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Bixlenvo™ (bictegravir/lenacapavir) 

Oral Initiation Dosing 
This document is in response to your request for information regarding the use of Bixlenvo™ 
(bictegravir/lenacapavir [BIC/LEN]) and oral initiation dosing. 

Some data may be outside of the US FDA-approved prescribing information. In providing 
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance 
or to the use of any Gilead product(s). For information about the approved conditions of use 
of any Gilead drug product, please consult the FDA-approved prescribing information.  

The full indication, important safety information, and boxed warnings are available at:  
www.gilead.com/-/media/files/pdfs/medicines/hiv/BIXLENVO/BIXLENVO_pi; 
www.gilead.com/-/media/files/pdfs/medicines/hiv/SUNLENCA/SUNLENCA_pi. 

Summary 
Product Labeling1 

The BIC/LEN dosing schedule in adults requires a two-day initiation regimen of BIC/LEN 
tablets plus LEN tablets taken orally, followed by a maintenance regimen of one tablet of 
BIC/LEN taken orally once daily (Table 1). BIC/LEN must be taken with LEN during the 
two-day initiation period. BIC/LEN and LEN tablets may be taken with or without food. 

Table 1. Recommended Treatment Regimen for BIC/LEN Initiation and Maintenance1 

Treatment Time Dosage: Initiation 

Day 1 
BIC/LEN 75 mg/50 mg (1 tablet) orally 

and 
LEN 600 mg orally (2 × 300 mg tablets) 

Day 2 
BIC/LEN 75 mg/50 mg (1 tablet) orally 

and 
LEN 600 mg orally (2 × 300 mg tablets) 

Treatment Time Dosage: Maintenance 

Day 3 and thereafter BIC/LEN 75 mg/50 mg (1 tablet) orally once daily 

The median elimination half-life following administration of BIC/LEN with or without food in 
adults with HIV-1 was 19.3 hours to 21 hours for BIC and 10.6 days to 11.5 days for LEN. 

Clinical Data on Oral Initiation Dosing of BIC/LEN 

A popPK model used pooled data from LEN studies to determine appropriate LEN dose 
selection. The model was able to describe the PK of LEN 25 mg and 50 mg once daily that 
would be anticipated during maintenance dosing with BIC in a phase 2 study in PWH, as 
well as interparticipant variability. In the simulation, 94% of participants who received BIC 
75 mg + LEN 25 mg and 95% of participants who received BIC 75 mg + LEN 50 mg had 
Ctrough concentrations above the IQ4 after the second loading dose. 
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Clinical Data on Oral Initiation Dosing of BIC/LEN 

PopPK Modeling for BIC/LEN2 

Study design 

A popPK model was developed with pooled data from studies with LEN to enable LEN dose 
selection. The model described the PK of LEN 25 mg and 50 mg once daily maintenance 
dosing in combination with BIC in a phase 2 study in PWH and reproduced the 
interparticipant variability for LEN in population simulations. 

PK data 

Based on the popPK simulation, 76% of participants who received BIC 75 mg + LEN 25 mg 
and 77% of participants who received BIC 75 mg + LEN 50 mg had Ctrough concentrations 
above the IQ4 after the first loading dose; after the second loading dose, 94% and 95% of 
participants, respectively, had C trough concentrations above the IQ4. The simulation 
suggested that LEN 50 mg once daily would provide better coverage for C trough than LEN 
25 mg at various time snapshots, including in missed dose scenarios (Figure 1). 

Figure 1. PopPK Simulation of LEN Exposures With BIC + LEN 25 mg or 50 mg2 

Abbreviations: C8h=concentration at 8 hours; CV=coefficient of variation; Q=quartile. 
Note: Horizontal lines represent medians, the box ends represent Q1 and Q3, and vertical lines indicate the 
minimum and maximum values. Simulations were conducted with 100 participants and 100 replicates. 
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Abbreviations 
BIC=bictegravir 
Ctrough=lowest observed drug 
concentration 

IQ4=inhibitory quotient 4 
LEN=lenacapavir 
PK=pharmacokinetic(s) 
PWH=people with HIV 

popPK=population 
pharmacokinetic(s) 
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Product Label 
For the full indication, important safety information, and boxed warning(s), please refer to 
the Bixlenvo and Sunlenca US Prescribing Information available at: 
www.gilead.com/-/media/files/pdfs/medicines/hiv/BIXLENVO/BIXLENVO_pi; 
www.gilead.com/-/media/files/pdfs/medicines/hiv/SUNLENCA/SUNLENCA_pi. 

Follow-Up 
For any additional questions, please contact Gilead Medical Information at:  

☎1‐866‐MEDI‐GSI (1‐866‐633‐4474) or   www.askgileadmedical.com 

Adverse Event Reporting  
Please report all adverse events to:  

Gilead Global Patient Safety ☎ 1-800-445-3235, option 3 or  

 www.gilead.com/utility/contact/report-an-adverse-event 

FDA MedWatch Program by ☎ 1-800-FDA-1088 or MedWatch, FDA, 5600 Fishers Ln, 

Rockville, MD 20852 or   www.accessdata.fda.gov/scripts/medwatch 

Data Privacy  
The Medical Information service at Gilead Sciences may collect, store, and use your 
personal information to provide a response to your medical request. We may share your 
information with other Gilead Sciences colleagues to ensure that your request is addressed 
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite 
product, we will need to use the information you have given us in order to meet our 
regulatory requirements in relation to the safety of our medicines.  

It may be necessary for us to share your information with Gilead’s affiliates, business 
partners, service providers, and regulatory authorities located in countries besides your 
own. Gilead Sciences has implemented measures to protect the personal information you 
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for 
more information about how Gilead handles your personal information and your rights. If you 
have any further questions about the use of your personal information, please contact 
gilead.privacy@gilead.com. 

BIXLENVO, SUNLENCA, GILEAD, and the GILEAD logo are trademarks of Gilead 
Sciences, Inc., or its related companies. 
© 2026 Gilead Sciences, Inc. 
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