High virologic suppression among individuals on cabotegravir + rilpivirine long-acting with viral loads

TUPEB091

>50 copies/mL regardless of body mass index in the OPERA Cohort

Carl Millner?, Ricky K. Hsu?3, Michael Sension?, Jennifer S. Fusco®, Brooke Levis>, Quateka Cochran®,Gayathri Sridhar’, Vani Vannappagari’,

AIDS 2026 Kimberley Brown’, Jean Van Wyké, Michael Wohlfeiler?, Gregory P. Fusco* OPERN

26—31 _Ju |y LAIDS Healthcare Foundation, Los Angeles, CA, USA; 2AIDS Healthcare Foundation, New York, NY, USA; 3NYU Langone Health, New York, NY, US; “CAN Community
Health, Fort Lauderdale, FL, USA; *Epividian, Raleigh, NC, USA; ®AIDS Healthcare Foundation, Fort Lauderdale, FL, USA; “ViiV Healthcare, Durham, NC, USA; 8ViiV
Healthcare, London, England, UK; °AIDS Healthcare Foundation, Miami, FL, USA

The Longitudinal Cohort

Background Methods Censoring Criteria | o
o CAB+RPV LA is the first and only complete LA ART regimen Study Population: OPERA Cohort ® ch)r:scontlr;::?tlondof CAB-;RPV L$(>d67 gnd >127 dt§VS|W|thout injections for
approved (January 2021) for the treatment of HIV in the o Prospectively captured, routine clinical data from 5 Ened rcr)]fognalzs?gp:r\;E(ZVZSIz:cI;gO;S osing, respectively)
US electronic health records in the US (101 clinics, 23US | (4 ¢0liowun (ive.. no clinic contact for 12 months)
" Injections monthly or every two months (Q2M) states/territories), representing ~14% of people with Death Y
" |ndicated for ART-experienced individuals with VL <50 HIV in the US .
copies/mL Inclusion Criteria Analysis & Outcomes
o ~10% of individuals who initiated CAB+RPV LA in the o Treatment-experienced adults ® Y|rc?log|c outcomes were assessed among individuals who completed
OPERA Cohort had viremia (VL 250 ¢/mL) o Switched to CAB+RPV LA between 21JAN2021 and initiation and had 21 follow-up VL on or before 28FEB2025
o A substantial proportion of individuals initiating CAB+RPV 31DEC2024 © OUtCthe.: Vlrclol\j)liglc%upprissmn
LA have a BMI 230 kg/m? o Initiated with HIV viremia (VL =50 copies/mL) ] LC tlivlel < VLC</;) Il
= Longer needle lengths may be required for patients Stratification AStIOTOW-Up VL <L t/m-
with higher BMI , o Outcome: Confirmed Virologic Failure
o Non-obese BMI: <30 kg//m : = Among those who suppressed to VL <50 ¢c/mL
o High BMI: >30 to <40 kg/m s T ive VLs >?2 L
Objective > Very high BMI: 240 ka/m? wo cor.msecu-tlve s 2200 c/mL or
y nig . 24U Kg = Discontinuation of CAB+RPV LA after a VL >200 ¢/mL
To assess clinical outcomes in individuals in the
OPERA Cohort who initiated CAB+RPV LA with Abbreviations
viremia (VL >50 copies/m |_) stratified by BMI at AIDS, Acquired immunodeficiency syndrome; ART, antiretroviral therapy; BMI, body mass index; CAB+RPV, cabotegravir + rilpivirine; CVF, confirmed virologic failure; FTR, Fostemsavir; HIV,

human immunodeficiency virus; INSTI, integrase strand transfer inhibitor; IQR, interquartile range; LA, long-acting; LEN, Lenacapavir; (c/)mL, (copies per) milliliter; pL, microliter; NNRTI, non-
nucleoside reverse transcriptase inhibitor; PI, protease inhibitors; US, United States; VL, viral load.

