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Sunlenca® (lenacapavir) 

Impact of Body Weight 
This document is in response to your request for information regarding Sunlenca® 
(lenacapavir [LEN]) and the impact of body weight on its pharmacokinetics. 

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/sunlenca/sunlenca_pi 

 

Product Labelling1 
There were no clinically significant differences in the pharmacokinetics of lenacapavir based 
on body weight (41.4 to 164 kg). 

 

Available Data 

Shaik et al2 

Study Design 

Shaik et al performed an analysis of PK data from seven studies to determine the baseline 
characteristics, including body weight, that could affect LEN exposure (AUCtau, Cmax, and 
Ctrough) in participants with and without HIV-1. This analysis included data from five phase 1 
studies, one phase 2 study, and one phase 2/3 study. Samples were collected from 
participants on Day 1, before and after dosing on Days 8 and 15 (oral initiation period), and 
at multiple time points from Day 15 to Week 26 (subcutaneous maintenance period). 

Results 

Of the 7,053 samples included in the population PK dataset, a total of 6,855 LEN 
concentrations from 384 participants reached the limit of quantification and were used in the 
analysis. The final LEN model was described by a two-compartment PK model with first-
order elimination, first-order absorption (orally administered LEN), and parallel-direct (first-
order), transit-compartment absorption (subcutaneously administered LEN). The PK model 
used the fixed allometric exponents of 0.75 for clearance and 1 for volume of distribution to 
determine the effect of weight on clearance, intercompartmental clearance, and the volumes 
of central and peripheral compartments. 

There was an inverse correlation between weight and LEN exposure, with changes in 
exposure parameters (relative to the median value) that ranged from -32.7% for the 95th 
weight percentile to 24% for the 5th weight percentile ( Table 1). Although the impact of 
weight on LEN exposure was significant, it was not considered clinically meaningful. 
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Table 1. Effects of Weight on LEN Exposure (Shaik et al)2 
 

 
Weight* 

Days 1–15 
(Oral Initiation Period) 

Day 15–Week 26 
(SQ Maintenance Period) 

AUCtau Cmax Ctrough AUCtau Cmax Ctrough 

% Change in Exposure Relative to Median 

109 kg -32.7 -30.4 -32.4 -28.6 -29 -25.3 

55 kg 24 21.6 23.4 20.1 20.5 17.2 

SQ=subcutaneous 

*Data are reported for the extreme covariate values (5th and 95th percentiles). 
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Abbreviations 
AUCtau=area under the 
curve over dosing interval 
Cmax=maximal concentration 

 

 
Ctrough=concentration at the 
end of the dosing interval 

 

 
LEN=lenacapavir 
PK=pharmacokinetics 
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Product Label 
For the full indication, important safety information, and boxed warning(s), please refer to 
the Sunlenca US Prescribing Information available at: 
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 

privacy@gilead.com. 

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