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Item 8.01 Other Events.

On September 4, 2024, Axsome Therapeutics, Inc. (the “Company”) issued a press release announcing that the U.S. Food and Drug 
Administration has acknowledged the resubmission of the Company’s New Drug Application for AXS-07 for the acute treatment of migraine.

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 September 4, 2024.
104

 

Cover Page Interactive Data File (embedded within the Inline XBRL document).
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Axsome Therapeutics Announces FDA Acceptance of NDA Resubmission for AXS-07 for the Acute Treatment of Migraine
 

FDA sets PDUFA action goal date of January 31, 2025
 
NEW YORK, September 4, 2024 (Globe Newswire) – Axsome Therapeutics, Inc. (NASDAQ: AXSM), a biopharmaceutical company 
developing and delivering novel therapies for the management of central nervous system (CNS) disorders, today announced that the U.S. 
Food and Drug Administration (FDA) has acknowledged the resubmission of the Company’s New Drug Application (NDA) for AXS-07 for the 
acute treatment of migraine. The FDA designated the resubmission as a Class 2 resubmission and set a Prescription Drug User Fee Act 
(PDUFA) action goal date of January 31, 2025.

About Migraine
Migraine is a serious neurological condition characterized by recurrent attacks of pulsating, often severe and disabling head pain associated 
with nausea, sensitivity to light, and sensitivity to sound.1 An estimated 39 million Americans suffer from migraine, and it is the leading cause 
of disability among neurological disorders in the United States according to the American Migraine Foundation.2,3 Published surveys of 
migraine sufferers found that more than 70% are not fully satisfied with their current treatment and desire therapies that work faster, more 
consistently, and result in less symptom recurrence.4,5

About AXS-07
AXS-07 is a novel, oral, rapidly absorbed, multi-mechanistic investigational medicine for the acute treatment of migraine, consisting of
MoSEIC™ meloxicam and rizatriptan. Meloxicam is a new molecular entity for migraine enabled by Axsome’s MoSEIC (Molecular Solubility 
Enhanced Inclusion Complex) technology, which results in rapid absorption of meloxicam while maintaining a long plasma half-life. 
Meloxicam is a COX-2 preferential non-steroidal anti-inflammatory drug and rizatriptan is a 5-HT1B/1D agonist. AXS-07 is designed to 
provide rapid, enhanced and consistent relief of migraine, with reduced symptom recurrence. AXS-07 is covered by more than 200 issued 
U.S. and international patents which provide protection until at least 2038. AXS-07 is not approved by the FDA.

About Axsome Therapeutics
Axsome Therapeutics, Inc. 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 
www.axsome.com.
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Forward Looking Statements
Certain matters discussed in this press release are “forward-looking statements”. The Company 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 the Company’s Sunosi® and Auvelity® 
products and the success of the Company’s efforts to obtain any additional indication(s) with respect to solriamfetol and/or AXS-05; the 
Company’s ability to maintain and expand payer coverage; the success, timing and cost of the Company’s ongoing clinical trials and 
anticipated clinical trials for the Company’s current product candidates, including statements regarding the timing of initiation, pace of 
enrollment and completion of the trials (including the Company’s ability to fully fund the Company’s disclosed clinical trials, which assumes 
no material changes to the Company’s currently projected revenues or expenses), futility analyses and receipt of interim results, which are 
not necessarily indicative of the final results of the Company’s 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 the Company’s current product candidates; 
the Company’s ability to fund additional clinical trials to continue the advancement of the Company’s product candidates; the timing of and 
the Company’s ability to obtain and maintain U.S. Food and Drug Administration (“FDA”) or other regulatory authority approval of, or other 
action with respect to, the Company’s 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 the Company’s 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; the Company’s ability to convert sales to recognized revenue and maintain a favorable gross to net sales;
unforeseen circumstances or other disruptions to normal business operations arising from or related to domestic political climate, geo-
political 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.

Investors:
Mark Jacobson
Chief Operating Officer
(212) 332-3243
mjacobson@axsome.com

Media:
Darren Opland
Director, Corporate Communications
(929) 837-1065
dopland@axsome.com
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