






[THIS PAGE INTENTIONALLY LEFT BLANK]



•

•

•

•

•

•

•

•

•

•

•

•

•

•

•

•



•

•

•

•

•

•

•

•

•

•



•

•

•

•

•

•

•





•

•



•



Overview of Schizophrenia



Overview of Alzheimer's Disease Psychosis

Muscarinic Receptors – Overview and Therapeutic Potential



M1/M4 Muscarinic Agonist Paired with Peripheral Antagonist:

Receptor Selectivity Approach Without Pairing with Peripheral Antagonist (e.g., M4-only agonists):



Overview of Our Approach

ML-007 Has Robust Activity at Both M1 and M4 Receptors

in vitro in vivo

in vivo

in vivo



Favorable Physical / Chemical Properties for Combination Product

in vitro in vivo

Synchronized Agonist / Antagonist Exposures



Potential Advantages of Our Lead Product Candidate, ML-007C-MA
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Once- and Twice-Daily Dosing Expected



Minimal Titration Requirements Expected

No Fasting Requirements Expected

Both M1 and M4 Receptors Played Significant Roles in the Reduction of Symptoms in the Amphetamine-Induced
Hyperlocomotion Model



ML-007 Improved Memory in a Mouse Model of Alzheimer's Disease



Study 013
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Additional Previous Phase 1 Trials

Study 001
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Study 011

Study 012
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Our Ongoing Clinical Development

Phase 2 ZEPHYR Study for Schizophrenia



Phase 2 VISTA Trial for ADP



Overview of Autism Spectrum Disorder



Our Product Candidate, ML-004



Phase 1 Trial MAP-ZOL-HV-001

Phase 1 Trial ML-004-ER-001

Ongoing Phase 2 Trial



ML-009

ML-055

ML-021

Overview of our Intellectual Property



ML-007C-MA

ML-004

ML-009



ML-055

ML-021

Patents

Trademarks, Trade Secrets and Proprietary Information



NeuroSolis Asset Purchase Agreement



Schizophrenia

Alzheimer's Disease Psychosis

Autism Spectrum Disorder



U.S. Drug Development Process
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in vitro

clinicaltrials.gov
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FDA Regulatory Framework for Fixed-Combination Prescription Drugs for Humans



U.S. Review and Approval Process



Expedited Development and Review Programs
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Hatch-Waxman Act

Marketing Exclusivity



Healthcare Laws and Regulations
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Coverage and Reimbursement



U.S. Healthcare Reform

Loper Bright Enterprises v. Raimondo



Data Privacy and Security

Additional Regulation

Foreign Corrupt Practices Act

Employees and Human Capital Resources



Corporate Information

Available Information

The following information sets forth risk factors that could cause our actual results to differ materially from
those contained in forward-looking statements we have made in this Annual Report on Form 10-K and those we may
make from time to time. You should carefully consider the risks described below, in addition to the other information
contained in this Annual Report on Form 10-K and our other public filings. Our business, financial condition or
results of operations could be harmed by any of these risks. The risks and uncertainties described below are not the
only ones we face. Additional risks not presently known to us or other factors not perceived by us to present
significant risks to our business at this time also may impair our business operations.

We are a clinical-stage biopharmaceutical company with a limited operating history and no history of
commercializing products, which may make it difficult to evaluate our approach to the discovery and
development of product candidates and the prospects for our future viability.



We have incurred substantial losses since our inception. We anticipate incurring substantial and increasing
losses for the foreseeable future and may never achieve or maintain profitability.
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We will require substantial additional financing to achieve our goals, and failure to obtain additional capital
when needed, or on acceptable terms, could cause us to delay, limit, reduce or terminate our product development
or future commercialization efforts.
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Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to
relinquish rights to our technologies or product candidates.



