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Use of Long-Acting Cabotegravir Plus Rilpivirine in Viremic 
Treatment-Experienced Patients 

Summary 

Compassionate Use Data1 

• 28 of 35 patients for which data are available from the compassionate use program of 

long-acting cabotegravir + rilpivirine (CAB + RPV LA) were viremic. At the time of 

analysis, 16 (57%) achieved virological suppression (HIV-1 RNA < 50 copies/mL).1 

Urban HIV Clinic2 

• A large urban HIV clinic instituted a program to administer monthly CAB + RPV LA 

injections to physician-referred patients with a history of nonadherence to oral 

antiretroviral therapy. Of the 133 patients who received CAB + RPV LA from June 2021 - 

November 2022, 57 (43%) patients had detectable viremia (mean viral load 4.21 log10 

copies/mL [SD 1.3]). Of these 57 viremic patients, 55 achieved virological suppression 

(HIV-1 RNA ≤ 30 copies/mL) at a median of 33 days. 

OPERA3 

• Data from 383 patients with HIV-1 who received their first CAB + RPV LA injection from 

21 January 2021 to 28 February 2022 were identified from the OPERA cohort. 

• High levels of virologic success and few confirmed virologic failures were observed in the 

early months of CAB + RPV LA use. 

• Important Safety Information can be found in the Prescribing Information and also at  Our 

HIV Medicines 

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

COMPASSIONATE USE DATA 

Methods 

Physicians could request compassionate use (CU) of CAB + RPV LA through an expanded access program.1 
Criteria for granting requests included the need for parenteral therapy, advanced disease, absence of key 
mutations associated with resistance to CAB or RPV, and established retention in care. 

Patients were required to take 1 month of oral CAB and RPV unless their underlying condition precluded 
the use of oral medication.1 

All patients received one-time initiation doses of CAB 600 mg and RPV 900 mg followed by an every 4 week 
maintenance doses of CAB 400 mg and RPV 600 mg.1 

Clinical updates for patients included in the CU program were provided quarterly.1 

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://viivhealthcare.com/en-us/viiv-hiv-medicines/medications-and-treatments/
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP
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Results 

Of the 35 patients for which data are available, 28 had detectable viremia.1 Baseline demographics and 
characteristics of the overall population can be found in Table 1 below. 

Table 1. Baseline Demographics and Characteristics of the Overall Population at Start of 
Compassionate Use Program1 

Characteristic N=35 

Female, n (%) 20 (57) 

Perinatally infected, n (%) 11 (31) 

Age, median (range), years 36 (20-67) 

BMI, median (range), kg/m2 21 (16-38) 

AIDS diagnosis, n (%) 23 (66) 

# of regimens before CAB + RPV LA, median(range) 4 (1-10) 

Detectable viremia, n (%) 28 (80) 

≥50 to 10,000 copies/mL 9 

>10,000 to 50,000 copies/mL 4 

>50,000 to 100,000 copies/mL 4 

>100,000 copies/mL 11 

CD4+ T-cell count, median (range), cells/mm3 100 (3-918) 

BMI = body mass index; CAB + RPV LA = long-acting cabotegravir and rilipivirine 

 

Of the 28 patients with detectable viremia upon entering the CU program, 16 (57%) had HIV-1 RNA <50 
copies/mL at the time of this analysis.1 The median (interquartile range) time to virologic suppression, as 
reflected in the quarterly clinical updates, was 5 months (1-31). 

At the last follow-up, 22 (63%) patients were virologically suppressed on CAB + RPV LA.1 Six of seven 
patients with incomplete virologic response that led to withdrawal were viremic at baseline. Their 
information can be found in Table 2 below. 
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Table 2. Patients with Incomplete Virologic Responses Leading to Withdrawal1 

 
Patient 1 Patient 2 Patient 3 Patient 4 Patient 5 Patient 6 

HIV-1 RNA at CU 
start (copies/mL) 

61,600 32,000 205,000 1,639,794 116,311 77,578 

HIV-1 RNA at 
failure (copies/mL) 

