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Table 8.1.2.B Summary of Serious Adverse Events by Preferred Terms, Hepatic Failure, Jaundi 
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Case No./ Age Gender Length of Description Outcome Comments 
Country Yrs Pravastatin of Event 

Therapy 
Hepatic Failure 
I0009074 73 M Unk Hospitalized for rhabdomyolysis, Death 
France acute renal failure, hepatic 

failure, confusion, hemipareses 
B044052 65 M 29 months Hospitalized for hepatic necrosis, Death Coroners reported indicated cerebral edema secondary 
UK continuous hepatic failure and renal failure to hepatorenal failure and hepatic necrosis. Liver 

biopsy indicated acute hepatocytic degeneration 
B08254 64 M 5 weeks Prolonged hospitalized for Resolved Started pravastatin as in-patient. Developed fever and 
Japan hemiplegia and cerebral diclofenac started. Developed acute liver malfunction 

infarction. Diclofenac suspected 
MO27532 21 F 23 days Subject developed massive Death History of severe congestive heart failure, ischemic 
us hepatic necrosis and liver failure bowel, lung mass, renal failure secondary to vasculitis 

secondary to Eminase therapy. MD states liver failure 
secondary to hypotension. 

B026167 Unk Unk 48 months Hospitalized for exacerbation of Persists History of alcoholic cirrhosis with ascites 
Australia continuous chronic liver failure 

MO55540 62 F 
us 

MO74549 58 F 
us 

MO7825 I Unk M 
us 

1 year 
continuous 

7 month 
continuous 

5 month 
continuous 

Subject developed liver failure Death 

Hospitalized for sub-endocardial Death 
myocardial infarction. 
Pravastatin initiated as in-patient 

Hospitalized for nausea and Death 
abdominal pain 

History of CAD, HTN, DM-II, GERD, Gallstones. 
MD states possible etiology for hepatitis related to drug 
toxicity pravachol, tylenol and ticlopidine 
Subject seen in MDs office after initiation of 
pravastatin and noted to be jaundiced. Subject told to 
discontinue pravastatin but did not. Hospitalized for 
with liver failure 
Subject diagnosed with cancer of liver and pancreas 
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Case No.1 Age Gender Length of Description Outcome Comments n 

Country Yrs Pravastatin of Event 
0 G 

Therapy Li 
84 Jaundice (cont.) 

B034337 I 69 F 5 year Hospitalized for jaundice 
continuous 

History of anemia. Although subject had been taking 
pravastatin 15 mg and concomitant therapies for over 5 Japan 

I 
B034784 
Canada 

73 

B036871 60 
Japan 

B037577 70 
Japan 

BOX3142 48 
Japan 

M a few years Hospitalized for abnormal liver 
function tests, ascites, icteric 
skin jaundice and pneumothorax 

F 38 months- Hospitalized due to jaundice 
continuous 

M 14days- Hospitalized due to jaundice 
continuous 

F 4 months Hospitalized for jaundice & 
increased total bilirubin levels 

F 3 months Developed jaundice 
continuous 

M Unk Subject experienced jaundice 
and elevatated alk. phos. 

M 1 year Hospitalized for jaundice and 
continuous elevated bilirubin and ALAT 

M 9 month Experienced jaundice and 
continuous elevated LFI’s 

\/I Unk Hospitalized for jaundice and 
elevated LFTs 

Pravastatin (20 mg) and iron dextran complex suspected 

Resolved 

Resolved 

Resolved 

Resolved 

ASAT & ALAT increased 15x ULN. Diclofenac 
concomitant therapy suspected as cause of 
hepatotoxicity. 
Pravastatin IO mg daily started 2 weeks prior to subject 
suffering a cerebrovascular accident and discontinued 
after 3 weeks because of nausea and vomiting. 
History of biliary cirrhosis. Pravastatin IOmg daily for 
13 weeks; increased to 20mg; then to 40mg. No 
improvement when pravastatin discontinued. 
Subject is Hepatitis C virus carrier 

Unk 

Resolved 

Subject has pancreatic cancer. MD states no causal 
relationship to pravastatin 
History of alcohol abuse which ceased IO years ago. 