If we are unable to successfully identify, develop and commercialize any product candidates, or experience
significant delays in doing so, our business, financial condition, results of operations and prospects will be
materially and adversely affected.
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The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming,
expensive and inherently unpredictable, and if we are ultimately unable to obtain regulatory approval for our
product candidates, our business will be substantially harmed.
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We may incur unexpected costs or experience delays in completing, or ultimately be unable to complete, the
development and commercialization of our product candidates.
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If we encounter difficulties enrolling patients in our ongoing or planned clinical trials, our clinical development
activities could be delayed or otherwise adversely affected.
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Obtaining authorization from regulatory authorities for clinical trials in adolescents and pediatric patients may
require longer duration of studies than we currently anticipate, which could delay our development programs or
preclude us from pursuing approval in the populations for which we are seeking approval.

We conduct certain of our clinical trials for our product candidates outside of the United States. However, the
FDA and other foreign equivalents may not accept data from such trials, in which case our development plans
will be delayed, which could materially harm our business.



Even if any of our product candidates receives regulatory approval, it may fail to achieve the degree of market
acceptance by physicians, patients, third-party payors and others in the medical community necessary for
commercial success, in which case we may not generate significant revenue or become profitable.
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Interim, "topline" and preliminary data from our clinical trials that we 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.

Our product candidates may be associated with serious adverse events, undesirable side effects or other properties
that could halt their clinical development, prevent their regulatory approval, limit their commercial potential or
result in significant negative consequences.
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Changes in methods of product candidate manufacturing or formulation may result in additional costs or delay.

If we fail to discover, develop and commercialize other product candidates, we may be unable to grow our
business and our ability to achieve our strategic objectives would be impaired.
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We may expend our limited resources to pursue a particular product candidate or indication and forego the
opportunity to capitalize on product candidates or indications that may ultimately be more profitable or for which
there is a greater likelihood of success.

We have concentrated our research and development efforts on the treatment of disorders of the central nervous
system, a field that faces certain challenges in drug development.

We may in the future seek to engage in strategic transactions to acquire or in-license additional products, product
candidates or technologies. If we are unable to realize the benefits from such transactions, it may adversely affect



our ability to develop and commercialize an expanded pipeline of product candidates, negatively impact our cash
position, increase our expenses and present significant distractions to our management.

Even if we complete the necessary preclinical studies and clinical trials, the marketing approval process is
expensive, time consuming and uncertain and may prevent us from obtaining approvals for the
commercialization of our product candidates.



We may face uncertainty related to pricing, coverage and reimbursement for our product candidates.

The market for our current or future product candidates may be smaller than we expect.

Competitive products may reduce or eliminate the commercial opportunity for our product candidates for our
current or future indications. If our competitors develop technologies or product candidates more rapidly than we



do, or their technologies or product candidates are more effective or safer than ours, our ability to develop and
successfully commercialize our product candidates may be adversely affected.

Even if we obtain FDA approval of any of our product candidates in the United States, we may never obtain
approval for or commercialize any of them in any other jurisdiction, which would limit our ability to realize their
full market potential.



If we obtain approval to commercialize any products outside of the United States, we could experience a variety
of risks associated with international operations that could adversely affect our business.
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Product liability lawsuits against us could cause us to incur substantial liabilities and to limit commercialization
of any products that we may develop, which could adversely affect our business, financial condition, results of
operations and prospects.



•

•

•

•

•

•

•

•

•

•

•

•

•

•

Even if we receive regulatory approval of our current or future product candidates, we will be subject to ongoing
regulatory obligations and continued regulatory review, which may result in significant additional expense and
we may be subject to penalties if we fail to comply with regulatory requirements or experience unanticipated
problems with our product candidates.
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Loper Bright Enterprises v. Raimondo

Loper

Loper

The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting the promotion of
off-label uses.



Disruptions at the FDA and other government agencies caused by funding shortages, staffing limitations or
global health concerns could hinder their ability to hire, retain or deploy key leadership and other personnel, or
otherwise prevent new or modified products from being developed, approved or commercialized in a timely
manner or at all, which could materially and adversely impact our business, financial condition, results of
operations and prospects.

If the FDA does not conclude that certain of our product candidates satisfy the requirements for the Section
505(b)(2) regulatory approval pathway, or if the requirements for such product candidates under Section
505(b)(2) are not as we expect, the approval pathway for those product candidates will likely take significantly
longer, cost significantly more and entail significantly greater complications and risks than anticipated and in
either case may not be successful.



