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Item 8.01. Other Events.

On June 9, 2023, Praxis Precision Medicines, Inc. (the “Company”) announced the outcomes from a recent end-of-Phase 2 meeting with the U.S. Food and
Drug Administration regarding plans to advance ulixacaltamide into Phase 3 for essential tremor (“ET”). The key elements of the registration plan for
ulixacaltamide are as follows:

»  Use of the modified Activities of Daily Living 11 (“mADL11”) as the primary endpoint is acceptable. In the Phase 2 Essentiall study, mADL11
was nominally significant (p=0.042). mADL11 comprises 11 elements of the TETRAS Activities of Daily Living, excluding social impact,
individually scored from 0-3.

* Agreement to use a single dose of 60 mg for the Phase 3 trials

»  Base case assumption confirmed for two Phase 3 trials, one of which will be a 12-week, parallel design study and one of which will be a 12-week
randomized withdrawal study for stable responders

»  Safety database required for a New Drug Application (“NDA”) at the minimum required by ICH guidelines: 300 patients with six-months of
exposure and 100 patients with one-year of exposure

+  Agreement that the completed and planned clinical pharmacology and toxicology studies would be sufficient for submission of an NDA

The protocols for the Phase 3 trials are being finalized, and the Company intends to submit to the current Investigational New Drug Application shortly and
to begin Phase 3 by year-end 2023.

Forward-Looking Statements

This Current Report on Form 8-K contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995 and
other federal securities laws, including statements regarding the clinical development of ulixacaltamide. The forward-looking statements included in this
Current Report on Form 8-K are subject to a number of risks, uncertainties and assumptions, including, without limitation, uncertainties inherent in clinical
trials, the expected timing of submission for regulatory approval or review by governmental authorities and other risks as described in the Company’s
Annual Report on Form 10-K for the year ended December 31, 2022, its Quarterly Reports on Form 10-Q and its other filings with the Securities and
Exchange Commission. These statements are based only on facts currently known by the Company and speak only as of the date of this Current Report on
Form 8-K. As a result, you are cautioned not to rely on these forward-looking statements and the Company undertakes no obligation to publicly update or
revise any forward-looking statement, whether as a result of new information, future developments or otherwise.
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