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Item 8.01 Other Events.
SERENITY At-Home Pivotal Phase 3 Trial Update

In September 2024, BioXcel Therapeutics, Inc. initiated patient enrollment in its SERENITY At-Home pivotal Phase 3 trial, evaluating the safety
of BXCL501, the Company’s investigational, proprietary, orally dissolving film formulation of dexmedetomidine, in the at-home setting for the acute
treatment of agitation associated with bipolar disorders or schizophrenia. As of March 20, 2025, 24 clinical trial sites have been opened and 100 patients
have been enrolled, representing 50% of the total expected enrollment in the trial.

Topline data results, which are expected in the second half of 2025, are intended to support a supplemental new drug application (SNDA)
submission to potentially expand the label of IGALMI® (dexmedetomidine) sublingual film.
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