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Item 8.01 Other Events.
PRAX-114 Aria Study Readout
On June 6, 2022, Praxis Precision Medicines, Inc. (the “Company”) announced that the Phase 2/3 Aria Study evaluating the efficacy and safety of PRAX114 for monotherapy treatment of major depressive disorder (“MDD”) did not achieve statistical significance on the primary endpoint of change from
baseline in the 17-item Hamilton Depression Rating Scale total score at Day 15, or on any secondary endpoints. The Company intends to share detailed
results in an upcoming medical presentation or publication.
The Company is closing screening in the Phase 2 Acapella Study evaluating PRAX-114 for treatment of MDD at doses up to 60 mg, and intends to read out
results from approximately 100 patients in the third quarter of 2022. The Company is stopping enrollment in its Phase 2 study evaluating PRAX-114 for the
treatment of post-traumatic stress disorder, and intends to review the safety data once available. The Company is discontinuing its Phase 2 crossover study
to evaluate the safety, pharmacokinetics and efficacy of daytime dosing of PRAX-114 for the treatment of essential tremor (“ET”).
The Company is undergoing a strategic realignment to focus resources on its Movement Disorders and Epilepsy franchises, which will result in a reduction
of the Company’s workforce and future operating expenses. As a result of the realignment, the Company’s cash runway will now extend into 2024. The
strategic realignment will focus on delivering Phase 2b results for PRAX-944 in ET (Essential1 Study) and proof-of-concept for PRAX-562 in epilepsy and
advancing the preclinical pipeline.
PRAX-222 IND Update
On May 25, 2022, the Company received a clinical hold letter from the U.S. Food and Drug Administration (the “FDA”) providing additional information
on the clinical hold placed on the Company’s Investigational New Drug application (the “IND”) for the study of PRAX-222, an antisense oligonucleotide
for the treatment of patients with SCN2A gain-of-function mutations. On May 31, 2022, the Company submitted a request for clarification to which the
FDA responded on June 1, 2022. These communications indicated that, upon submission of additional documentation in relation to the completed 13-week
non-human primate toxicology study supporting the starting dose proposed by the Company, the IND could be cleared. The Company intends to request a
Type A meeting to confirm the study design and clarify the requirements for dose escalation beyond the starting dose.
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 development of the Company’s product candidates, the strategic realignment, the
Company’s cash runway and the clinical hold of the PRAX-222 study. The express or implied forward-looking statements included in this Form 8-K are
only predictions and are subject to a number of risks, uncertainties and assumptions, including, without limitation: uncertainties inherent in clinical trials;
the expected timing of review by governmental authorities; and other risks concerning the Company’s programs and operations described in additional
detail in its Annual Report on Form 10-K for the year ended December 31, 2021, its Quarterly Reports on Form 10-Q and other filings made with the
Securities and Exchange Commission from time to time. 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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