into, will be on terms that are favorable
to the Company. Furthermore, the Company cannot predict the impact that such a transaction or, alternatively, a failure
to monetize the TSC assets in any material way, might have on its stock price. Artificial intelligence presents risks and
challenges that can impact the Company’ s business including by posing security risks to confidential information,
proprietary information, and personal data swe-obtainfronrtrials-we-have-eondueted-. Issues in the development and use of
artificial intelligence, combined with an uncertain regulatory environment, may result in reputational harm, liability, or
other adverse consequences to the Company’ s busmess operatlons The Company may adopt and mtegrate generatlve
artificial intelligence tools into or-our systems ey d i

to-the-potenttal-for specific use enee

reviewed by legal and information security. The Company s vendors may 1ncorporate generative artificial 1ntelhgence
tools into other— their offerings unexpected-properties-, eontatn-manufaeturing-defeets;-and the providers of these generative
artificial intelligence tools may not meet existing or rapidly evolving regulatory or industry standards with respect to
privacy and data protection and may inhibit the Company’ s or its vendors’ ability to maintain an adequate level of
service and experience. If the Company, its vendors, or its third- party partners experience an actual or perceived
violation of applicable privacy or data protection laws or regulations, or a cybersecurity incident due to the use of
generative artificial intelligence, the Company could be subject to mistase-regulatory fines, investigations, enforcement
actions, penalties and other liabilities, claims orfor damages from affected individuals, and abuse—The-oeeutrence-ofone
or-more-of these—- the Company may lose valuable 1ntellectual property and confidential information and events-with
o-a-prod y vent-its regalatory-approval-Himitreputation and the public
perceptlon of the effectlveness of its prlvacy eemmefetal-peteﬁ&a{—rese&t—rrraddt&eﬂal—pfe-—m cybersecurlty measures pest-

-Pfed-uet—l-iabi-l-'rty—e}a-rms—wuld be bfetrg-ht—m-harmed Any of the—these outcomes -futufe-even-rﬂa-pfeéuet—e&nd-tdate—ts—t&tnﬁa-te}y

h h could damage meaesabstaﬁt-ra-l—habﬂ-rty
%euﬁns&f&nee-eevemge—fer—t-hese——— the Company s reputatlon e}&ﬂﬁs—pfeved-te—be—rnadeqﬂate—‘—etueemp}eyees—

essfi e







