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Item 8.01. Other Events.
On April 28, 2022, Praxis Precision Medicines, Inc. (the “Company”) received an email communication from the U.S. Food and Drug Administration (the
“FDA”) that the Company’s Investigational New Drug application for the study of PRAX-222, an antisense oligonucleotide for the treatment of patients
with SCN2A gain-of-function mutations, was placed on clinical hold. The clinical hold letter detailing the reasons for the hold is expected to be received
from the FDA within 30 days of April 28, 2022.
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 timing of receipt of additional details for the clinical hold of the PRAX-222 study from the
FDA. 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, the expected timing of review by governmental authorities. 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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