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Use of Long Acting Cabotegravir plus Rilpivirine in Pediatric Patients 

Summary 

• Participants are currently being enrolled for the MOCHA (IMPAACT 2017) study, a Phase I/II 

study in HIV-1 infected children aged 12 to < 18 years old. 

• Limited data are available from the Week 16 analysis. Eight adolescents who received long-

acting cabotegravir (CAB LA) and 13 who received long-acting rilpivirine (RPV LA) were 

included.1 

• Plasma concentrations of cabotegravir and rilpivirine at Week 16 were similar to what has been 

reported for CAB LA and RPV LA administered monthly in adults.1 

• In adolescents 12 years or older and weighing ≥ 35 kg, no dosage adjustment is necessary.2 

• 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. 

Safety and effectiveness of CAB + RPV LA have been established in adolescents aged 12 to < 18 years old 
and weighing at least 35 kg, which is supported by trials in adults and the MOCHA (NCT03497676) trial in 
adolescents. Safety, efficacy, and pharmacokinetics of CAB + RPV LA have not been established in pediatric 
patients younger than 12 years of age or weighing < 35 kg.2  

The efficacy of CAB + RPV LA in adolescents is extrapolated from adult data with support from 
pharmacokinetic analyses showing similar drug exposure.1 

MOCHA (IMPAACT 2017) STUDY 

MOCHA (IMPAACT 2017) is an ongoing Phase 1/2, multicenter, open-label, non-comparative study to 
evaluate the safety, tolerability, acceptability, and pharmacokinetics (PK) of oral CAB, CAB LA, and RPV 
LA in up to 155 virologically suppressed HIV-1 infected children and adolescents.3,4   

There are 2 cohorts in the MOCHA Study:4 

• Cohort 1 (Step 1 [oral] and Step 2 [LA] as add-on to background current antiretroviral 
therapy [cART]) where participants received either: 

o Cohort 1C: oral CAB 30 mg once-daily for 1 month plus cART (Step 1), followed by CAB LA (600 
mg/3 mL at initiation and 400 mg/2 mL as continuation injections 4 and 8 weeks later [Step 
2]), plus cART, or  

o Cohort 1R: oral RPV 25 mg once-daily for 1 month plus cART (Step 1), followed by RPV LA (900 
mg/3 mL at initation and 600-mg/2-mL as continuation injections 4 and 8 weeks later [Step 
2]) in addition to cART (Step 2) 

o Participants are assigned to Cohort 1C or Cohort 1R based on previous background cART 
regimen 

• Cohort 2 (Step 1 [oral] and Step 2 [LA] without background cART 

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
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o Open to eligible participants who complete Cohort 1, or to eligible participants not previously 
enrolled 

o All participants will receive oral CAB + oral RPV for 1 month, followed by CAB + RPV LA 
injections every 4 weeks up to 96 weeks 

The primary objective at Week 16 was to confirm that the use of the adult dose, through the evaluation of 
safety and pharmacokinetics, for oral and injectable CAB and injectable RPV in HIV-1–infected virologically 
suppressed adolescents.2  

The data presented herein are from the Cohort 1 Week 16 interim analysis. As of the data cut-off, 23 
participants have been enrolled in Cohort 1 (Cohort 1C, n=8; Cohort 1R, n=15) and 14 participants were 
ongoing in long-term safety follow up.  Of these 23 enrolled participants, 21 completed the Week 16 
assessments.4   

Recruitment for Cohort 2 has not yet begun.4 

Interim Analysis Results 

Limited data are available from the Week 16 analysis. Eight adolescents who received CAB LA and 13 who 
received RPV LA were included in this analysis.1  

Baseline Demographics 

At baseline in Cohort 1C (those who received CAB LA), the median [interquartile range (IQR)] age of 
participants was 14.5 years (13.5, 17.0), the median (IQR) weight was 57.2 kg (44.2, 71.7), 25% were female, 
and 100% were non-white.1,2 

At baseline in Cohort IR (those who received RPV LA), the median (IQR) age of participants was 17 years 
(15.0, 17.0), the median (IQR) weight was 63.0 kg (54, 75), 53% were female, and 73.3 % were Black or 
African American.1,2 

