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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 

☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:
 

Title of each class  
Trade

Symbol(s)  
Name of each exchange

on which registered

Common Stock, $0.0001 par value per share   PRAX   The Nasdaq Global Select Market

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§ 230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter).

Emerging growth company  ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new
or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.  ☐
 

 



Item 7.01. Regulation FD Disclosure.

As previously disclosed, Praxis Precision Medicines, Inc. (the “Company”) anticipates reporting topline results from the RADIANT Phase 2 study by mid-
year 2025. In advance of this announcement, the Company has commenced an investor quiet period, which is expected to remain in effect for up to three
weeks.

Item 8.01. Other Events.

On July 17, 2025, the Company announced that the U.S. Food and Drug Administration has granted breakthrough therapy designation (the “BTD”) for
relutrigine, a sodium channel functional state modulator for pediatric use for the treatment of patients with SCN2A and SCN8A developmental and
epileptic encephalopathies (“DEEs”). The BTD enables expedited development and regulatory review for drugs that are intended to treat a serious
condition, and preliminary clinical evidence indicates that relutrigine may demonstrate substantial improvement on a clinically significant endpoint(s) over
existing therapies. The BTD for relutrigine was supported by the positive data from cohort 1 in the Phase 2 EMBOLD study, as well as 11-month data from
the open-label extension period of the trial.

The Company also announced that it has initiated the EMERALD study evaluating relutrigine in patients across all DEEs.

Forward-Looking Statements

This Current Report 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 its product candidates. The forward-looking statements included in this Current
Report 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, 2024 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. 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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