Long-term CAB+RPV LA Effectiveness in Virologically Suppressed Individuals in the OPERA Cohort
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Background Results Discussion
* CAB+RPV LA is the first complete LA ART available for HIV-1 Table 1. Demographic and clinical characteristics at CAB+RPV  Figure 1. Virologic outcomes among complete initiators with > 1 VL during * Of 3,304 PWH initiatingoCAB+RPV LA in OPERA during the
treatment in the US LA initiation (N = 2,858) follow-up; overall and stratified by BMI at initiation (N = 2,485)a study Pe”Od' 2,858 (87%) i‘ad VL <50 copies/mL at initiation
» Approved by the FDA as monthly (2021) or every 2-month individuals with « Median age was 39, median years since HIV diagnosis was 6,
* Indicated for treatment-experienced individuals who are Age, median vears (IQR) 39 (31, 51) Last VL 95% (n=2,355) » A maijority were male, received care in Southern US, had
virologically suppressed (VL < 50 copies/mL) cormale (%) 443 (1’6%) during follow-up 95% (n=1,557) > 1 comorbidity, had commercial insurance, and switched
¢ In individuals with BMI > 30 kg/m?, longer needles have been Black rallce n (%)? 1199 (42%) < 50 coples/mL 94% (n=700) from an INSTI-containing regimen (Table 1)
recommended to ensure proper administration of the full dose , R . ’ S + 2,618 individuals (92%) completed initiation and were followed
Hispanic ethnicity, n (%)3? 853 (30%) .
. . for a median of 11 months (Table 2)
Married or domestic partner, n (%)? 486 (17 %) e Most individuals received their 209 initiation iniection on-tim
ObJGCtlve Injection drug use, n (%) 86 (3%) All VLs 83% (n=2,073) ancc)JISover \lelal:cjaresceei\(/:eecljvzll maeilntenalnl:elairlwc')ectlicii(s: l)on-tci)meI )
_ MSM, n (%) 1,619 (57 %) during follow-up 83% (n=1,363) Table 2 J
To assess CAB+RPV LA use in a real-world Care in Southern US. n (%) 1 577 (55%) < 50 copies/mL 84% (n=625) AR | | |
. t< firct 3 f 1abilit paver. n (%) ¢ Whllg 38% of.|nd|V|duaIs did not receive all maintenance
setting over Its Tirs years OT avallaDllity yer, 7o - injections on time (Table 2 ), ART coverage between injections
Meg!carj 342 “ZOA’) with oral bridging could not be assessed due to incomplete
Methods Medical | 945 (33%) CVF 1% (N=21)be recording in EHR, and most were still receiving CAB+RPV LA at
Study population Eomr\r;ar\g;al/*n;x;ance 19%504(2?%/‘%))) during 1% (n=11) time of analysis (Table 2)
yan vvhite 0 follow-up | 1% (n=8) * Most individuals maintained virologic suppression (Figure 1)
¢+ OPERA cohort Cash 85 (3%) B . .
. . - . « 21 (1%) experienced CVF after a median of 7 months
» Prospectively captured, routine clinical data from electronic Other Payer | | _ 1(2 ((;)7%% during the first 6 months of CAB+RPV LA
i FeQOrdS ;fll’é/he :‘JISD\S\}IE)I1 C“QiCBSB s statesferniories) Years since HIV diagnosis, median (IQR) 62, 13) o >0 1007 » Among those with 6, 12, and 24-month VLs available, VL <
representing ~ O n the - f P . Lo ’
P! ng ~ 1570 ' History of AIDS-defining illnesses, n (%) 680 (24%) Overall (N = 2,485) = BMI< 30 (N=1,640) = BMI > 30 (N = 743) 50 copies/mL was observed in 954/1,015 (94%), 511/538
* Inclusion criteria BMI, median kg/m? (IQRY’ 27 (24, 31) (95%), and 85/89 (96%) tivel
* ART-experienced PWH aged > 18 years . . 3 : 2 Among those with 6, 12, and 24-month VLs available, VL < 50 copies/mL was observed in o), aNn o), FESpectively
. Received > 1 CAB+RPV LA iniection between 2 1JAN2021 and VACS Index, median (IQR) 10 (0, 18) 954/1,015 (94%), 511/538 (95%), and 85/89 (96%), respectively * Across BMI categories (< 30 kg/m? vs. > 30 kg/m?), neither
S ) > 1 comorbidity, n (%)° 2,208 (77 %) > After a median of 7 months (IQR: 3, 9) virologic suppression nor CVF differed (Figure 1)
31DEC2023 Co-infections (ever), n (%) ¢ 12 (57%) experienced CVF during the first 6 months of follow-up RN ab| nifi i ated with risk of C\VF
* Virologically suppressed (VL < 50 copies/mL) at first injection Hepatitis B ’ 74 (3%) (FC') varlaz)es WETe sighiticantly ass0¢lated With TSk ©
¢+ Censoring criteria » ° 'gure £ . .
» Discontinuation of CAB+RPV LA regimen Hepa.tlltls C 193 (7%) Figure 2. Factors associated with CVF among complete initiators with > 1 VL ¢ This analysis has been updated since the abstract. A data issue
. Death Syphilis | 1,337 (47%) during follow-up and complete data (N = 2,258)a was discovered after an EHR migration which populated
. 12 months after last clinical contact CD4 cell count, median cells/uL (IQR)? 698 (519, 912) HCVF/IN (%) ; OR (95% Cl) duplicate VLs on different days. These have been resolved.
