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Item 8.01    Other Events.
On August 16, 2021, Travere Therapeutics, Inc. (the “Company”) announced positive topline interim results from the ongoing pivotal Phase 3
PROTECT Study of sparsentan, an investigational product candidate for the treatment of IgA nephropathy (IgAN). The PROTECT Study met its pre-
specified interim primary efficacy endpoint with statistical significance. After 36 weeks of treatment, patients receiving sparsentan achieved a mean
reduction in proteinuria from baseline of 49.8 percent, compared to a mean reduction in proteinuria from baseline of 15.1 percent for irbesartan-
treated patients (p<0.0001). The Company believes that preliminary eGFR data available at the time of the interim analysis are indicative of a
potential clinically meaningful treatment effect after two years of treatment. Preliminary results from the interim analysis suggest that to date in the
study, sparsentan has been generally well-tolerated and consistent with the observed safety profile to date. Based on the results of the interim
analysis, the Company plans to submit an application for accelerated approval in the United States in the first half of 2022 and also plans to submit
an application for conditional marketing authorization in Europe.

Forward-Looking Statements

This Current Report on Form 8-K contains "forward-looking statements" as that term is defined in the Private Securities Litigation Reform Act of
1995. Without limiting the foregoing, these statements are often identified by the words "may", "might", "believes", "thinks", "anticipates", "plans",
"expects", "intends" or similar expressions. In addition, expressions of our strategies, intentions or plans are also forward-looking statements. Such
forward-looking statements include, but are not limited to, references to the Company’s current plan regarding, and expectations around the timeline
for, submitting an application for accelerated approval of sparsentan for IgAN; references to the efficacy, safety and tolerability profile of sparsentan
based on the preliminary data from the PROTECT Study interim analysis; and the Company’s belief that preliminary eGFR data available at the time
of the interim analysis from the PROTECT Study are indicative of a potential clinically meaningful treatment effect after two years of treatment. Such
forward-looking statements are based on current information available to the Company and involve inherent risks and uncertainties, including factors
that could delay, divert or change any such forward-looking statements, and could cause actual outcomes and results to differ materially from current
expectations. No forward-looking statement can be guaranteed. Among the factors that could cause actual results to differ materially from those
indicated in the forward-looking statements are risks and uncertainties associated with the regulatory review and approval process, including the
Subpart H accelerated approval pathway in the United States and the conditional marketing authorization (CMA) pathway in the Europe Union,
including the risk that the FDA and/or EMA could disagree with the Company’s submission of an NDA under Subpart H for accelerated approval, or a
Marketing Approval Application (“MAA”) under the CMA pathway. There is no guarantee that the FDA will accept for filing the Company’s planned
NDA for sparsentan for IgAN under the Subpart H approval pathway, that the FDA will grant accelerated approval of sparsentan for IgAN or that
sparsentan will be approved at all. The Company faces the risk that the Phase 3 PROTECT Study of sparsentan in IgAN will not demonstrate that
sparsentan is safe or effective or serve as a basis for accelerated approval of sparsentan as planned and risk that ongoing clinical trials may not
succeed or may be delayed for safety, regulatory or other reasons. In addition, such risks and uncertainties may include those described in the
Company’s annual, quarterly and current reports (i.e., Form 10-K, Form 10-Q and Form 8-K) as filed or furnished with the SEC, which are available
at the Company’s website (www.travere.com) under “Investors & Media”. You are cautioned not to place undue reliance on any forward-looking
statements as there are important factors that could cause actual results to differ materially from those in any forward-looking statements, many of
which are beyond our control. Except to the extent required by law, the Company undertakes no obligation to publicly update any forward-looking
statement.

Item 9.01    Financial Statements and Exhibits.

(d) Exhibits 
104 Cover Page Interactive Data File (embedded within the Inline XBRL document).



Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

 

    TRAVERE THERAPEUTICS, INC.
    
Dated: August 16, 2021    By: /s/ Eric Dube
      Name: Eric Dube

Title: Chief Executive Officer


