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Preliminary Efficacy and Safety of Recombinant Potent Anti — tumor and Anti — virus Protein for Injection in HBeAg Positive Chronic Hepati-
tis B Patients. Duan Jin, Wang Liqing, Jia Min et al. National Drug Clinical Trial Institution, Beijing You’ an Hospital, Capital Medi-
cal University, Beijing 100069, China

Abstract Objective To observe the preliminary efficacy and safety of Recombinant potent anti — tumor and anti — virus protein for
injection in HBeAg positive chronic hepatitis B patients treatment. Methods The participants who met the inclusion criteria were ran-
domly divided into three groups 10wg per day,10wg on alternate days and 20 g on alternate days by intramuscular injection. During the
study period, regular monitoring of vital signs, ECG, laboratory test and HBV DNA, HBeAg, HBsAg etc, and curative effect parameters
were conducted to evaluate the safety and efficacy. Results The incidence of adverse events in three groups were 100.00% (448cases)
in the first group, 83.33% (17/5cases) in the second group and 100.00% (82/10cases) in the third group, respectively. Among which
the adverse reactions judged to be associated with the drug by researcher were all common adverse events of interferon. Most of them re-
leased without treatment or after symptomatic treatment. There was only one participant dropped off due to adverse events. At the end of
treatment , the rate of serum HBV DNA levels drop =2log,, in three groups were 14.29% in group 1,0 in group 2 and 30.00% in group
3, respectively ; ALT recovery rate 14.29% in group 1,33.33% in group 2and 20.00% in group 3, respectively. No HBeAg seroconver-
sion occurred. Conclusion The results showed good tolerability and safety in HBeAg positive chronic hepatitis B patients by different do-
ses (10pg,20wg) injection of recombinant potent anti — tumor and anti — virus protein. It can reduce the HBV DNA level and promote the
normalization of ALT in a relative short period of therapy. There is a positive correlationship between the efficacy and doses.
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