Summary Table 7.  Placebo-controlled study of milk thistle and toxin-induced liver disease

Study
Design
Liver Disease
Subject Characteristics
Outcomes (favoring silymarin unless otherwise noted)

Author: Palasciano QUOTE "81" 
81

Year: 1994

Country: Italy

Language: English
Study type: RCT/blind, factorial design

Intervention/dose/duration: Silymarin and psychotropic drugs/800 mg silymarin daily/ 90 days

Silymarin and psychotropic drugs discontinued/800 mg daily/90 days

Control: Placebo and no psychotropic drugs discontinued

Placebo and psychotropic drugs/ not given/90 days

Outcome measuresa: AST, ALT, MDA

Followup interval: Day 15, 30, 60, 90, 120

Assessment time points with results reported: 30, 60, 90, and 120 days for MDA; 30 and 90 for AST and ALT
Type: Drug-induced liver disease (some patients were HBV-positive) 

Include: Women 40 to 60 years old; hospitalized; phenothiazines and/or butyrophenones for 5 years; AST or ALT greater than twice normal limits

Exclude: Current therapy with other drugs that could influence progress of hepatopathy; other hepatopathies (alcohol, viral, autoimmune, hemochromatosis, Wilson’s disease, porphyria cutanea tarda, primary or secondary hepatic neoplasia); BUN exceeding 60 mg/dL and/or creatinine exceeding 2.5 mg/dL; cardiac and circulatory insufficiency; diabetes mellitus; other important extrahepatic diseases; verified or presumed pregnancy; alcohol (more than 30 g/d) or opiate abuse

Acuity/severity: Chronic; AST or ALT greater than two times the normal limit

Baseline group similarity: Demos similar; LFTs variable
N: 60
Mean age: 52

Percent male: 0

Setting: Hospital
Significant: MDA for psychotropic drugs with silymarin versus placebo

Not significant: AST, ALT, MDA for psychotropic drugs discontinued, silymarin versus placebo 

aResults not necessarily reported for all.  Abbreviations used:  ALT = alanine aminotranferase; AST = aspartase aminotranferase; BUN = blood urea nitrogen; demos = demographic variables; HBV = hepatitis B virus; LFT = liver function test; MDA = malondialdehyde; RCT = randomized controlled trial.

