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Item 8.01.

Other Events.

On November 12, 2018, Avenue Therapeutics, Inc. (the “Company”) entered into a Stock Purchase and Merger Agreement (the “SPMA”) with InvaGen
Pharmaceuticals, Inc. (“InvaGen”) and Madison Pharmaceuticals Inc., pursuant to which InvaGen agreed to purchase, for $35 million, common shares representing
33.3% of the fully diluted capitalization of the Company, and subsequently acquire the remaining issued and outstanding capital stock of the Company for
approximately $180 million in a reverse subsidiary merger transaction (the “Merger Transaction”). Consummation of the Merger Transaction is conditioned upon,
among other things, U.S. Federal Drug Administration (“FDA”) approval of IV Tramadol, its labeling and scheduling, and the absence of certain other restrictions
in effect with respect to IV Tramadol. Pursuant to the SPMA, if FDA approval of IV Tramadol was not obtained on or before April 30, 2021, InvaGen would not
be subject to the mandatory closing obligations set forth in the SPMA with respect to the Merger Transaction. As of May 1, 2021, the Company has not received
approval from the FDA for IV Tramadol. InvaGen retains an option to complete the Merger Transaction until October 31, 2021, and also retains the option to
terminate the SPMA.
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