Summary Table 4.  Placebo-controlled studies of milk thistle for chronic viral hepatitis

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

Author: Buzelli QUOTE "79" 
79

Year: 1993

Country: Italy

Language: English
Study type: RCT/blind

Intervention/dose/duration: Silipide®/240 mg silybin equivalents daily/7 days
Control: Placebo

Outcome measuresa: AST, ALT, GGTP, MDA, alk phos, bilirubin, albumin 

Followup interval: 7 days

Assessment time points with results reported: 7 days
Type: Chronic active hepatitis due to HBV and/or HCV

Include: Biopsy-proven CAH, AST, and/or ALT greater than twice normal limits for more than 12 months; age 30 to 70 years old

Exclude: Portal hypertension; hepatic encephalopathy, ascites, hepatocellular cancer, pruritus, icterus bilirubin, and alk phos more than twofold reference values; drug addiction and ANA, AMA, and ASMA; alcohol exceeding 30 g/d; malabsorption syndromes; cardiovascular, renal, or endocrine disorders; pregnancy; any drug treatment 3 months before beginning trial

Acuity/severity: Chronic, AST or ALT greater than twice normal limits

Baseline group similarity: Demos, LFTs appear similar
N: 20
Mean age: 53

Percent male: 30

Setting: Hospital
Significant: AST, ALT, GGTP

Not significant: Bilirubin, alk phos, MDA, albumin

Author: Kiesewetter QUOTE "80" 
80

Year: 1977

Country: Austria

Language: German
Study type: RCT/quasi

Intervention/dose/duration: Silymarin (Legalon®)/420 mg daily/365 days 

Control: Placebo

Outcome measuresa: Histology

Followup interval: 14, 30, 60 days then every 90 days to 1 year

Assessment time points with results reported: One, combined/90 to 360 days
Type: Viral hepatitis (CPH and CAH)

Include: CPH or CAH for more than 6 months; other medications for liver discontinued for 2 weeks or more

Exclude: Disease less than 6 months; previous treatment with silymarin, steroids, or other cytotoxic drugs; alcohol exceeding 80 g/d or exceeding alcohol intake by laboratory values than patients’ statement; other comorbidities requiring medications

Acuity/severity: Chronic, no other information

Baseline group similarity: Demos, similar, no information on LFTs
N: 24
Mean age: 53

Percent male: 50

Setting: Hospital
Significant: 

+ Trend: Improvement in liver biopsy

Not significant: 

Note: Trend was assessed qualitatively only for this review.

aResults not necessarily reported for all.  Abbreviations used:  alk phos = alkaline phosphatase; ALT = alanine aminotranferase; AMA = antimitochondrial antibody; ANA = antinuclear antibody; ASMA = antismooth muscle antibody; AST = aspartase aminotranferase; CAH = chronic active hepatitis; CPH = chronic persistent hepatitis;  demos = demographic variables; GGTP = gammaglutamyl transpeptidase; HBV = hepatitis B virus; HCV = hepatitis C virus; LFT = liver function test; MDA = malondialdehyde; RCT = randomized controlled trial.