Persists 
Hepatitis screen negative. 
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M 25 days Hospitalized for jaundice and Resolved Diagnosed with Epstein-Barr virus 
continuous hepatitis 

F 25 days Hospitalized for hepatitis Resolved Diagnosed with drug induced hepatitis. Hepatic injury 
resolved after all medications stopped. 

F 5 weeks Hospitalized for jaundice and Unk 
hepatitis 

F 20 day Hospitalized for cholccystitis and Unk Diagnosed with cholelithiasis 
continuous hepatitis 

M 3 years Hospitalized with hepatitis Unk Concomitant therapy with septra suspected drug 

F Unk Hospitalized with hepatitis Unk 

Unk 7 days Hospitalized with hepatitis 
I 

Unk 
1 

M 1 month Hospitalized for icterus Unk Diagnosed with drug induced aplastic anemia secondary 
continuous to hepatitis, bone marrow aplasia. Medicamentous 

I I I hepatitis. Subject has a history of hepatitis A and icterus 
F 1 Unk 1 Hospitalized for acute hepatitis 1 Resolved 1 Pravastatin therapy reintroduced without liver function 

abnormalities 
F 8 weeks- Hospitalized with hepatitis NOS Resolved History of chronic liver disease and alcoholic fatty liver. 

continuous Pretreatment, ALP and GGT elevated. Liver biopsy 
revealed changes consistent with drug-induced liver 
disease and fatty liver. 
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Case No.1 Age Gender Length of Description Outcome Comments 
Country Yrs Pravastatin of Event 

Therapy 

Hepatitis (cont.) 

Hospitalized for hepatitis, Resolved 
increased LFTs and jaundice 
Hospitalized for hepatitis 

Hospitalized for hepatitis 
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Hepatitis (cont.) 
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Case No.1 Age Gender Length of Description Outcome 
Country Yrs Pravastatin of Event 

Therapy 

Comments 

Hepatitis (cont.) 
MO24867 66 F 
us 
MO34695 LJnk Unk 
us 
MO34964 70 F 
us 
MO48672 Unk F 
us 
MO57457 76 F 
us 
MO57726 40 M 
us 
MO61427 79 F 
us 

MO62885 Unk Unk 
us 
MO64 I64 73 M 
us 
MO65930 Unk Unk 
us 

Unk Hospitalized for elevated LPTs, Resolved Drug induced hepatitis suspected. Suspected drugs: 
jaundice, malaise, tiredness pravastatin and dyazide 

I month Hospitalized for hepatitis Unk Drug induced hepatitis suspected. 

IO days Hospitalized for hepatitis Unk Drug induced hepatitis suspected. Prior therapy with 
lovastatin 

I year Hospitalized for acute renal failure Resolved History of gallstones. Pravastatin therapy not suspected. 
intermittent and acute hepatitis 
20 day continuous Hospitalized for cholestasis and Unk Drug induced hepatitis suspected. pravastatin de- 

hepatic encephalopathy challenged. 
4 months Hospitalized for hepatitis and Resolved Prior therapy with lovastatin. Drug induced hepatitis 

aplastic anemia suspected. 
Unk Hospitalized for abnormal LFTs, Unk Diagnosed with toxic hepatitis, rhabdomyolysis and 

weakness and muscle pain, azotemia. Pravastatin de-challenged 
nausea and diarrhea 

Unk Hospitalized for cholestatic Unk Drug induced hepatitis suspected 
hepatits 

6 weeks Hospitalized for jaundice, ascites Resolved Drug induced hepatitis suspected. pravastatin de- 
and hepatomegly challenged. 

Unk Hospitalized with hepatic Unk History of alcohol abuse questionable. Other factors 
cirrhosis. Also developed suspected 
hepatitis 
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determined to be a chemically induced hepatitis - 

8 