: o o
» End of analysis period (29FEB2024) Prlﬁgﬁore agent class, n (%)’ 2 227 (78%)
Outcomes : ° ' '
+ Among individuals with > 1 injection | 109 (42/0) Age, per 10 years  19/2,258 (0.8%) + 1.04 (0.71, 1.48) Key Flndlngs
» Complete initiation: First 2 sets of injections within 67 days \INZRTl ;g; (;of)) Over the first 3 years of CAB+RPV LA
T > i : p
* Among complete initiators | | > £ COre agents ( : °) Black race 11/973 (1.1%) ———e——  1.80(0.71, 4.75) availability:
* Persistence: Months on regimen; on regimen at time of Other <> Oth /1 285 (0. 6% S Rof — |
analysis * N missing: race = 120, ethnicity = 96, marital status = 185, payer = 10, BMI = ther race ’ (0.6%) - RETerence -- e Most individuals were able to remain on
*_Adherence of initiation/maintenance injectians: S PAA reguiations require masking cells with 1 10 5 mdiicals 2 CAB+RPV LA and adhere to the dosing
_ Days after last injection b Payer categories are not mutually exclusive BMI = 30 kg/m 8/705 (1.1%) _._ 1.62 (0.61, 4.09) <chedule
- 2nd jnitiation or Q1M c Atdl.east on[e o;.the following comorbiditieds (e\(er):Olaluto(ijmnmmetdi[sk?aslet,h BMI < 30 kg/m? 11/1,553 (0.7 %) Q _- Reference --
maintenance injections injections disorder, ver disease, bone disorder, peripheral neuropathy, renal disease. , Most individuals maintained virologic
On-time 23-37 >3-67 hypertension, or substance use disorder I o ‘ suppression (re ardless of BMI at
ate 28,67 2197 CD4, per 50 cells/uL 19/2,258 (0.8%) i 0.92 (0.85, 1.00) PP g
i iNnitiati | 9% VI |
Delayed 38-52 68-112 Table 2. Persistence and adherence among complete i initiation), with 95 /_O .V|rolog|cally
Missed 53-67 113-127 initiators (N = 2,618) Odds Ratio Suppressed at last visit
- - @Sex, Injection drug use, history of AIDS-defining illnesses, comorbidities, and core agent class .
Discontinued > 87 —— (_Zo_rr_lplete of prior regimen were evaluated as potential predictors of CVF but not included in the  CVF was Infreq uent
¢« Amona comblete initiators with > 1 VL durina follow-u Initiators multivariable model as one subgroup per variable had < 5 CVFs
ng comp . 9 P .
 Virologic controll: Maintenance of _VL < 50 copies/mL Months of follow-up, median (IQR) 11 (6, 18)
* CVF: 2 consecutive VLs > 200 copies/mL or 1 VL > 200 Receiving CAB+RPV LA at time of analysis, n (%)? 2,179 (83%) |Abbreviations A.cknowledgeme.nts | | -
_cc.)ple.s/mL followed by discontinuation within 4 months Received 219 initiation injection on-time 2 188 (84%)  ADAP, AIDS Drug Assistance Program; AIDS, Acquired immunodeficiency syndrome; ART, This research would not be possible without the generosity of people living with
Stratification . . . L o antiretroviral; BMI, body mass index; CAB+RPV, cabotegravir + rilpivirine; CVF, confirmed virologic HIV and their OPERA caregivers. Additionally, we are grateful for the following
+ Virologic outcomes were assessed overall and stratified by BMI at nd|V|d.uaIs with 2 1 mamter?a_ﬂce_ mJectlon., n (%) 2,360 failure; FDA, Food and Drug Administration; HIPAA, Health Insurance Portability and Accountability indiv.iduals: Lito Torres (SAS programming), .KeIIleh & Kristine Ferguson (QA),
first injection (< 30 vs. > 30 kg/mz) Received all maintenance Injections on-time 1,475 (62 %) @lct; HIV, fli;‘mlan |mmtgnodef;_oen.ﬁyl.\tnruslinlé\llaﬂ, |ntegLaseh|nh|b|tor; IJ[(%R mtelr\(lqltljaREI’E;le range; Il(g; y Bernie Stooks (datla r?ana(?err(ljent),hLlsa LL(Jt|ZI & I\|I|§ole Slhawf(data )
S : . : llogram; LA, Iong-acting; mL; milliiter; , Men wno nave sex with men; , hoN-nucleoside management/quality), and Judy Johnson (clinical data classitication).
Analyses = delayed maintenance injections, n (%) /11 (30%) reverse transcriptase inhibitor; OR, odds ratio; Pl, protease inhibitor; PWH, people with HIV; Q1M, /-\
. . Lo : > : : A ; 0 0 - . : : : : . T o
. |\/|u|t|\./ar|ab|e. logistic regression was used to assess factors > mIS§ed lmalntenan.ce InJ.eC’[IOﬂS, N (A)) . 279 (12 A)> zoirrw]thlélodhoosrl?gtzcdhgd\;Jle,vﬁjl}g,agvery 2 months dosing schedule; US, United States; VACS, Veterans Support V"V EprIdlanM o
associated with CVF ? Including individuals who discontinued and reinitiated during the study period 9ing Y. V& This research was supported by ViiV Healthcare Healthcare N0
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