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As a result of prolonged virologic suppression, improved clinical outcomes and longer survival, 

patients with HIV are exposed to anti-retroviral agents for decades. Despite advances in 

anti-retroviral therapy, many people living with HIV and taking long-term anti-retroviral  

therapy have a high symptom burden.1 Bictegravir is a potent integrase strand-transfer  

inhibitor (INSTI) with a high barrier to resistance.2 The single-tablet regimen of bictegravir/

emtricitabine/tenofovir alafenamide (B/F/TAF; Biktarvy®, Gilead Sciences, Inc., Foster City, CA, 

USA) has been shown to be safe and effective in a number of clinical studies.3–5 The real-world 

Bictegravir single tablet regimen (BICSTaR) study is designed to evaluate the effectiveness and 

safety profile of B/F/TAF in routine clinical practice in people living with HIV.

In an expert interview, Josep Mallolas discusses the B/F/TAF regime and the BICSTaR study.

Q.  Could you tell us a little about bictegravir/emtricitabine/
tenofovir alafenamide and its mechanism of action?

B/F/TAF is the smallest integrase strand inhibitor-containing single-tablet regimen, and is indicated 

as a complete regimen for both treatment-naive and virologically suppressed patients. B/F/TAF 

has demonstrated high virologic suppression rates and non-inferior efficacy compared with 

dolutegravir, elvitegravir/cobicistat and protease inhibitor-based regimens, regardless of baseline 

viral load and CD4 count.

Q. What were the aims and design of the BICSTaR study?
To evaluate the effectiveness and safety of B/F/TAF in treatment-naive and treatment-experienced 

people living with HIV in a real-world setting. In this analysis we report pooled 12-month 

effectiveness and safety data for 1,135 people living with HIV receiving B/F/TAF in routine clinical 

care across Europe, Canada and Israel.

Q.  What were the real-world efficacy and safety findings from  
this study?

B/F/TAF demonstrated effectiveness and persistence at 12 months. Furthermore, the results 

were consistent across key populations (females, older individuals and individuals presenting late 

for HIV care), without emergence of resistance to the components of B/F/TAF. Regarding safety, 

there were no new or unexpected safety findings. Additionally, we observed statistically significant 

improvements in quality of life and reductions in the frequency of several bothersome symptoms 

in treatment-naive participants. In treatment-experienced individuals, treatment satisfaction 

following a switch to B/F/TAF improved after 12 months of follow-up, despite the fact that it was 
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already high at baseline. In this real-world cohort of people living with 

HIV with a high prevalence of comorbidities (and in the setting of a global 

pandemic), the results continue to support the use of B/F/TAF in clinical 

practice. These findings were presented in a poster at the European Aids 

Conference, 2021.6

Q.  What were the strengths and limitations of 
this study?

This is a real-world data setting, where the conditions under which 

patients receive the study drug are more representative of the general 

population compared with the narrow patient populations included in 

randomised controlled trials (RCTs). With this study, and after RCTs have 

already demonstrated efficacy, we can measure effectiveness, which 

reflects whether the drug works in routine clinical practice. The main 

limitations of the study are the single-arm, non-comparative study design 

and the limited number of treatment-naive patients enrolled.

Q.  What questions remain unanswered and what 
future studies are planned?

It is important to explore the longer-term real-world use of B/F/TAF and 

this is why the BICSTaR study has been extended in Germany, Canada 

and France for a further 3 years. q
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