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ABSTRACT: OBJECTIVE To evaluate the clinical efficacy and safety of original and generic entecavir(ETV) in the treatment
of chronic hepatitis B. METHODS Domestic and foreign literatures were systematically reviewed to evaluate the efficiency and
safety. Qualitative combined with quantitative methods were used to evaluate and analyze. RESULTS Meta-analysis results
showed that there were no significant differences in HBV-DNA negative conversion rate, ALT normalization rate, serum HBeAg
negative conversion rate, HBeAg serum conversion rate, HBeAg/HBeAb serum conversion rate and incidence of adverse reactions
between generic and original ETVs after 12 and 48 weeks of medication. Subgroup analysis of different treatment courses showed
no statistical significance in each index. CONCLUSION The results of this study shows no significant differences between the
two drugs in terms of clinical efficacy and safety considerations. However, limited by the quality and quantity of included literature,
a large sample and multicenter RCT is still needed to confirm the conclusion.
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Tab. 1 Basic characteristics of included RCTs
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1hHl#HiE  [Raf#hiE Risk Difference Risk Difference

Study or Subgrou Events Total Ewents Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
1.1.1 ETV 0.5 mg. qd, duration 12w
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Een, 2013 2 108 1 110 3.9% 0.01 [-0.02, 0.04] T
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FEHE 2013 24 ki 30 ki 1.3% -003[0.20,0.14] -1
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BoE4E 20149 47 a5 44 a5 2.0% -0.04[0.16, 0.09] .
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IMA4S 2013 22 22 22 22 0.8% 0.00[-008 008 I
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Heterogeneity: Chi®= 273, df= 21 (P=1.00); F=0%

Testfor overall effect Z=0.70 (P = 0.48)
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Fig. 3 Forest plot comparing HBV-DNA negative conversion rate between two groups of patients
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fhHl#hE  [EERESER Risk Difference
Study or Subgrou| Events Total Events Total Weight M-H, Fixed, 95% CI

Risk Difference
M-H, Fixed, 95% CI

4.1.1 ETV 0.5 mg. qd, duration 12w

T&E 2010 21 a8 8 25 1.8% 0.04[0.18 0.26 I —
&ERH 2015 11 a5 7 30 20% -0.03[0.22 018 -
BailF 2012 16 48 11 32 1.8% -0.01[-0.22,0.200 I
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ohigE 2012 ] 30 10 30 1.4% -003[0.27, 020 - T
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Fig. 4 Forest plot comparing HBeAg negative conversion rate between two groups of patients
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Fig. 5 Bubble chart comparing the incidence of adverse reactions between two groups of patients
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