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Item 8.01. Other Events.
 
Akero Therapeutics, Inc. (the “Company”) announced on June 17, 2020 that the first subject of Cohort C, the expansion of its Phase 2a BALANCED trial,
has been dosed. Cohort C is planned to enroll 30 subjects who have non-alcoholic steatohepatitis (“NASH”) with compensated cirrhosis (F4), Child-Pugh
Class A, who will be randomized 2:1 to receive either 50 mg of AKR-001 or placebo for 16 weeks. The primary objective of the expansion cohort is to
assess safety and tolerability of treatment with AKR-001 in NASH patients at greatest risk of progressing to end-stage liver disease.
 
Statements contained under this Item 8.01 regarding matters that are not historical facts are “forward-looking statements” within the meaning of the Private
Securities Litigation Reform Act of 1995. Because such statements are subject to risks and uncertainties, actual results may differ materially from those
expressed or implied by such forward-looking statements. Such statements include, but are not limited to: Akero’s guidance regarding its business plans
and objectives for AKR-001, including the therapeutic potential and clinical benefits thereof, as well as the safety and tolerability of AKR-001; and Akero’s
Phase 2a BALANCED clinical trial, including the dosing of its first subject in Cohort C and its initial primary efficacy results.
 
Any forward-looking statements are based on management’s current expectations of future events and are subject to a number of risks and uncertainties that
could cause actual results to differ materially and adversely from those set forth in or implied by such forward-looking statements. Risks that contribute to
the uncertain nature of the forward-looking statements include: risks related to the impact of public health epidemics affecting countries or regions in which
we have operations or do business, such as COVID-19, including potential negative impacts on Akero’s employees, manufacturers, supply chain and
production as well as on global economies and financial markets; the company’s ability to execute on its strategy; positive results from a clinical study may
not necessarily be predictive of the results of future or ongoing clinical studies; regulatory developments in the United States; and risks related to the
competitive landscape. For a discussion of these and other risks and uncertainties, and other important factors, any of which could cause the Company’s
actual results to differ from those contained in the forward-looking statements, see the section entitled “Risk Factors” in the Company’s Annual Report on
Form 10-K filed with the United States Securities and Exchange Commission (SEC) and quarterly reports on Form 10-Q filed with the SEC, as well as
discussions of potential risks, uncertainties, and other important factors in the Company’s other filings with the SEC. 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 obligation to update such
statements to reflect events that occur or circumstances that exist after the date on which they were made.
 

 



 

 
SIGNATURES

 
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.
 
    
Date: June 17, 2020  AKERO THERAPEUTICS, INC.
    
  By: /s/ Andrew Cheng
   Andrew Cheng, M.D., Ph.D.

President and Chief Executive Officer
 

 
 


