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ATLAS-2M: Cabotegravir and Rilpivirine Plasma 
Concentrations Through Week 48 

Summary 

• Plasma cabotegravir (CAB) and rilpivirine (RPV) trough concentrations remained well 

above their respective PA-IC90 values throughout the 48-week study period in the once 

monthly and every-2-month dosing arms.1 

• Important Safety Information and Boxed Warning can be found in the Prescribing 

Information and can also be accessed from the Our HIV Medicines section of 

viivhealthcare.com/us. 

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

ATLAS-2M is a phase IIIb, randomized, multicenter, parallel-group, non-inferiority, open-label study 
evaluating the efficacy, safety, and tolerability of long-acting cabotegravir + rilpivirine (CAB + RPV LA) 
administered every-2-months or once monthly in HIV-1-infected adults who are virologically 
suppressed.1,2 For more information on the study design of ATLAS-2M please click here. 

Through Week 48, CAB + RPV LA administered every-2-months was found to be non-inferior to CAB 
+ RPV LA administered once monthly.1 Confirmed virologic failure (CVF), defined as having 2 
consecutive HIV-1 RNA ≥ 200 copies/mL after prior suppression to < 200 copies/mL, occurred in 8 
(1.5%) patients in the every-2-month arm and 2 (0.4%) patients in the once monthly arm. The type and 
frequency of adverse reactions reported were similar in both treatment groups.1 Additional data from 
ATLAS-2M is available out to 152 weeks, and may be accessed here. 

CAB AND RPV PLASMA CONCENTRATIONS THROUGH 48 WEEKS 

Pharmacokinetic analyses for CAB and RPV plasma concentrations were assessed via blood samples 
that were drawn before the first intramuscular (IM) injection (day 1 in those with previous CAB + RPV 
LA exposure or week 4 at the end of the oral lead-in period for those without previous exposure) and 
predose in the every-2-month and monthly dosing groups at weeks 8, 16, 24, 32, 40, and 48, or at 
withdrawal.1 

CAB and RPV concentrations following every-2-month dosing remained well above their respective in 
vitro protein-adjusted 90% inhibitory concentration (PA-IC90) values (CAB = 0.166 µg/mL, RPV = 12 
ng/mL)3 throughout the 48-week study period with significant overlap between the two dosing arms.1  
This data was consistent with the every-2-month dosing group in the LATTE-2 study.4 See Table 1. 

Table 1. ATLAS-2M: CAB and RPV Trough Plasma Levels at Week 481  

Drug Dosing Phase Dosage 

Regimen 

(Geometric Mean (5th, 95th percentile)a 

Ctau b 

 

Cabotegravir 

Monthly Injectiona 

 

400 mg IM 

monthly 

2.74 µg/mL 
(2.63, 2.85) 

Every-2-Month 

Injectiona 

600 mg IM 
every-2-months 

1.67 µg/mL 
(1.58, 1.75) 

 

Rilpivirine 

Monthly Injectiona 

 

600 mg IM 
monthly 

97.5 ng/mL 
(93.3, 102) 

Every-2-Month 

Injectiona 

900 mg IM 
every-2-months 

73.1 ng/mL 
(69.7, 76.6) 

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Cabenuva/pdf/CABENUVA-PI-PIL-IFU2-IFU3.PDF
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Cabenuva/pdf/CABENUVA-PI-PIL-IFU2-IFU3.PDF
https://viivhealthcare.com/en-us/viiv-hiv-medicines/medications-and-treatments/
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP
https://d201nm4szfwn7c.cloudfront.net/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/3145ba37-7c49-46a1-8bff-68fcf5ed2a59/3145ba37-7c49-46a1-8bff-68fcf5ed2a59_viewable_rendition__v.pdf
https://viivhcmedinfo.com/search-medical-scientific-information/viiv-document-viewer?cmd=GSKMedicalInformation&token=23108-8c60c380-4751-4336-ade1-a07ab45424a9&dns=gsk-medcomms.veevavault.com&medcommid=MED--US-7304&product=Cabotegravir+and+Rilpivirine
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IM: intramuscular 
a Monthly and every-2-month injection pharmacokinetic values represent 48-week data  b Dosing interval (one month for CAB + 
RPV LA given monthly and 2 months for CAB + RPV LA given every-2-months) 

 

Plasma concentrations were approximately 10x the CAB PA-IC90 of 0.166 µg/mL in the every-2-month 
group and 17x PA-IC90 in the once monthly group.  Week 48 concentrations were 6x the RPV PA-IC90 
of 12 ng/mL in the every-2-month group and 8x the RPV PA-IC90 in the once monthly group.1  

Pooled data from Phase 3 studies showed that CAB and RPV trough plasma levels remained above their 
respective PA-IC90, falling between the exposure range observed following daily oral CAB 10 mg and 30 
mg (> 1.35 µg/mL and < 4.2 µg/mL) and consistent with daily oral RPV 25 mg (79 ng/mL).3,5 See Figure 
1. 

Figure 1. Median (5th and 95th percentile) Plasma CAB and RPV PK Profiles by Regimen  
with No Prior CAB + RPV Exposure1,6 

 

 

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. Please note that reports of 
adverse events in the published literature often lack causality assessments and may contain 
incomplete information; therefore, conclusions about causality generally cannot be drawn. 

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 attached 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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