Table S2.  Number of Participants with Liver Function Laboratory Findings that Met Predetermined Criteria

	
	12 mg 
	40 mg 
	Placebo 

	Criteria
	n/m 
	(%) 
	n/m 
	(%) 
	n/m 
	(%) 

	 Alanine Aminotransferase                                                        

	 ≥3 x ULN                                                                  
	7/650                                   
		(1.1)                                   
	5/650                                   
		(0.8)                                   
	7/651                                    
		(1.1)                                   

	 ≥5 x ULN                                                                  
	5/650                                   
		(0.8)                                   
	2/650                                   
		(0.3)                                   
	2/651                                    
		(0.3)                                   

	 ≥10 x ULN                                                                 
	1/650                                   
		(0.2)                                   
	1/650                                   
		(0.2)                                   
	1/651                                    
		(0.2)                                   

	 ≥20 x ULN                                                                 
	0/650                                   
		(0.0)                                   
	1/650                                   
		(0.2)                                   
	1/651                                    
		(0.2)                                   

	 Aspartate Aminotransferase                                                      

	 ≥3 x ULN                                                                  
	7/650                                   
		(1.1)                                   
	2/650                                   
		(0.3)                                   
	9/651                                    
		(1.4)                                   

	 ≥5 x ULN                                                                  
	7/650                                   
		(1.1)                                   
	2/650                                   
		(0.3)                                   
	4/651                                    
		(0.6)                                   

	 ≥10 x ULN                                                                 
	1/650                                   
		(0.2)                                   
	2/650                                   
		(0.3)                                   
	1/651                                    
		(0.2)                                   

	 ≥20 x ULN                                                                 
	0/650                                   
		(0.0)                                   
	1/650                                   
		(0.2)                                   
	1/651                                    
		(0.2)                                   

	 Aminotransferase (ALT or AST)                                                   

	 ≥3 x ULN                                                                  
	8/650                                   
		(1.2)                                   
	5/650                                   
		(0.8)                                   
	10/651                                   
		(1.5)                                   

	 ≥5 x ULN                                                                  
	7/650                                   
		(1.1)                                   
	2/650                                   
		(0.3)                                   
	4/651                                    
		(0.6)                                   

	 ≥10 x ULN                                                                 
	1/650                                   
		(0.2)                                   
	2/650                                   
		(0.3)                                   
	1/651                                    
		(0.2)                                   

	 ≥20 x ULN                                                                 
	0/650                                   
		(0.0)                                   
	1/650                                   
		(0.2)                                   
	1/651                                    
		(0.2)                                   

	 Bilirubin                                                                       

	 ≥2 x ULN                                                                  
	3/650                                   
		(0.5)                                   
	2/650                                   
		(0.3)                                   
	1/651                                    
		(0.2)                                   

	 Alkaline Phosphatase                                                            

	 ≥1.5 x ULN                                                                
	6/650                                   
		(0.9)                                   
	5/650                                   
		(0.8)                                   
	7/650                                    
		(1.1)                                   

	 Aminotransferase (ALT or AST) and Bilirubin                                     

	 AT ≥3 x ULN and BILI ≥1.5 x ULN                                
	3/650                                   
		(0.5)                                   
	2/650                                   
		(0.3)                                   
	1/651                                    
		(0.2)                                   

	 AT ≥3 x ULN and BILI ≥2 x ULN                                  
	2/650                                   
		(0.3)                                   
	2/650                                   
		(0.3)                                   
	1/651                                    
		(0.2)                                   

	 Aminotransferase (ALT or AST) and Bilirubin and Alkaline Phosphatase            

	 AT ≥3 x ULN and BILI ≥2 x ULN and ALP <2 x ULN                 
	0/650                                   
		(0.0)                                   
	1/650                                   
		(0.2)                                   
	0/651                                    
		(0.0)                                   

	Abbreviations: n / m: Number of treated participants with valid postdose values of the laboratory parameters meeting the predefined limit criteria / Number of treated participants with valid postdose values of the laboratory parameters.
 ALP: Alkaline phosphatase; ALT: Alanine aminotransferase; AST: Aspartate aminotransferase; AT: Aminotransferase (ALT or AST); BILI: Bilirubin; ULN: Upper limit of normal range.
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