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Item 8.01 Other Events.

On March 14, 2023, Reneo Pharmaceu�cals, Inc. (the “Company”) announced the achievement of the target enrollment of its STRIDE study. The STRIDE study 
is a global, randomized, double-blind, placebo-controlled pivotal Phase 2b trial of mavodelpar in adult pa�ents with primary mitochondrial myopathies 
(“PMM”) due to mitochondrial DNA (“mtDNA”) defects. The STRIDE study is designed to assess the efficacy and safety of 100 mg mavodelpar administered 
orally, once daily for 24 weeks. The primary efficacy endpoint is the change from baseline in the distance walked during the 12-minute walk test at week 24.  
Topline data from the STRIDE study are expected in the fourth quarter of 2023.

STRIDE AHEAD is a 24-month, open-label, long-term safety trial outside of the United States in pa�ents with PMM. The STRIDE AHEAD study was recently 
amended to allow enrollment of pa�ents with PMM due to both mtDNA and nuclear DNA defects. 

The Company intends to submit the data from STRIDE, together with the long-term safety data from STRIDE AHEAD, to the U.S. Food and Drug Administra�on 
and the European Medicines Agency in planned marke�ng applica�ons in 2024.

Forward-Looking Statements

Statements contained in this Current Report on Form 8-K regarding ma�ers that are not historical facts are “forward-looking statements” within the meaning 
of the Private Securi�es Li�ga�on Reform Act of 1995. Such forward-looking statements include statements regarding, among other things, the comple�on of 
enrollment of clinical trials, announcement of topline data from the STRIDE study, and the submission of marke�ng applica�ons. Because such statements are 
subject to risks and uncertain�es, actual results may differ materially from those expressed or implied by such forward-looking statements. Words such as 
“plans,” “will,” “believes,” “an�cipates,” “expects,” “intends,” “goal,” “poten�al” and similar expressions are intended to iden�fy forward-looking statements. 
These forward-looking statements are based upon the Company’s current expecta�ons and involve assump�ons that may never materialize or may prove to 
be incorrect. Actual results could differ materially from those an�cipated in such forward-looking statements as a result of various risks and uncertain�es, 
which include, without limita�on, risks and uncertain�es associated with the Company’s business in general, and the other risks described in the Company’s 
filings with the Securi�es and Exchange Commission. All forward-looking statements contained in this Current Report on Form 8-K speak only as of the date 
on which they were made. The Company undertakes no obliga�on to update such statements to reflect events that occur or circumstances that exist a�er the 
date on which they were made, except as required by law.

 
 

 
 
 



 
SIGNATURES

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

   Reneo Pharmaceu�cals, Inc.

    

Date: March 14, 2023 By: /s/ Gregory J. Flesher
   Gregory J. Flesher

 President and Chief Execu�ve Officer
 (Principal Execu�ve Officer)

  

 
 




