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Item 8.01. Other Events.

 
On July 27, 2021, Avenue Therapeutics, Inc. (“Avenue”), submitted a Formal Dispute Resolution Request (“FDRR”) to the Food and Drug Administration (“FDA”)

with respect to the Complete Response Letters (together, the “CRLs”) previously issued by the FDA to Avenue related to its intravenous (“IV”) tramadol New Drug Application
(“NDA”). The submission of the FDRR follows a Post-Action Type A meeting with the FDA that did not resolve the issues identified in the CRLs. The regulatory history of the
NDA for IV tramadol, the anticipated FDRR process and other pertinent information regarding these topics were previously disclosed.
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