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ALCOHOLIC AND NONALCOHOLIC FATTY
LIVER DISEASE
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Background andObjectives: The observational study was
aimed at assessing the effectiveness and tolerability of Hep-
tral� (brand of ademetionine 1, 4-butanedisulfonate) in In-
dian patients presenting with intrahepatic cholestasis
(IHC) due to chronic alcoholic liver disease (ALD). The
study also aimed at understanding the prescribing prac-
tices of physicians as well as the profile of patients being
prescribed Heptral�.
Methods: This prospective observational study included
250 patients across 21 study sites. The assessments of
health-economic parameters (patient visits to healthcare
services, number of days in hospital, and number of days
off work in preceding six weeks), liver biochemistry
[serum total bilirubin (STB), serum conjugated bilirubin
(SCB), serum alkaline phosphatase (ALP), serum alanine
transaminase (ALT), serum aspartate transaminase
(AST) and serum g-glutamyl transpeptidase (gGT)],
signs and symptoms of IHC (fatigue, jaundice, and pru-
ritus) were performed at two visits, i.e., at baseline and
after six weeks of Ademetionine treatment. Ademetio-
nine was prescribed as part of the routine medical treat-
ment as per the local label and not as a study
intervention.
Results: Of the 243 patients included in the analysis
population, cirrhosis was present in 42.8% (104); 72%
(175) were heavy drinkers, i.e., taking four or more
drinks per day. Ademetionine administration resulted
in significant (P < 0.0001) reduction in health-economic
burden (number of days off work [-4.28 days], number
of visits to healthcare services as outpatient [-0.72],
and number of days in hospital [-1.42 days]), levels of
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biochemical markers [mean reduction in STB by 3.19
mg/dL, SCB by 2.41 mg/dL, ALP by 73.38 IU/L, ALT
by 45.36 IU/L, AST by 64.05 IU/L and gGT by 100.96
IU/L (P < 0.0001)], signs and symptoms of IHC [At base-
line, fatigue, jaundice and pruritus were reported by
80.2% (195/243), 81.1% (197/243), and 36.2% (88/243)
patients respectively. At visit 2, these proportions
decreased to 38% (92/243), 56% (136/243) and 10%
(24/243) respectively (P < 0.05)]. Beneficial effects were
seen irrespective of presence/absence of cirrhosis, drink-
ing patterns (heavy or not heavy drinkers), varied dosage
of Heptral�, and use of concomitant medications. The
treatment was well tolerated. Four (1.6%) patients expe-
rienced SAE which resulted in death. All these fatal SAEs
were judged as events not related to the study drug, by
the investigators.
Conclusions: Administration of Heptral� in patients with
ALD and IHC resulted in significant improvement in
burden of disease, laboratory markers, signs and symp-
toms of cholestasis.
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Background and Aim: The aim of the present study was
to investigate the effect of the administration of glycine,
a non-essential amino acid on tissue fatty acid composi-
tion in experimental rats.
Methods: Liver cell damage was induced by the adminis-
tration of ethanol (7.9 g/kg b.w.) for 30 days by intragastric
intubation. Control rats were given isocaloric glucose solu-
tion. Glycine was subsequently administered at a dose of
0.6 g/kg bodyweight every day by intragastric intubation
for the next 30 days.
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