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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:

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

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

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

· 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. ☐
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Item 8.01 Other Events.

On August 15, 2023, the Company updated its corporate presentation and posted such corporate presentation to the Company’s website. The updated corporate presentation is filed as Exhibit 99.1 hereto and incorporated by reference herein.

Item 9.01 Financial Statements and Exhibits.

	
	(d) Exhibits

	Exhibit No.
	
	
	
	Description

	99.1
	
	
	Corporate Presentation.

	
	
	
	
	

	104
	
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document).
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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:   August 15, 2023
	By:
	/s/ Herriot Tabuteau, M.D.

	
	Name:
	Herriot Tabuteau, M.D.

	
	Title:
	President and Chief Executive Officer
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Forward Looking Statements & Safe Harbor

Certain information contained in this presentation may include “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. 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® and Auvelity® products and the success of our efforts to obtain any additional indication(s) with respect to solriamfetol andjor 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 rials (including our ability to fully fund our disclosed clinical trials, which assumes no material changes to our currently projected revenues or
expenses), futiity analyses and receipt of interim results, which are not necessarily indicative of the final results of our ongoing clinical trials, 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; 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, 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 COVID-19; 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.

This presentation contains statements regarding the Company’s observations based upon the reported clinical data. This presentation also contains estimates and other statistical
data made by independent parties and by us relating to market size and other data about the Company's industry. This data involves a number of assumptions and limitations, and
you are cautioned not to give undue weight to such estimates. Neither we nor any other person makes any representation as to the accuracy or completeness of such data or
undertakes any obligation to update such data after the date of this presentation. In addition, these projections, assumptions and estimates are necessarily subject to a high
degree of uncertainty and risk.

Axsome, Auvelity, Sunosi, and MoSEIC, are trademarks o registered trademarks of Axsome Therapeutics, Inc. or its affiliates. Except as with respect to Auvelity and Sunosi for
their approved indications, the development products referenced herein have not been approved by the FDA.
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‘ Phase 1 ‘ Phase 2 Phase 3 NDA

Marketed

Major Depressive Disorder (MDD)

SanSI

(solramfetol)

Dual-acting dopamine and
norepinephrine reuptake inhibitor
(DNRI) and TAAR1 agor

NMDA receptor antagonist and
sigma-1 receptor agonist,
aminoketone CYP2DG inhibitor

e Sleepiness (EDS) Associated with Narcolepsy or Obstructive Sleep Apnea (OSA)
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HT,q,10 agonist
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Narcolepsy Drug Designation
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Dual-acting dopamine and
norepinephrine reuptake inhibitor
(DNRI) and TAAR1 agonist

Attention Deficit Hyperactivity Disorder (ADHD)

Binge Eating Disorder (BED)

Shift Work Disorder (SWD)

AXS-05, AXS-07, AXS-12, AXS-14, and solriamfetol for ADHD are not approved by the FDA, and their safety and effectiveness have not been established

Abbreviations

CNS = Central Nervous System; MOA = Mechanism of Action; NMDA = N-Methyl-D-aspartate; COX-2 = Cyclooxygenase-2; 5-HT = 5-Hydroxytryptamine; NE = Norepinephrine.

CYP2D6 = Cytochrome P450 Family 2 Subfamily D Member 6; MoSEIC

tolecular Solubility Enhanced Inclusion Complex

Please see full Prescribing Information for Auvelity at www.Auvelity.com. Please see full Prescribing Information for Sunosi at www.Sunosi.com.

© Axsome Therapeutics, Inc.
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1. Auveliy [Prescribing Information]. Axsome Therapeuics, Inc., New York, NY 2. FDA Depression Medicines. htps:/www.fda.govimedial 132665/download. Accessed March 21, 2022. 3. Thomas D,

and Wessel C. The state of innovation in highly prevalent chronic diseases volume I: Depression therapeutics. December ax
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Abbreviations: nTRx = normalized total prescriptions; EDS = excessive daylime sleepiness; OSA = obstructive sleep apnea; DNRI = dopamine-norepinephrine reuptake inhibitor
1. SUNOSI [Prescribing Information]. Axsome Therapeutics, Inc., New York, NY: 2. Schweitzer PK et al. Am J Resp Crit Care Med. 2019;199(11):1421-1431.
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Alzheimer’s Disease Agitation:
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Alzheimer’s Disease Agitation:
Clinical Results and Program Status -
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Alzheimer’s Disease Agitation:
ADVANCE-2 Phase 3 Trial -

A Phase 3 trial to assess efficacy and safety of »/.=-05 as compared to placebo in the treatment of Alzheimer’s disease agitation.
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* 70% of smokers want to quit?

* Only 3-5% who attempt to quit without
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2. Hughes JR, et al. Addiction. 2004;99(1):29-38

Abbreviations: NMDA = N-methyl D-aspartate C% rﬁé
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Clinical Results and Program Status
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Narcolepsy:
SYMPHONY Phase 3 Trial

A Phase 3 trial to assess efficacy and safety of AXS-12 as compared to placebo in the treatment of cataplexy in narcolepsy.
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Attention Deficit Hyperactivity Disorder: .
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A Phase 3 trial to assess efficacy and safety of solriamfetol as compared to placebo in the treatment of ADHD.
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Financial Snapshot

Cash Balance:
(as of June 30, 2023) $4371 M

Debt (Face Value):
(as ofJuge 30, 2023) ) $180M Runway to reach cash flow positivity, based on the

current operating plan
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(as of August 4, 2023) Pro forma cash balance - $468.8 M
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1 Consists of 7.93 M options, 0.78 M RSUs, and 0.080 M warrants
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Anticipated Upcoming Clinical and Regulatory Milestones

Regulatory and Commercial

Migraine NDA, planned resubmission — 1H 2024
14 Fibromyalgia NDA, planned submission — 4Q 2023 or 1Q 2024

Clinical Trial Readouts

AXS-12 SYMPHONY Phase 3 trial in narcolepsy, completion — 4Q 2023
AXS-05 ADVANCE-2 Phase 3 trial in Alzheimer's disease agitation, completion — 1H 2024
solriamfetol FOCUS Phase 3 trial in adult ADHD, completion — 2H 2024

Clinical Trial Initiations

AXS-05 Phase 2/3 trial in smoking cessation, initiation — 4Q 2023 or 1Q 2024
solriamfetol Phase 3 trial in binge eating disorder — 4Q 2023
solriamfetol Phase 3 trial in shift work disorder — 1Q 2024
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thank you

for more information, please contact:

mark jacobson
chief operating officer

212-332-3243
mjacobson@axsome.com
Www.axsome.com
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