Summary Table 9.  Phase II study of Silipide®
Study
Design
Liver Disease
Subject Characteristics
Outcomes (favoring silymarin unless otherwise noted)

Author: Vailati QUOTE "85" 
85

Year: 1993

Country: Italy

Language: English
Study type: RCT/not blind/Phase II study

Intervention/dose/duration: Silymarin (Silipide®)/160 mg silybin equivalents daily/14 days

Silymarin (Silipide®)/240 mg silybin equivalents daily/14 days

Silymarin (Silipide®)/360 mg silybin equivalents daily/14 days
Control: No treatment

Outcome measuresa: AST, GGTP, bilirubin

Followup interval: 7, 14 days

Assessment time points with results reported: 7, 14 days
Type: Viral and alcoholic hepatitis 

Include: Biopsy-proven chronic hepatitis (viral or alcoholic); AST and ALT 1.5 or greater than 2 times normal limits and biopsy within 1 year 

Exclude: Other forms of liver disease; decompensated liver disease; treatment with interferon, antivirals, immunosuppressants, or immunodulators for 6 months or less

Acuity/severity: Chronic, no other information
N: 60
Mean age: 50

Percent male: 62

Setting: Outpatient clinic
Significant: AST, GGTP, bilirubin for 240 or 360 mg versus 160 mg

Not significant: 

aResults not necessarily reported for all.  Abbreviations used:  ALT = alanine aminotransferase; AST = aspartase aminotransferase; GGTP = gammaglutamyl transpeptidase; RCT = randomized controlled trial.

