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Item 8.01.

Other Events.

At a meeting with the Food and Drug Administration, or the FDA, in March 2021 to discuss the registrational potential and design of the Phase 2 study
for the on-going combined Phase 1/2 MasterKey-01 clinical trial of BDTX-189, the FDA notified Black Diamond Therapeutics, Inc., or the Company,
that, because the Phase 2 portion of the trial is potentially registrational and may support a new drug application, the Company may only enroll up to 50
patients in Phase 2 before results of routine three-month good laboratory practice, or GLP, toxicology studies have been submitted and accepted by the
FDA. This partial clinical hold on Phase 2 enrollment is not based on any safety findings from MasterKey-01 and has no impact on completion of the
Company’s Phase 1 study (including the planned safety expansion cohort). The Company has initiated the GLP toxicology studies and does not
anticipate any delays to its clinical trial timelines for BDTX-189.
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