Current and future healthcare reform legislation or regulation may increase the difficulty and cost for us to
obtain coverage for and commercialize our product candidates and may adversely affect the prices we may set.



Loper Bright Enterprises v.
Raimondo



If we or our third-party manufacturers and suppliers fail to comply with environmental, health and safety laws
and regulations, we could become subject to fines or penalties or incur costs that could have a material adverse
effect on our business, financial condition, results of operations and prospects.

We are subject to various U.S. federal, state and foreign healthcare laws and regulations, which could increase
compliance costs, and our failure to comply with these laws and regulations could harm our reputation, subject
us to significant fines and liability or otherwise adversely affect our business.
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We are subject to stringent and evolving U.S. and foreign laws, regulations and rules, contractual obligations,
industry standards, policies and other obligations related to data privacy and security. Our actual or perceived
failure to comply with such obligations could lead to regulatory investigations or actions; litigation (including



class claims) and mass arbitration demands; fines and penalties; disruptions of our business operations;
reputational harm; loss of revenue or profits; and other adverse business consequences.





We are subject to U.S. and certain foreign export and import controls, sanctions, embargoes, anti-corruption
laws, and anti-money laundering laws and regulations. Compliance with these legal standards could impair our
ability to compete in domestic and international markets. We can face criminal liability and other serious
consequences for violations, which can harm our business.



A Fast Track designation from the FDA, even if granted for any of our product candidates, may not lead to a
faster development or regulatory review or approval process, and does not increase the likelihood that our
product candidates will receive regulatory approval.

We rely, and expect to continue to rely, on third parties, including independent clinical investigators, contracted
laboratories and CROs, to conduct our preclinical studies and clinical trials. If these third parties do not
successfully carry out their contractual duties, comply with applicable regulatory requirements or meet expected
deadlines, our development programs and our ability to seek or obtain regulatory approval for or commercialize
our product candidates may be delayed and our business could be substantially harmed.



We rely on third parties to supply and manufacture our product candidates, and we expect to continue to rely on
third parties to manufacture our products, if approved. The development of such product candidates and the
commercialization of any products, if approved, could be stopped, delayed or made less profitable if any such
third party fails to provide us with sufficient quantities of product candidates or products or fails to do so at
acceptable quality levels or prices or fails to maintain or achieve satisfactory regulatory compliance.
Furthermore, our reliance on third parties, such as manufacturers, may subject us to risks relating to
manufacturing scale-up, which may cause us to undertake substantial obligations, including financial
obligations.





Future partnerships may be important to our business. If we are unable to enter into new partnerships, or if these
partnerships are not successful, our business could be adversely affected.

Our future success depends on our ability to retain key executives and to attract, retain and motivate qualified
personnel.



We expect to expand our clinical development, manufacturing and regulatory capabilities and potentially
implement sales, marketing and distribution capabilities, and as a result, we may encounter difficulties in
managing our growth, which could disrupt our operations.

Our employees, independent contractors, consultants, collaborators, principal investigators, CROs, suppliers and
vendors may be improperly classified or may engage in misconduct or other improper activities, including non-
compliance with regulatory standards and requirements.



If our information technology systems or those of third parties with whom we work or our data are or were
compromised, we could experience adverse consequences resulting from such compromise, including regulatory
investigations or actions, litigation, fines and penalties, disruptions of our business operations, reputational
harm, loss of revenue or profits, and other adverse consequences.





Business disruptions could seriously harm our future revenue and financial condition and increase our costs and
expenses.

If we are unable to obtain and maintain sufficient intellectual property protection for our current or future
product candidates or if the scope of the intellectual property protection we currently have or obtain in the future
is not sufficiently broad, our competitors could develop and commercialize product candidates similar or identical
to ours, and our ability to successfully commercialize our current or future product candidates may be impaired.



We may not be able to protect our intellectual property rights throughout the world.



Changes in patent law in the United States and other jurisdictions could diminish the value of patents in general,
thereby impairing our ability to protect our products.



Amgen Inc. v. Sanofi

Patent terms may be inadequate to protect our competitive position of our product candidates for an adequate
amount of time.



