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Note that full information on the approval of the study protocol must also be provided in the manuscript.
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Clinical trial registration

Study protocol

Assuming a standard deviation of 6.3% for changes from Baseline in LFC, 35 subjects in each treatment group provided 90% power to show a
difference of 5 percentage points between any 2 treatment groups at the 5% level of significance. To allow for a dropout rate of 10%, 39
subjects were randomized to each of the 3 treatment groups.

Subjects were excluded if they had known liver disease other than fatty liver disease or a history of excessive alcohol consumption. Although
liver biopsies were not done as a part of this study, subjects with clear evidence of cirrhosis were excluded, based upon a platelet count of less
than 150,000/mm3, serum albumin levels less than 3.2 mg/dL or a current or previous history of clinical hepatic decompensation.

This is a clinical trial, not possible to replicate. This is the first phase 2 trial with this investigational compound

Subjects were randomized in a 1:1:1 ratio to each of the 3 treatment groups.

This was a double blind study; all subjects, study personnel, and sponsor staff were blinded to the treatment administered through the study.

Adults 18 to 75 years old, with clinical diagnosis of Nonalcoholic Steatohepatitis (NASH) as assessed by MRI, clinically
documented diagnosis of Type 2 Diabetes Mellitus (T2DM), and BMI >25 kg/m2.

Subjects were recruited at specialized liver centers around the United States, therefore these data may not be applicable to
the general population of persons with diabetes and fatty liver disease or to similar patients in other cpountries or regions of
the world

Western Investigational Review Board (WIRB)

clinicaltrials.gov Identifier: NCT03656744

Study protocol is not publicly available for proprietary reasons.




