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Item 8.01    Other Events.
On April 24, 2024, Travere Therapeutics, Inc. (the “Company”) and CSL Vifor announced that the European Commission has granted conditional
marketing authorization (“CMA”) for FILSPARI® (sparsentan) for the treatment of adults with primary IgA nephropathy (“IgAN”) with a urine protein
excretion ≥1.0 g/day (or urine protein-to-creatinine ratio ≥0.75 g/g). The CMA is granted for all member states of the European Union, as well as in
Iceland, Liechtenstein and Norway.

The European Commission's decision follows the positive opinion from the Committee for Medicinal Products for Human Use (“CHMP”) in February
2024, based on results from the pivotal Phase 3 PROTECT Study of FILSPARI in IgAN.

Sparsentan is currently marketed in the U.S. under accelerated approval granted by the U.S. Food and Drug Administration under the brand name
FILSPARI® to reduce proteinuria in adults with primary IgAN at risk of rapid disease progression, generally a urine protein-to-creatinine ratio ≥1.5
g/g.

In 2021, Travere Therapeutics granted CSL Vifor exclusive commercialization rights for sparsentan in Europe, Australia and New Zealand.

CSL Vifor expects to launch FILSPARI in the first European markets in the second half of 2024.

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 strategies, intentions or plans are also forward-looking statements. Such
forward-looking statements include, but are not limited to, references to: statements regarding the approval process and expectations for the launch
of FILSPARI in European markets and the anticipated timing thereof. Such forward-looking statements are based on current expectations and
involve inherent risks and uncertainties, including factors that could delay, divert or change any of them, 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, as well as risks and uncertainties associated with the Company’s business and finances in general, the success of its
commercial products and risks and uncertainties associated with the Company’s preclinical and clinical stage pipeline. Specifically, the Company
faces risks associated with the planned launch of FILSPARI in certain European markets and the anticipated timing thereof, market acceptance of its
commercial products including efficacy, safety, price, reimbursement, and benefit over competing therapies, as well as risks associated with the
successful development and execution of commercial strategies for such products, including FILSPARI. The risks and uncertainties the Company
faces with respect to its preclinical and clinical stage pipeline include risk that the Company’s clinical candidates will not be found to be safe or
effective and that current or anticipated future clinical trials will not proceed as planned. Specifically, the Company faces risks related to the timing
and potential outcome of the FDA’s potential acceptance for filing and review of the sNDA submission for full approval of FILSPARI in IgAN. There is
no guarantee that the FDA will accept the sNDA submission for filing or that regulators will grant full approval of sparsentan for IgAN. The Company
also faces the risk that it will be unable to raise additional funding that may be required to complete development of any or all of its product
candidates, including as a result of macroeconomic conditions; risks relating to the Company’s dependence on contractors for clinical drug supply
and commercial manufacturing; uncertainties relating to patent protection and exclusivity periods and intellectual property rights of third parties; risks
associated with regulatory interactions; and risks and uncertainties relating to competitive products, including current and potential future generic
competition with certain of the Company’s products, and technological changes that may limit demand for the Company’s products. The Company
also faces additional risks associated with global and macroeconomic conditions, including health epidemics and pandemics, including risks related
to potential disruptions to clinical trials, commercialization activity, supply chain, and manufacturing operations.

In addition, such risks and uncertainties may include those described in the Company’s filings with the SEC, including under the “Risk Factors”
heading of the Company’s annual report on Form 10-K for the year ended December 31, 2023, as filed with the SEC on February 20, 2024, and
other filings with the SEC, which are also 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 the Company’s control. Except to the extent required by law, the Company
undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events, or otherwise.

Item 9.01    Financial Statements and Exhibits.
(d)    Exhibits

Exhibit No. Description
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: April 24, 2024    By: /s/ Eric Dube
      Name: Eric Dube

Title: Chief Executive Officer