If we are not able to obtain patent term extension in the United States under the Hatch-Waxman Amendments
and in foreign countries under similar legislation, thereby potentially extending the marketing exclusivity term of
our product candidates, our business may be materially harmed.

Intellectual property rights do not necessarily address all potential threats to our competitive advantage.
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Obtaining and maintaining our patent protection depends on compliance with various procedural, document
submission, fee payment and other requirements imposed by governmental patent agencies, and our patent
protection could be reduced or eliminated for non-compliance with these requirements.

If our trademarks and trade names are not adequately protected, we may not be able to build name recognition in
our markets of interest and our business may be adversely affected.



We may become involved in lawsuits to protect or enforce our patents or other intellectual property, which could
be expensive, time consuming and unsuccessful, and our issued patents covering our product candidates could be
found invalid or unenforceable if challenged in courts or patent offices.



Third parties may claim that we are infringing, misappropriating or otherwise violating their intellectual property
rights, the outcome of which would be uncertain and may prevent or delay our development and
commercialization efforts.



Because of the expense and uncertainty of litigation, we may not be in a position to enforce our intellectual
property rights against third parties.

We may become subject to claims challenging the inventorship or ownership of our patents and other intellectual
property.



If we are unable to protect the confidentiality of our trade secrets, the value of our technology could be materially
adversely affected and our business would be harmed.

We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or
disclosed alleged trade secrets or other confidential information of their current or former employers or other
third parties.



We may obtain rights to develop and commercialize product candidates that are subject in part to the terms and
conditions of licenses granted to us by others. The terms of these licenses may be inadequate to protect our
competitive position on product candidates. Further, if we fail to comply with our obligations in the agreements
under which we in-license or acquire development or commercialization rights to product candidates, we could
lose such rights that are important to our business.

•

•

•

•



•

•

An active trading market for our common stock may not continue to be sustained.

The trading price of shares of our common stock may be volatile, and purchasers of our common stock could lose
all of part of their investment.
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If equity research analysts do not publish research or reports, or publish unfavorable research or reports, about
us, our business or our market, our stock price and trading volume could decline.



We could be subject to securities class action litigation, which is expensive and could divert management
attention.

Our executive officers, directors and principal stockholders, if they choose to act together, have the ability to
significantly influence all matters submitted to stockholders for approval.

We do not intend to pay dividends on our common stock so any returns will be limited to the value of our stock.

A significant portion of our total outstanding shares is restricted from immediate resale but may be sold into the
market in the near future. Sales of a substantial number of shares of our common stock in the public market
could cause our stock price to fall.



We are an "emerging growth company" and a "smaller reporting company" and, as a result of the reduced
disclosure and governance requirements applicable to emerging growth companies and smaller reporting
companies, our common stock may be less attractive to investors.
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We have broad discretion in the use of our cash, cash equivalents and investments and may invest or spend the
proceeds in ways with which you do not agree and in ways that may not increase the value of your investment.

Our amended and restated certificate of incorporation provides that the Court of Chancery of the State of
Delaware and the federal district courts of the United States will be the exclusive forums for substantially all
disputes between us and our stockholders, which could limit our stockholders' ability to obtain a favorable
judicial forum for disputes with us or our directors, officers or employees.
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•



Anti-takeover provisions in our corporate charter documents and under Delaware law could make an acquisition
of us, which may be beneficial to our stockholders, more difficult and may prevent attempts by our stockholders
to replace or remove our current management.
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•

•

•

•

•

We will incur increased costs and demands upon management as a result of being a newly public company.



If we are unable to design and maintain effective internal control over financial reporting in the future, investors
may lose confidence in the accuracy and completeness of our financial reports and the market price of our
common stock may decline.



Our ability to use our net operating loss carryforwards and certain other tax attributes may be limited.

Changes in tax laws or regulations may have a material adverse effect on our cash flow, business, financial
condition, results of operations or prospects.

Unfavorable global economic conditions could adversely affect our business, financial condition or results of
operations.



Our disclosure controls and procedures may not prevent or detect all errors or acts of fraud.



