
Lamivudine in adult patients with HBV chronic infection 
 

QUESTION 

Should lamivudine alone be given in adult patients with decompensation of hepatitis B 
virus (HBV) chronic infection? 

 

CONTEXT Chronic Hepatitis B infection  
Chronic Hepatitis B is a very common infectious disease, causing chronic liver disease in around 350 
million people all over the world. Treatment of infection is aimed to prevent cirrhosis, liver 
decompensation, and hepatocellular carcinoma that are associated to chronic infection. 
Antiviral agents and nucleoside analog reverse transcriptase inhibitors such as lamivudine, commonly 
used in combination in the treatment of HIV/AIDS have been also extensively used in the treatment of 
decompensated chronic Hepatitis B infection, that is when liver damage (elevated alanine transaminase, 
ALT) and viral load are detected.  

 

INTERVENTION Lamivudine 

Hepatitis B "e" antigen (HbeAG) loss: Lamivudine was more effective than placebo to negativize 
HBeAg. Moderate quality evidence 

Hepatitis B DNA Clearance: Lamivudine was more effective than placebo to reach Hepatits B DNA 
clearance. Low quality evidence 

ALT Normalization: Lamivudine was more effective than placebo to reach ALT normalization. Moderate 
quality evidence 

 



 

Summary of the Evidence 

Benefits 
 

 
 

A recent systematic review (date of search: September 2008) identified 16 
randomized controlled trials (RCT) that evaluated the efficacy, safety, and costs 
of antiviral drugs in adults with chronic Hepatitis B. It assessed multiple treatment 
comparisons mainly on surrogate outcomes of biological markers.  
 
This review found that lamivudine is more effective than placebo to induce a 
response measured either as HBeAG loss (4 RCT, NNT 9, 95%CI 6 to 17), HBV 
DNA clearance

 
(1 RCT, NNT 13, 95%CI 7 to 1000) or ALT normalization (1 RCT, 

NNT 5, 95%CI 3 to 25)
1
. 

 

 

Risks 
 

The systematic review found that there were no differences between lamivudine 
and placebo regarding side effects. Side effects related to lamivudine included 
upper respiratory tract symptoms, asthenia, and abdominal pain. 

Applicability Although lamivudine is an efficient treatment for patients with chronic Hepatitis B 
infection, physicians and patients have to base their decisions not only on 
benefits of antiviral drugs but also on virologic, biochemical, and histologic 
markers. The British National Institutes of Health (NIH) considered these 
intermediate endpoints as feasible for decision making. 

Commentaries 
 

The methodology of the systematic review only allowed the inclusion of English 
published articles and the method of analysis does not allow the assessment of 
common estimates of relative effects.  
 
Treatment of chronic Hepatits B infection with any of the approved antiviral 
medications, or pegylated interferon (IFN)-alpha is acceptable.  

Costs 
 

The systematic review on of antiviral treatments for treatment of chronic hepatitis 
B found that treatment with lamivudine for one year totals $1565 US dollars, 
which is less than the cost associated with interferon preparations or other oral 
antiviral drugs.  
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TABLE GRADE Evaluation of Clinical Outcomes 

 

Number of 
Studies (N) 

Outcome Comparison Type of  
Evidence 

Quality Consistency Direct 
Evidence 

Size of 
Effect 

GRADE Comments 

5 (1892) HBeAg Loss Lamivudine vs 
Placebo  

4 0 0 
 

-1 0 Moderate Indirect outcomes 

1 (543) Hepatitis B DNA 
clearance 

Lamivudine vs 
Placebo 

4 0 0 
 

-1 -1 Low Indirect outcomes; Low 
precision, data too spread 

3 (1068) ALT 
normalization 

Lamivudine vs 
Placebo 

4 0 0 -1 0 Moderate Indirect outcomes 

Type of evidence: 4 = RCT; 2 = Observational studies; 1 = Non-analytic studies / Expert opinion 

 
 


