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A prospective comparative randomized trial of efficiency of Sylimarin versus Essential
phospholipids in non-alcoholic fatty liver disease (NAFLD)
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Methods: Between January 2020 and May 2022, 68 patients with NAFLD were randomized to
receive either Silymarin 150mgx2/day (27 subjects) or Phospholipids (Fortifikat forte) 825
mgx2/day (41 subjects) for 6 months. All subjects received an individualized low-calorie and
hypolipidemic diet and a supervised progressive aerobic workout. Assessment of the severity of
steatosis and liver fibrosis was performed using Fibroscan with CAP at the beginning and at the
end of treatment.

Results: At inclusion in the study, the 2 groups were statistically comparable in terms of age,
sex, BMI, AST, ALT, ALKP, GGT, total bilirubin, cholesterol, triglycerides, fibrosis and
steatosis. After 6 months of treatment, a more significant improvement in transaminases was
obtained in the Phospholipid arm compared to the Silymarin arm: AST decreased from a median
of 40.5 1U/I to 25.5 (compared to 35.5—37.5)—p=0.03, ALT decreased from 59.5 to 41.5
(compared to 38.5—33.5)-p=0.05. Triglycerides decreased significantly in the Phospholipid arm
(from a median of 141 mg/dl to 120) compared to the Silymarin arm (increased 129—147
mg/dl)-p=0.01. In the Phospholipid arm a 1.1 kPa decrease in liver stiffness was obtained (from a
median of 8KPa to 6.9 KPa), while in the Silymarin arm the stiffness increased with 0.7 KPa
(from 7.2 to 7.9 KPa)-p=0.1. The reduction in hepatic steatosis was comparable between the 2
groups: it decreased with 10% of the initial value.

Conclusions: Essential phospholipids are superior to Silymarin in NAFLD in terms of
improving laboratory parameters, and have a tendency to improve liver fibrosis estimated by
Fibroscan.






