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Use of Dovato in HIV-1 and Hepatitis B Co-Infected 
Patients 

Summary 

• No data is available on the use of Dovato (dolutegravir/lamivudine [DTG/3TC]) for 

Hepatitis B virus (HBV) co-infection with HIV-1. HBV coinfection was part of the exclusion 

criteria in GEMINI -1 and -2, TANGO, and SALSA studies.1-4 

• In the STAT study, 7 participants showed evidence of chronic HBV co-infection. Five of 

these participants received a modified ART regimen and 2 remained on DTG/3TC.5  

• Although 3TC has activity against HBV infection, it is not recommended for use as 

monotherapy.6 If DTG/3TC is used in patients coinfected with HBV, an additional HBV 

antiviral is required. 

• Important safety information and boxed warning(s) can be found in the Prescribing 

Information link and can also be accessed at Our HIV Medicines. 

To access additional scientific information related to ViiV Healthcare 
medicines, visit the ViiV US Medical Portal at viivhcmedinfo.com. 

BACKGROUND  

Screening for HBV infection should be performed at entry to HIV care, before initiating antiretroviral 
therapy if delayed from entry into care, every 12 months, and when clinically indicated.7,8 For details on 
interpretation of screening tests for HBV infection see the Update on Prevention, Diagnosis, and 
Treatment of Chronic Hepatitis B: AASLD 2018 Hepatitis B Guidance.6 

PATIENTS CO-INFECTED WITH HIV-1 AND HBV 

Although 3TC is active against HBV, 3TC is not recommended as monotherapy, since the risk for the 
development of HBV resistance is high.6 If DTG/3TC is used in patients co-infected with HBV an 
additional HBV antiviral is required. If DTG/3TC is discontinued in patients with HBV, periodic 
monitoring of both liver function and HBV replication is recommended, as withdrawal of 3TC may 
result in an acute exacerbation of hepatitis.9 

CLINICAL DEVELOPMENT PROGRAM 

No data is available on the use of DTG + 3TC (co-formulated or as individual components) for HBV co-
infection with HIV-1 as part of the clinical development program as HBV coinfection was part of the 
exclusion criteria.1-3 Specific exclusion criteria are provided below: 

• Evidence of HBV infection based on the results of testing at Screening for HBV: HBsAg, anti-

HBc, anti-HBs, and HBV DNA as follows: 

o Participants positive for HBsAg were excluded 

o Participants negative for anti-HBs but positive for anti-HBc (negative HBsAg status) and 

positive for HBV DNA were excluded 

NOTE: Participants positive for anti-HBc (negative HBsAg status) and positive for anti-HBs 

(past and/or current evidence) are immune to HBV and were not excluded 

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Dovato/pdf/DOVATO-PI-PIL.PDF
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Dovato/pdf/DOVATO-PI-PIL.PDF
https://viivhealthcare.com/en-us/our-medicines/
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP
https://aasldpubs.onlinelibrary.wiley.com/doi/epdf/10.1002/hep.29800
https://aasldpubs.onlinelibrary.wiley.com/doi/epdf/10.1002/hep.29800
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In GEMINI 1&2, no participants were positive for HBV in the intent-to-treat exposed (ITT-E) 

population.1,2 In GEMINI-2, 1 participant was incorrectly randomized to DTG + 3TC and withdrew 

from the study due to a protocol deviation (participant with positive HBV DNA). There was also 1 

participant in the Safety Population (all participants who received at least one dose of study 

treatment) who developed acute hepatitis B on study day 416. This was not deemed by the investigator 

to be serious or drug-related. 

In TANGO, 1 participant in the TAF-based regimen arm was positive for HBV in the ITT-E population. 

There were no reports of HBV in the Safety Population through Week 144.3  

In SALSA, no participants were positive for HBV in the ITT-E population and no reports of HBV in the 
Safety Population through Week 48.4  

STAT STUDY 

The STAT study is a phase 3b, open-label, single-arm pilot study assessing the feasibility, efficacy, and 
safety of using DTG/3TC as a first-line regimen in a ‘test-and-treat’ model of care in the United States.5   

Participants with known or suspected HBV were excluded from the STAT study. Participants were 
started on DTG/3TC before baseline laboratory results were available. Those with evidence of active 
chronic HBV infection during follow-up were evaluated for potential modification and remained in the 
study.  

 A total of 7 participants had evidence of chronic HBV infection at Baseline.5  Five of these participants 
had their ART treatment modified and 2 did not. Of the 5 participants whose ART was modified, 2  
participants added tenofovir alafenamide (TAF) to DTG/3TC, 1 participant switched to DTG + 
TDF/FTC, 1 participant switched to BIC/FTC/TAF, and 1 participant participated in another double-
blind clinical trial and either received BIC/FTC/TAF or DTG + FTC/TDF. An investigator decision, in 
consultation with the medical monitor, was made to keep 2 participants with baseline HBV co-infection 
on DTG/3TC, as repeat HBV DNA tests were reported as unquantifiable. These 2 participants had an 
HIV-1 VL <50 c/mL at Week 48. No treatment-emergent HIV or HBV resistance associated mutations 
were detected in participants in the STAT study, including those who had treatment modification. 

Trademarks are owned by or licensed to the ViiV Healthcare group of companies. 

Some information contained in this response may not be included in the approved Prescribing 
Information. This response is not intended to offer recommendations for administering this 
product in a manner inconsistent with its approved labeling. In order for ViiV Healthcare to 
monitor the safety of our products, we encourage healthcare professionals to report adverse 
events or suspected overdoses to the company at 877–844–8872. Please consult the 
Prescribing Information. This response was developed according to the principles of 
evidence-based medicine and, therefore, references may not be all-inclusive. 
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