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Abstract

AIM: To study the influences of liver-soothing
and spleen-strengthening traditional Chinese
medicine on the efficacy and safety of telbivu-
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dine in the treatment of HBeAg-positive chronic
hepatitis B patients with liver-qi stagnation and
spleen-qi deficiency syndrome.

METHODS: Ninety patients were enrolled and
randomly divided into treatment group (n = 45)
and control group (n = 45). The control group
received telbivudine monotherapy, while the
treatment group was treated with liver-soothing
and spleen-strengthening traditional Chinese
medicine and telbivudine. The treatment lasted
52 weeks. The traditional Chinese medicine syn-
drome score, biochemical response, virological
response, serological response, creatine kinase
level, and adverse reactions in two groups were
observed and compared.

RESULTS: A total of 81 patients (41 in the treat-
ment group and 40 in control group) completed
the 52-week study. There were no significant
differences in gender, age, baseline HBV DNA
or ALT levels between the groups before treat-
ment (all P > 0.05). After treatment, mitigation
in the traditional Chinese medicine syndrome
score, biochemical response, virological re-
sponse, HBeAg serological responses was more
significant in the treatment group than in the
control group (all P < 0.05). No primary treat-
ment failure occurred. Five patients had viro-
logical breakthrough, and all cases occurred in
the control group. The percentage of patients
with elevated CK was significantly lower in the
treatment group than in the control group (43.9%
vs75.0%, P <0.01).

CONCLUSION: Liver-soothing and spleen-
strengthening traditional Chinese medicine can
increase the efficacy and decrease the incidence
of elevated creatine kinase in HbeAg-positive
chronic hepatitis B treated with telbivudine.

Key Words: Liver-soothing and spleen-strengthen-
ing traditional Chinese medicine; Telbivudine; Inte-
grated traditional Chinese and Western medicine;
Chronic hepatitis B; HBeAg; Liver-gi stagnation and
spleen-qi deficiency; Randomized controlled trial
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