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1. Objective 

 To define Acute Hepatic Failure in the AID-ICU trial for the purpose of 

reporting Serious Adverse Reactions (SARs) to haloperidol 

 To uniform registration of SAR in the AID-ICU trial 

2. Description:  

 

2.1 Definition of Hepatic Failure: 

Hepatic failure is defined as Severe Hepatic failure (Child-Pugh Class C) or 

severe hepatic dysfunction presented by Billirubin concentration ≥ 50 µmol/l (3 

mg/dl) AND Alanine Aminotransferase concentration (ALAT) ≥ 3 x upper 

reference value.  

 

2.2 Definition of Acute Hepatic Failure:  

The hepatic failure is defined as acute when it develops within two weeks.  

 

2.3 Child-Pugh Score 

Factor 1 point 2 points 3 points 

Billirubin  < 34 µmol/l 

< 2 mg/dL 

34-50 µmol/l 

2-3 mg/dL 

> 50 µmol/l 

> 3 mg/dL 

Albumin > 35 µmol/l 

> 3.5 g/dL 

28-35 µmol/l 

2.8-3.5 g/dL 

< 28 µmol/l 

< 2.8 g/dL 

INR < 1.7 1.7-2.3 >2.3 

Ascites  None Mild Moderate to 

Severe 

Hepatic 

Encephalopathy 

None Grade I-II 

(or suppressed 

with medication) 

Grade III-IV 

(or refractory) 

    

 Class A  Class B Class C 

Total points 5-6 7-9 10-15 

 



 

2.4 If a trial participant experience an Acute Hepatic Failure according to the above 

definition, please click ‘Yes’ in SAR4 on the dayform(s). Reporting of SAR shall 

be done in accordance with instructions in trial documents on SAR/SUSAR 

achieved in 9aV in Site Master File. 

 

Responsible party for evaluating Acute Hepatic Failure 

Site investigators  

 

Approved  

 

Sponsor, Lone Musaeus Poulsen 

 

 


