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Comparison of the Advantages of Different Clinical Research Methods of Real-world Study and Randomized Controlled Trial in Evalu-
ating the Efficacy of Traditional Chinese and Western Medicine in the Intervention of Chronic Hepatitis B WANG Liang, WU Xiaofeng,
SONG Wei, et al The Sixth People’s Hospital of Shenyang, Shenyang(110006), China
Abstract: [Objective]To compare the similarities and differences between the clinical effects of integrated traditional Chinese and western medicine
interventions on chronic hepatitis B(CHB) based on real world(RW) studies and concurrent randomized controlled trials(RCT), and to provide appropriate
and scientific research for the evaluation of the efficacy of integrated traditional Chinese and western medicine treatment programs. [Methods] Applying
RW research methods, by collecting case—related data, it retrospectively analyzed cases of CHB with integrated traditional Chinese and western medicine
during the period between Jan. 2016 and Dec. 2019 in the Department of Liver Diseases of the Sixth People’s Hospital of Shenyang, and systematically
evaluated their clinical efficacy, disease control rate, adverse reactions, etc., which were compared and analyzed with the results of concurrent RCT.
[Results|In RW study, CHB treatment was more individualized and diversified than RCT(P<0.05). The effective rate of clinical efficacy(82.41%) was
slightly higher than that of RCT(80.00%), but the difference was not statistically significant(P>0.05). There was no statistically significant difference
between the two groups in improving clinical indicators such as the recovery rate of alanine aminotransfease(ALT), conversion rate of hepatitis Be antigen
(HBeAg), conversion rate of HBeAg, and undetectable rate of HBV DNA(P>0.05). Among them, the clinical effective rate and undetectable rate of HBV
DNA in RCT group were significantly higher than those in RW group(P<0.05). Although the clinical effective rate and most clinical indicators of the other
RW treatment regiments were improved compared with RCT group, the difference was not statistically significant(P>0.05). The adverse reactions in the
two groups were mainly increased serum creatinine and creatine kinase(CK). The adverse reactions in the RW study were slightly higher, but the
difference was not statistically significant(P>0.05). In RW study, the adverse reactions of headache mainly occurred in the Entecavir + blood circulation—
promoting and blood stasis—removing prescription group, while the adverse reactions of serum creatinine and CK elevation occurred in the Entecavir +
dampness and heat —clearing away prescription group and the liver —soothing and spleen —strengthening prescription group.[Conclusion]Compared with
RCT, the clinical efficacy and indicators of RW research are more objective and have more clinical reference value. The individualized and diversified
integrated Chinese and western medicine treatment plan based on traditional Chinese medicine syndrome differentiation can effectively improve the
patient’s clinical efficacy, but in the preparation of medication should pay attention to the characteristics of the drug to avoid adverse reactions.
Key words: real world; randomized control; chronic hepatitis B; integrated traditional Chinese and western medicine; therapeutic evaluation; control
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