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Comparison on the Efficacy and Safety of Biphenyl Dimethyl Dicarboxylate and
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Background/Aims: Chronic hepatocellular damage is closely associated with hepatic fibrosis and fatal complication in most
liver diseases. The aim of this study is to compare the efficacy and safety of biphenyl dimethyl dicarboxylate (DDB) and ursodeox-
ycholic acid (UDCA) in patients with abnormal ALT.

Methods: One-hundred thirty-five patients with elevated ALT were randomized to receive either 750 mg/day of DDB or 300
mg/day of UDCA for 24 weeks in 4 referral hospitals. Ninety-three (69%) patients had non-alcoholic steatohepatitits, 27 (20%)
had alcoholic hepatitis, and 15 (11%) had chronic hepatitis. The primary end point was the rate of ALT normalization at
week 24. The secondary endpoints were changes in AST, liver stiffness, and the incidence of adverse events.

Results: A total of 101 patients completed 24 weeks of therapy. ALT normalization at week 24 was observed in 44 (80.0%)
patients in DDB group and 16 (34.8%) in UDCA group (p<0.001). Higher mean reduction of ALT levels from baseline to 24
weeks was seen in DDB group compared with UDCA group (—70.0% vs. —35.9%, p<0.001). Normalization of AST level (p=0.53)
and change in the liver stiffness (p=0.703) were not significantly different between the two groups. Severe adverse drug
reaction occurred in 1 patient in DDB group but the subject continued therapy during the study period.

Conclusions: DDB was not inferior to UDCA for normalizing ALT level. Furthermore it was safe and well tolerated by patients
with abnormal ALT. (Korean J Gastroenterol 2014;64:31-39)
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Table 1. Baseline Characteristics of the Study Population
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UDCA (n=68) DDB (n=67) p-value
Age (yr) 45 (18-73) 51 (20-72) 0.385
Male 48 (70.5) 44 (65.7) 0.539
Weight (kg) 74 (47-108) 5 (51-113) 0.846
Diabetes 9 (13.2) 10 (14.9) 0.777
Hypertension 26 (38.2) 15 (22.4) 0.045
ALT (IU/L) 95 (60-359) 95 (60-327) 0.669
AST (IU/L) 56 (29-229) 59 (29-303) 0.546
Glucose (mg/dL) 107 (80-292) 104 (73-371) 0.729
Total cholesterol (mg/dL) 203 (131-376) 197 (108-301) 0.807
Etiology
Nonalcoholic steatohepatitis 7 (69.1) 46 (68.7) 0.953
Alcoholic hepatitis 2 (17.6) 15 (22.4) 0.491
Chronic hepatitis 9 (13.0) 6 (9.0) 0.428

Values are presented as median (range) or n (%).

UDCA, ursodeoxycholic acid; DDB, biphenyl dimethyl dicarboxylate.
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Fig. 1. Study participation flow chart.
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Per-protocol set (n=55) UDCA, ursodeoxycholic acid; DDB,
biphenyl dimethyl dicarboxylate.
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Fig. 2. Proportion of subjects with ALT normalization.
UDCA, ursodeoxycholic acid; DDB, biphenyl dimethyl dicarboxylate.
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Fig. 3. ALT (A) and AST (B) levels during treatment.

UDCA, ursodeoxycholic acid; DDB, biphenyl dimethyl dicarboxylate.
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Fig. 4. Changes in liver stiffness values during treatment.
UDCA, ursodeoxycholic acid; DDB, biphenyl dimethyl dicarboxylate.
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UDCA, ursodeoxycholic acid; DDB, biphenyl dimethyl dicarboxylate.
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