Pharmacokinetic Results 

At Week 16, population pharmacokinetic analyses revealed no clinically relevant differences in exposure 
between HIV-1–infected adolescents (weighing ≥ 35 kg and aged at least 12 years) and HIV-1–infected and 
uninfected adult participants from the cabotegravir or rilpivirine development program for both monthly 
and every 2-month dosing.1  

No dosage adjustment is necessary in adolescents 12 years or older and weighing ≥ 35 kg.2  

Safety 

Two participants, both from Cohort 1R, discontinued due to adverse events: one experienced a Grade 3 
drug-related hypersensitivity after received one dose of oral RPV; the other participant experienced pain at 
the moment of needle insertion at the first injection visit (Week 4b) and asked to stop before RPV LA was 
injected. 1,4 

As with adult patients, injection site reactions, and particularly pain, were common.1 

The safety of CAB + RPV LA in adolescents is expected to be similar to adults, as there was no clinically 
significant difference in drug exposure for the components of CAB + RPV LA. The interim safety data 
observed in adolescents receiving either CAB or RPV did not identify any new safety signals or concerns 
relative to the established safety profile observed with CAB + RPV for adults.1  
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Patient Reported Outcomes 

Responses for Cohort 1C and Cohort 1R were generally similar between entry and Week 16 for the 23 items 
across the Physical, Emotional, Social and School dimensions of the Child and Teen PedsQL, indicating 
limited impact of CAB LA or RPV LA injection on quality of life. No summary scores were provided nor 
were statistical analyses conducted; due to the small sample size, results should be interpreted with 
caution.4 

All participants (100%) in both Cohort 1C (8/8) and Cohort 1R (14/14) reported that one of their reasons 
for wanting to try an LA medication was the “hope that someday I can take medicine that does not make 
me have to take pills every day.”4 

Ongoing Studies 

Recruitment for Cohort 2 of the MOCHA study has not yet begun. Participants will receive oral CAB + oral 
RPV for approximately 1 month, then begin injectable CAB + RPV LA (initial 2 injections every 4 weeks, 
then every-2-month injections during the injection phase) to Week 96. Patients will not receive a concurrent 
background cART while receiving CAB + RPV LA injections.4 

IMPAACT 2036/CRAYON (Cabotegravir and Rilpivirine Long-Acting Injections in YOung ChildreN) is a 
Phase I/II, multi-center, open-label, non-comparative pharmacokinetic (PK) and safety study of oral CAB 
+ oral RPV followed by CAB LA + RPV LA in virologically suppressed children living with HIV, aged 2 to 
less than 12 years of age and weighing 10kg to < 50kg. The study is designed to determine the weight band 
dosing regimen and evaluate the safety, tolerability, PK, and antiviral activity. Two sequential cohorts will 
be enrolled and participants will be followed for 24 weeks (Cohort 1) and 72 weeks (Cohort 2) of study 
treatment.5 

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. 

REFERENCES 

1. Moore CB, et al. Safety and PK of long-acting cabotegravir and rilpivirine in adolescents. Presented at the 
29th Conference on Retroviruses and Opportunistic Infections (CROI), February 12-16, 2022, Virtual Event. 
Poster. 

2. Prescribing Information (United States) for Cabenuva (cabotegravir extended-release injectable suspension; 
rilpivirine extended-release injectable suspension), Research Triangle Park, NC. March 2022. 

3. NCT03497676 (MOCHA; IMPAACT 2017). Available at: 
https://www.clinicaltrials.gov/ct2/show/NCT03497676?term=cabotegravir+mocha&rank=1. Accessed 
October 21, 2019. 

4. Data on File. MOCHA (Study 208580). Available at https://www.viiv-studyregister.com. 
5. International Maternal/Pediatric Adolescent AIDS Clinical Trial Network (IMPAACT). 

https://www.impaactnetwork.org/studies/impaact2036. Accessed March 30, 2022. 
 

https://www.clinicaltrials.gov/ct2/show/NCT03497676?term=cabotegravir+mocha&rank=1
https://www.viiv-studyregister.com/
https://www.impaactnetwork.org/studies/impaact2036