If our information technology systems or those of third parties with whom we work or our data are or were
compromised, we could experience adverse consequences resulting from such compromise, including regulatory
investigations or actions, litigation, fines and penalties, disruptions of our business operations, reputational harm,
loss of revenue or profits, and other adverse consequences.





You should read the following discussion and analysis of our financial condition and results of operations
together with our audited consolidated financial statements and related notes and other financial information
included elsewhere in this Annual Report. Some of the information contained in this discussion and analysis or set
forth elsewhere in this Annual Report, including information with respect to our plans and strategy for our business,
future results of operations and financial position, and our objectives for future operations, includes forward-
looking statements that involve risks and uncertainties. In some cases, you can identify forward-looking statements
by terms such as "may," "will," "should," "expect," "plan," "anticipate," "could," "might," "intend," "target,"
"ongoing," "project," "estimate," "believe," "estimate," "predict," "potential" or "continue" or the negative of these
terms or other similar expressions intended to identify statements about the future. As a result of many factors,
including those factors set forth in the section entitled "Risk Factors" of this Annual Report, our actual results could
differ materially from the results described in or implied by the forward-looking statements contained in the
following discussion and analysis or set forth elsewhere in this Annual Report.





Revenue

Operating Expenses

Research and Development Expenses
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•
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General and Administrative Expenses

Other Income (Expense), Net

Interest Income

Loss from Equity Method Investment



Other Income, Net

Income Taxes



Comparison of the years ended December 31, 2025 and 2024

Research and Development Expenses

General and Administrative Expenses



Other Income (Expense), Net

Interest Income

Loss from Equity Method Investment

Other Income, Net

Sources of Liquidity



Cash Flows

Operating Activities

Investing Activities

Financing Activities

Plan of Operation and Future Funding Requirements
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Leases

Purchase and Other Obligations

Grant and License Agreements



Research and Development Expense and Accruals

•

•

•

•

Stock-Based Compensation

Compensation—Stock Compensation







Rule 10b5-1 Trading Arrangements









(Principal Executive Officer)

(Principal Financial Officer)

(Principal Accounting Officer)







The accompanying notes are an integral part of these consolidated financial statements.



The accompanying notes are an integral part of these consolidated financial statements.
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The accompanying notes are an integral part of these consolidated financial statements.



Risks and Uncertainties

Reverse Stock Split, Initial Public Offering and Concurrent Private Placement

Liquidity and Going Concern



Basis of Presentation

Use of Estimates

Segment Information

Foreign Currency



Cash and Cash Equivalents

Restricted Cash

Deferred Financing Costs

Concentration of Credit Risk and Off-Balance Sheet Risk

Comprehensive Loss

Investments



Fair Value Measurements

Fair Value Measurement

Level 1

Level 2

Level 3

Property and Equipment, Net



Impairment of Long-Lived Assets

Asset Acquisitions and Acquired In-Process Research and Development Expenses

Leases



Research and Development Expense and Accruals

•

•

•

•



Patent Costs

Grant Earnings

Accounting for Government Grants and Disclosure of
Government Assistance

Stock-Based Compensation

Compensation—Stock
Compensation



Redeemable Convertible Preferred Stock

Income Taxes

Equity Method of Accounting



Recently Adopted Accounting Pronouncements

Income Taxes (Topic 740)—Improvements to Income Tax
Disclosures

Recently Issued But Not Yet Adopted Accounting Pronouncements

Income Statement—Reporting Comprehensive
Income—Expense Disaggregation Disclosures (Subtopic 220-40): Disaggregation of Income Statement Expenses









Leases





Issuances of Preferred Stock





2019 Equity Incentive Plan

2025 Equity Incentive Plan



2025 Employee Stock Purchase Plan

IPO Option Grants and RSU Awards

Stock Options



Stock Option Valuation

Restricted Stock Units



Stock-Based Compensation Expense





Legal Proceedings

Contractual Obligations

NeuroSolis, Inc. asset purchase agreement



Michael J. Fox Foundation grant agreements (Note 16)

Universities and other third parties

Guarantees

License Agreement