N/A 799 186,972 66,000 37,594 7190 

Mutations at CU 
start 

RT: M184V, 
K219E, E138G 

RT: K238K/R, 
E138G 

RT: K103N RT: K103N, 
M184V, T215Y 

RT: V118I/V, 
V179I, R211K 

 
IN: E138D 

None 

Mutations at 
failure 

RT: E138E/K RT: E138G, 
M230L 

 
IN: Q148R, 

N155H 

RT: K101E, 
Y181Y/C 

RT: Y181C, 
K219N 

RT: E138G, Y181I 
 

IN:M50M/I, 
E138D, E157E/Q 

RT: K101E 
 

IN: E138E/K, 
Q148R, G163E 

Outcome Added DRV/c to 
CAB + RPV LA 

Switched to DRV/r 
+ TAF/FTC 

Switched to DRV/r 
+ TDF/FTC 

Switched to 
DRV/c + TAF/FTC 

Added DRV/c to 
CAB + RPV LA 

but discontinued 
LA <4 weeks later. 

Switched to 
DRV/C + 

BIC/TAF/FTC. 
Discontinued BIC-

based regimen 
based on 

genotype. Started 
on DRV/c + 

TAF/FTC + DTG 
twice daily. Still 
struggling with 

adherence issues. 

Switched to 
DRV/C + 
TAF/FTC 

Most recent HIV-1 
RNA (copies/mL) 
and CD4+ T-cell 
count (cells/mm2) 

13,300 and 220 VL 1170 18,000 and 170 VL 41 after switch 
to 
DRC/c/TAF/FTC 

VL 242,425 after 
discontinuing ART 
several weeks 
prior. 

Not available, 
withdrawn from 
CU program 
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Not all quarterly updates commented on adverse events or ISRs making an assessment of safety difficult.1 
In the overall population, the most common adverse events were injection site reactions (ISRs); pain (34%, 
n=12) and nodule formation (9%, n=3).  No patient discontinued CAB + RPV LA due to an ISR. 

In the overall population, five patients experienced a serious adverse event; incarcerate hernia (n=1), 
cryptococcal meningitis/immune reconstitution inflammatory syndrome (n=1), loss of consciousness and 
abnormal behavior (n=1), right inguinal abscess (n=1), and right nares vestibulitis (n=1). Loss of 
consciousness  and abnormal behavior were considered possibly related to treatment.1 

URBAN HIV CLINIC DATA 

Methods 

Viremic and suppressed patients from a large urban HIV clinic in San Francisco, CA were administered 
once-monthly CAB + RPV LA injections in a program designed to treat patients with a history of low 
adherence to oral antiretroviral therapy. Patients with a history of rilpivirine-associated resistance 
mutations were excluded; however, patients with ≤1 integrase strand transfer inhibitor (INSTI) mutation 
were allowed to participate.2,4 

Results 

A total of 133 patients were started on CAB + RPV LA monthly injections between June 2021 and November 
2022. Most patients (76%) did receive on-time injections. Among the overall population, the median age 
was 45 years (range 38 - 45 years), 11 cisgender women, 5 transgender women, 90 (67%) were non-White, 
and 77 (58%) had unstable housing/homelessness. Additionally, 44 (33%) were current stimulant users and 
51 (38%) reported major mental illness. 2 One patient had a N155H resistance mutation at baseline. Viral 
suppression was defined as HIV-1 RNA ≤ 30 copies/mL after initiating injections.4  

At study entry, detectable viremia (mean viral load 4.21 log10 copies/mL [SD 1.30]) was present in 57 
participants. Of these, 55 patients achieved virological suppression at a median of 33 days. Two patients 
had early virologic failure (< 24 weeks).  A Kaplan Meier curve of probability predicted that 97.5% (89.1 to 
99.9%) were expected to achieve virologic suppression by a median of 26 weeks. In those who were 
virologically suppressed with oral ART at study entry and switched to CAB + RPV LA (n=76), 100% (95% 
CI 94%-100%) remained suppressed.2 

From June 2021 – April 2022, no patients discontinued due to adverse events. Injection site reactions were 
mild to moderate. One case of injection site cellulitis required oral antibiotic treatment.4 No additional 
adverse event information was reported in the updated analysis.2 

