UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
Date of Report (Date of earliest event reported): June 05, 2024

Axsome Therapeutics, Inc.

(Exact name of Registrant as Specified in Its Charter)

Delaware 001-37635 45-4241907
(State or Other Jurisdiction (Commission File Number) (IRS Employer
of Incorporation) Identification No.)

One World Trade Center, 22nd Floor

New York, New York 10007
(Address of Principal Executive Offices) (Zip Code)

Registrant’s Telephone Number, Including Area Code: (212) 332-3241

(Former Name or Former Address, if Changed Since Last Report)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:

0 Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

O Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

0  Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
O

Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

Trading
Title of each class Symbol(s) Name of each exchange on which registered
Common Stock, Par Value $0.0001 Per Share AXSM Nasdaq Global Market

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company [

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new
or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.




Item 8.01 Other Events.

On June 5, 2024, Axsome Therapeutics, Inc. (the “Company”) issued a press release announcing that it has entered into a settlement agreement
with Unichem Laboratories Ltd. (“Unichem”) resolving patent litigation related to the Company’s product, Sunosi® (solriamfetol) (“SUNOSI”). The
litigation, which is pending in the U.S. District Court for the District of New Jersey, resulted from submission by Unichem of an Abbreviated New Drug
Application to the U.S. Food and Drug Administration seeking approval to market a generic equivalent of SUNOSI in the United States. The settlement
agreement permits Unichem to begin selling its generic version of SUNOSI on June 30, 2042, or earlier under certain circumstances. The June 30, 2042
date is also subject to potential extension for pediatric exclusivity.

The settlement agreement is subject to review by the U.S. Federal Trade Commission and the U.S. Department of Justice. The description of the
settlement agreement contained herein does not purport to be complete. Similar patent litigation brought by Axsome against other parties remains pending
in the U.S. District Court for the District of New Jersey.

The full text of the press release is filed as Exhibit 99.1 hereto and is incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit No. Description

99.1 Press Release dated June 5, 2024.
104 Cover Page Interactive Data File (embedded within the Inline XBRL document).




SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned
hereunto duly authorized.

Axsome Therapeutics, Inc.

Date: June 5, 2024 By: /s/ Herriot Tabuteau, M.D.

Name: Herriot Tabuteau, M.D.
Title: President and Chief Executive Officer



Exhibit 99.1

GXSO%

Axsome Therapeutics Settles Sunosi® (solriamfetol) Patent Litigation with Unichem Laboratories

NEW YORK, June 5, 2024 (Globe Newswire) — Axsome Therapeutics, Inc. (NASDAQ: AXSM) (Axsome), a biopharmaceutical company
developing and delivering novel therapies for the management of central nervous system disorders, today announced that it has entered into
a settlement agreement with Unichem Laboratories Ltd. (Unichem) resolving patent litigation related to Axsome’s product Sunosi®
(solriamfetol). The litigation, which is pending in the United States District Court for the District of New Jersey, resulted from submission by
Unichem of an Abbreviated New Drug Application to the U.S. Food and Drug Administration seeking approval to market a generic equivalent
of Sunosi in the United States. The settlement agreement permits Unichem to begin selling its generic version of Sunosi on June 30, 2042, or
earlier under certain circumstances. The June 30, 2042 date is also subject to potential extension for pediatric exclusivity.

As required by law, Axsome and Unichem will submit the settlement agreement to the U.S. Federal Trade Commission and the U.S.
Department of Justice for review. Similar patent litigation brought by Axsome against other parties remains pending in the U.S. District Court
for the District of New Jersey.

About Axsome Therapeutics, Inc.

Axsome Therapeutics, Inc. (“Axsome” or the “Company”) is a biopharmaceutical company developing and delivering novel therapies for
central nervous system (CNS) conditions that have limited treatment options. Through development of therapeutic options with novel
mechanisms of action, we are transforming the approach to treating CNS conditions. At Axsome, we are committed to developing products
that meaningfully improve the lives of patients and provide new therapeutic options for physicians. For more information, please visit the
Company’s website at axsome.com. The Company may occasionally disseminate material, nonpublic information on the company website.



Forward Looking Statements

Certain matters discussed in this press release are “forward-looking statements”. We may, in some cases, use terms such as “predicts,”
“believes,” “potential,” “continue,” “estimates,” “anticipates,” “expects,” “plans,” “intends,” “may,” “could,” “might,” “will,” “should” or other words
that convey uncertainty of future events or outcomes to identify these forward-looking statements. In particular, the Company’s statements
regarding trends and potential future results are examples of such forward-looking statements. The forward-looking statements include risks
and uncertainties, including, but not limited to, the continued commercial success of our Sunosi® (“SUNOSI”) and Auvelity® (“AUVELITY”)
products and the success of our efforts to obtain any additional indication(s) with respect to solriamfetol and/or AXS-05; the success, timing
and cost of our ongoing clinical trials and anticipated clinical trials for our current product candidates, including statements regarding the
timing of initiation, pace of enrollment and completion of the trials (including our ability to fully fund our disclosed clinical trials, which
assumes no material changes to our currently projected revenues or expenses), futility analyses and receipt of interim results, which are not
necessarily indicative of the final results of our ongoing clinical trials, and/or data readouts, and the number or type of studies or nature of
results necessary to support the filing of a new drug application (“NDA”) for any of our current product candidates; our ability to fund
additional clinical trials to continue the advancement of our product candidates; the timing of and our ability to obtain and maintain U.S. Food
and Drug Administration (“FDA”) or other regulatory authority approval of, or other action with respect to, our product candidates, including
statements regarding the timing of any NDA submission; whether issues identified by FDA in the complete response letter may impact the
potential approvability of the Company’s NDA for AXS-07 for the acute treatment of migraine in adults with or without aura, pursuant to our
special protocol assessment for the MOMENTUM clinical trial; the Company’s ability to successfully defend its intellectual property or obtain
the necessary licenses at a cost acceptable to the Company, if at all; the successful implementation of the Company’s research and
development programs and collaborations; the success of the Company’s license agreements; the acceptance by the market of the
Company’s products and product candidates, if approved; the Company’s anticipated capital requirements, including the amount of capital
required for the continued commercialization of SUNOSI and AUVELITY and for the Company’s commercial launch of its other product
candidates, if approved, and the potential impact on the Company’s anticipated cash runway; unforeseen circumstances or other disruptions
to normal business operations arising from or related to geopolitical conflicts or a global pandemic and other factors, including general
economic conditions and regulatory developments, not within the Company’s control. The factors discussed herein could cause actual results
and developments to be materially different from those expressed in or implied by such statements. The forward-looking statements are
made only as of the date of this press release and the Company undertakes no obligation to publicly update such forward-looking statements
to reflect subsequent events or circumstance.
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Investors:

Mark Jacobson

Chief Operating Officer

Axsome Therapeutics, Inc.

One World Trade Center, 22" Floor
New York, NY 10007

Tel: 212-332-3243
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www.axsome.com

Media:

Darren Opland

Director, Corporate Communications
Axsome Therapeutics, Inc.

One World Trade Center, 22" Floor
New York, NY 10007

Tel: 929-837-1065
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