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Item 8.01. Other Events.

Axsome Therapeutics, Inc. (the “Company”) is enrolling two open-label studies in order to build safety databases of patients to
support the filing of a New Drug Application (“NDA”) for (i) AXS-05 in the treatment of major depressive disorder (“MDD”) and (ii)
AXS-07 in the acute treatment of migraine. For each of these studies, the Company plans to treat at least 300 patients for at least six
months and at least 100 patients for one year.
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