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Item 8.01 Other Events.

Axsome Therapeutics, Inc. (the “Company”) today announced that it has received and agreed to Postmarketing Requirements/Commitments
proposed by the U.S. Food and Drug Administration (the “FDA”) with respect to the New Drug Application (“NDA”) for its AXS-05 product candidate for
the treatment of major depressive disorder.

Based on this interaction, the Company anticipates potential FDA action on the NDA in the second quarter of 2022.
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