OPERA 

Data from 383 patients with HIV-1 who received their first CAB + RPV LA injection from 21 January 2021 
to 28 February 2022 were identified from the OPERA cohort, a collaboration of 96 clinics across 22 states 
and 1 territory in the United States.3 All participants were active in care and had never participated in a CAB 
+ RPV LA clinical trial. Confirmed virologic failure was defined as: 2 consecutive viral loads (VL) of ≥ 200 
copies/mL or one VL ≥ 200 copies/mL plus discontinuation from study. Discontinuation from study was 
defined as missing more than 2 consecutive doses (monthly dosing, > 69 days without an injection or 
bimonthly dosing, > 127 days without an injection). See Table 3 for baseline demographics. 
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Table 3. OPERA Cohort – Demographic Characteristics at First CAB + RPV LA Injection3 

 SUPPRESSED VIREMIC UNDETECTABLE DETECTABLE 

 VL < 200 

copies/mL 

(n=348) 

VL ≥ 200 

copies/mL 

(n=28) 

VL < 50 

copies/mL 

(n=321) 

VL ≥ 50 

copies/mL 

(n=55) 

Age, median (IQR) 40 (32, 52) 36 (29,44) 40 (32, 52) 38 (31, 45) 

18-25, n (%) 14 (4) ≤ 5a 13 (4) ≤ 5a 

26-49, n (%) 235 (68) 24 (86) 217 (68) 42 (76) 

50+, n (%) 99 (28) ≤ 5a 91 (28) 10 (18) 

Female sex, n (%) 49 (14) 15 (54) 45 (14) 19 (34) 

Race, n (%)  

Black 128 (37) 22 (79) 117 (36) 33 (60) 

White 185 (53) 6 (21) 171 (53) 20 (36) 

Other/unknown 35 (10) 0 33 (10) ≤ 5a 

Hispanic ethnicity, n (%) 100 (29) ≤5a 95 (30) 8 (14) 

Years from HIV Diagnosis, 
median (IQR) 

7 (4, 14) 10 (5, 16) 7 (4, 14) 8 (4, 17) 

Year of ART initiation, n (%) 

Before or during 2015 121 (35) 8 (29) 113 (35) 16 (29) 

2016 to 2018 109 (31) 11 (39) 97 (30) 23 (42) 

During or after 2019 118 (34) 9 (32) 111 (35) 16 (29) 

CD4 count, cells/mm3, 
median (IQR) 

651 (471, 865) 477 (260, 689) 658 (480, 871) 539 (333, 696) 

BMI, median (IQR) 27 (24, 31) 27 (22, 29) 28 (24, 31) 27 (22, 30) 

a=HIPAA privacy requirements preclude the reporting of 5 or fewer observations in any cell; ART=antiretroviral therapy; BMI=body 
mass index; IQR=interquartile range; VL=viral load 

 

Most patients (79%) were on the monthly dosing regimen of CAB + RPV LA, 4% were on the every-2-month 
dosing regimen, 7% started on monthly but switched to every-2-month dosing, 2% started on every-2-
month dosing but switched to monthly dosing, and 8% of patients had more than 1 dosing frequency change. 
89% of patients remained on treatment at the end of follow up (15 March 2022). For those with a viral load 
of < 200 copies/mL at initiation, the median follow up was 3.4 months (IQR: 2.2, 6.0) and for those who 
were viremic (≥ 200 copies/mL) at initiation, the median follow up was 4.4 months (IQR: 2.1, 8.5).3 

Results 

High levels of virologic success and few confirmed virologic failures were observed in the early months of 
CAB + RPV LA use.3 See Table 4. 

Table 4. Virologic Outcomesa3 

 
UNDETECTABLE SUPPRESSED 

VL < 50 copies/Ml 

(n=234) 

VL < 200 copies/mL 

(n=252) 

Last VL < 50 copies/mL 222 (95%) 238 (94%) 

Last VL < 200 copies/mL 231 (99%) 249 (99%) 

Confirmed virologic Failure ≤ 5b ≤ 5b 

a=among those with ≥ 1 viral load after first injections; b=HIPAA privacy requirements preclude the reporting of 5 or fewer 
observations in any cell; VL = viral load 
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Of the 21 patients who were viremic (≥ 200 copies/mL) at initiation, 19 (91%) achieved a viral 
load of < 200 copies/mL at the end of the study period. 

Some information contained in this response is outside the approved Prescribing 
Information. This product is not approved for the use described. This response is not 
intended to offer recommendations for administering this product in a manner inconsistent 
with its approved labeling. In order for GSK to monitor the safety of our products, we 
encourage healthcare professionals to report adverse events or suspected overdoses to the 
company at 888-825-5249. Please consult the 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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