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Chronic HBV infection (HBsAg positive for ≥6 months, or <6 months with liver histology 

consistent with CHB and other liver diseases excluded);

Age ≥18 years;

Planned or currently receiving potent low-resistance NAs [entecavir (ETV), tenofovir 

disoproxil fumarate (TDF), tenofovir alafenamide fumarate (TAF), or tenofovir 

amibufenamide (TMF)], or planned to receive PegIFNα-2b, either treated or treatment-

naïve;

Written informed consent.

Hepatocellular carcinoma (diagnosed or planned for treatment) or liver failure at 

baseline;

Concurrently participating in other interventional clinical trials;

Any other conditions deemed unsuitable by investigators or preventing compliance with 

study requirements.

Request to withdraw at any time;

Investigators determine continuation is not in the patient’s best interest;

Occurrence of clinical Objectives, including HCC, liver transplantation, or death;

Lost to follow-up.
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As an observational real-world study, sufficient sample size is needed to reflect real-world 

conditions and balance patient heterogeneity. Based on the number of participating centers and 

patient flow, approximately 33,000 patients are expected to be enrolled for analysis.
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Table 1 Study visit table
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Major flaws or serious deviations occur during implementation, making evaluation 

infeasible.

Adverse events or serious adverse events related to treatment occur during the study, and 

investigators deem it unsafe to continue.

Regulatory authorities, government departments, or ethics committees request suspension 
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or termination of the study.

Other circumstances arise that investigators consider make continuation inappropriate or 

impractical.

Compare the 1-year, 2-year, 3-year, 4-year, and 5-year rate of HBsAg seroclearance and 

HBsAg seroconversion under different treatment regimens.

Compare the 5-year incidence of decompensated cirrhosis and its complications under 

different treatment regimens

Compare the 5-year incidence of cirrhosis under different treatment regimens

Compare proportion of patients with improvement or progression of liver fibrosis under 

different treatment regimens

Compare the 5-year incidence of liver transplantation under different treatment regimens

Compare the 1-year, 2-year, 3-year, 4-year, and 5-year HBsAg levels, the decline changes 

of HBsAg from baseline, the rate of HBeAg seroconversion, the decline changes of HBV 

DNA from baseline, and the proportion of HBV DNA undetectable (<20 IU/mL) under 

different treatment regimens

Compare the relapse rate after treatment cessation under different treatment regimens

≤
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defect, or an important medical event in the investigator’s judgment.
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reactions not consistent with drug labeling will be reported to the hospital’s 

Data Entry and Modification

Confidentiality of Participant Information

disclose participants’ personal identifiers.

Confidentiality of Study Data
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without the principal investigator’s authorization, nor transfer data to external institutions without 
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study’s risks and benefits, and obtain written informed consent.

Establish a standard operating procedure for the multicenter registry within the study, and 

define standards for each process (including enrollment criteria, database audit standards, and 

data statistical workflow); appoint database managers and quality control personnel to conduct 

regular checks on data entry quality and study progress at each site;

Coordinate data aggregation and analysis;

Assign personnel responsible for enrollment, follow-up, and data collection/recording at 

Huashan Hospital.
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Stimulated Gene TRIM5γ Inhibits HBV Replication 
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Peginterferon α
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weeks peginterferon α

Bureau of Medical Administration, National Health Commission of the People’s Republic of 