initiation

Results
Table 1. Demographic and clinical characteristics of viremic individuals switching to Figure 1. Adherence in individuals who initiated CAB+RPV LA with viremia, by BMI at
CAB+RPV LA, by BMI (kg/m?) at initiation initiation s >
BMI <30 BMI 230 to <40 BMI 240 Initiated with Missi BMI
< =3U10 < = T | ISSINg
N=387 N=133 N=36 HI|\\|/ \_”;egrz'a { N = 26 (5%) }
Age, median years (IQR) 39(32, 51) 41 (34, 50) 39(33,50) e v — e
Age >50 years old, n (%) 105 (27) 34 (26) 10 (28) v v v
C ) C . ) a . O
Female sex, n (%) 78 (20) 46 (35) 21 (58) Non-obese BMI High BMI Very High BMI
2 2 2
Black race, n (%) 186 (48) 87 (65) 27 (75) <30 kg/m 230 to <40 kg/m 240 kg/m
R o N = 387 (66%) N =133 (23%) N =36 (6%)
Hispanic ethnicity, n (%) 88 (23) 24 (18) 6(17) 1 % \ 1 % \ 1
Care in Southern US, n (%) 210 (54) 83 (62) 29 (81) )
L L e
History of AIDS-defined events, n (%) 148 (38) 46 (35) 10 (28) Completed initiation Completed initiation Completed initiation
| of CAB+RPV LA of CAB+RPV LA of CAB+RPV LA
BMI, median (IQR) 25 (22, 27) 33 (31, 36) 45 (42, 51) N = 349 (90%) N N = 123 (92%) ) N = 32 (89%)
CD4 <500 cells/ul, n (%) 177 (46) 57 (43) 15 (42) - I / 1 - 1 /
. o o . o K . \
Time since HIV dlafgn.o.ss., medlan.years (IQR) 8 (2, 16) 8(3,17) 10 (3, 17) 4 >1 Maintenance I >1 Maintenance 4 >1 Maintenance I
VL at CAB+RPV LA initiation, median ¢/mL (IQR)? 130 (60, 2550) 117 (62, 460) 180 (69, 1835) injections injections injections
VL 250 to <200, n (%) 227 (59) 90 (68) 18 (50) L N = 305 (87%) ) 9 N =110 (89%) y L N =24 (75%) y
VL 2200 to <1000, n (%) 46 (12) 13 (10) 7 (19) ] | |
VL 21000 to <10,000, n (%) 31(8) 12 (9) <3 a All maintenance h g All maintenance g All maintenance A
VL >10,000 to <100,000, n (%) 61 (16) 13 (10) <5 injections on time® injections on timeP injections on timeP
VL >100,000, n (%) 22 (6) <5 <5 L N =165 (54%) y 9 N=67(61%) y L 16 (67%) y
Table 2. Persistence among viremic individuals with complete initiation of CAB+RPV O i v dofmas o iy e T o tion target
LA, by BMI at initiation
BMI <30 BMI >30 to <40 BMI >40 Figure 2. Virologic effectiveness among viremic individuals with complete initiation of
N=387 N=133 N=36 CAB+RPV LA and 21 VL over follow-up, by BMI at initiation
Completed initiation, n (%) 349 (90) 123 (92) 32 (89) 88% (n=295)
: L Achieved VL
Alive and active in care? at study end, n (%) 339 (97) 122 (99) 30 (94) <50 ¢/mL 88% (n=101)
Months on CAB+RPV LA, median (IQR)? 15 (8, 27) 15 (8, 27) 11 (7, 19) 85% (n=23)
On CAB+RPV LA on 28FEB2025, regardless of .
previous discontinuation(s), n (%) 259 (76) 87(71) 22(73) Last VL 79/;0(n=266)
2 Last contact date on or within 24 months of study end <50 ¢/mL 81% (n=93)
b Time until first censoring; addition of FTR or LEN did not stop CAB+RPV regimen (n=20) 81% (n=22)
n=5/245; median 12
Table 3. Dosing schedule at first & last injection, by BMI at initiation n%{: gg_szt(c)) r%\(/)m]c%R:
BMI <30 BMI 230 to <40 BMI 240 v to CVFn)=1/13; 15 months
N=387 N=133 N=36 to CVF
Completed initiation, n (%) 349 (90) 123 (92) 32 (89) 0% 20% 20% 50% 20% L00%
Q2M 600/900 mg at initiation, n (%) 298 (85) 106 (86) 26 (81) BMI <30 kg/m? BMI 230 to <40 kg/m? BV 240 kg/m?
Q2M 600/900 mg at last injection, n (%) 327 (94) 117 (95) 28 (87) N =336 N=115 N=27
Discussion o Everytwo rp?nths dosing was more common at initiation Key Findings
o and at last injections (Table 3)
Summary of f||1.d|n.g.s o . = The very high BMI group was most likely to use o In this large, real-world analysis of 582 viremic individuals
O A.mon.g 582 individuals |n|t|a(|)t|ng CAB+RPV LA with monthly dosing schedule initiating CAB+RPV LA, the majority achieved virologic
V|reom|a (250, c/mL), 387 (66%) had no?-obese BIVLI’ 133 o All groups were similarly likely to achieve virologic suppression to <50 copies/mL; CVF was rare across BMI
(25%) .had high BMI (23.»O.t.o <.4O kg./m ) and 36 (6%) had suppression (88%, 88%, 85%) and remain suppressed at categories
very high BMI (240) at initiation (Fig 1) study end (79%, 81%, 81%; Fig 2) .
= Nearly all individuals (89-92%) completed initiation = CVF was rare across all BMI subgroups (Fig 2) These results support CAB+RPV LA as an effective treatment
= Most (75-89%) received maintenance injections Strengths option for individuals who are viremic, including those with
" Over half (54-67%) received all injection on-time, the 5 Real-world experience with CAB+RPV LA in individuals T It (Bl el ER CRRETENEE Sl BEnas of Uel el sy
very high BMI group had the best adherence with viremia challenges with daily oral regimens
o Characteristics of individuals at initiation varied markedly . Lar?? poPulation with varietY of bodY s.izes Acknowledgements
across the groups (Table 1) = Allinjections were observed in the clinic | L . o
. Th hish BMI eroub was more likelv to be o This research would not be possible without the generosity of people living with HIV and
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This content was acquired following an unsolicited medical information enquiry by a healthcare
professional. Always consult the product information for your country, before prescribing a ViiV medicine.
ViiV does not recommend the use of our medicines outside the terms of their license. In some cases, the

scientific Information requested and downloaded may relate to the use of our medicine(s) outside of their
license.
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