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Item 8.01. Other Events.

On February 26, 2021, Avenue Therapeutics, Inc. (the “Company”) received an acknowledgement letter from the U.S. Food and Drug Administration (“FDA”) that
the Company’s resubmission of its New Drug Application (“NDA”) for IV Tramadol, dated February 12, 2021, is a complete, class 1 response to the Complete Response Letter
(“CRL”) dated October 9, 2020. A Prescription Drug User Fee Act goal date has been set for April 12, 2021.

The NDA for IV Tramadol was resubmitted following the receipt of official minutes of a Type A meeting with the FDA, which was conducted following a CRL issued
by the FDA in October 2020. The resubmission package included revised language relating to the proposed product label and a report relating to terminal sterilization
validation.
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