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[ Abstract] Objective To observe the efficacy, safety and tolerability of long-term entecavir
(ETV) treatment in patients with chronic hepatitis B. Methods Total of 63 patients were enrolled in three
prospective ETV clinical trials (ETV-012, ETV-023 and ETV-056) and subsequent clinical trial (ETV-050).
Efficacy and safety in these patients for up to 4 to 8 years were observed, respectively. Results Among the
63 cases, three patients lost to follow-up after 2 years, one patient turned to another center for treatment after
2.5 years; the other 59 patients received long-term treatment or follow-up of 4 to 8 years (mean 6.16 + 1.39
years, median 7 years), 68.3% patients (43/63) were treated for 7-8 years. After treatment for 7-8 years, 85.7%
LAM niive patients and 54.5% LAM-treated patients maintained virological response. The rate of HBeAg
negative and serological conversion were 36.1% and 22.2% in 36 patients with HBV DNA sustained response
for 7-8 years, respectively. There were 6 patients who achieved the HBeAg seroconversion and/or completed
HBV DNA suppression, 1 patient achieved the HBsAg serocoversation; and there was no recurrence after
withdrawal of ETV therapy. There were no drug-attributed adverse events or hepatocellular carcinoma in
all patients. The emergence of drug resistance occured in 13 (20.6%) patients, mostly in patients treated
with LAM. Conclusions Long-term ETV treatment was effective, with a low resistance rate and was well
tolerated; there were no evidence for the occurrence of cancers in those patients.
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