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The Longitudinal Cohort

Background Results Discussion
* Heavily treatment experienced (HTE) people with HIV Figure 1. LEN uptake between 22DEC2022 and 31DEC2023 in the Table 1. Baseline characteristics among individuals with a LEN ¢ Over the first year since LEN a}pﬁrova%l in }he US, 104 individuals
require complex and highly tailored ART regimens OPERA cohort Rx only or >1 set of LEN injections received a LEN prescription, although only 67 received any LEN
¢ Lenacapavir (LEN) : SCPUPT injections (Fig 1)
» 15t capsid inhibitor approved by the FDA (22DEC2022) . LEN Injections  Follow-up was sufficient to observe a first set of injection for
» Indicated for HTE individuals with multidrug resistant N = 104 _ = MOST PEOPIE WITh a prestription only (Hig |
HIV-1 infection who are failing their current ART . Age, median (IQR) 56 (40, 61) 55 (44, 62) » People who received LEN injections were more likely to be
regimen due to resistance, intolerance, or safety Women, n (%) <5 (<14) 17 (25) women, Black or an have an undetectable viral load, and less
CONCErns ! Black race, n (%) 12 (32) 32 (48) I|I<_;I]y to have at.hlstory| O{TAE)IS-%efmmg events than people
. - SRS 9 iniect 26 + 2 I< - . . with a prescription only (Table
. Evgﬁebi)f:(gl}\//vli?i}e;zoggém;Qjeedcgggiger\;eurz q fe;im;/\éee 5 >1 set of LEN injections E:i/pa_ﬂlCl,l 4 <(;)/c2) es/mL). n (%) 7(19) 10.(15) « People who received LEN injections had been on their prior
- / N =67 (64%) viral 10ad {CopIEs/mL), i (7o regimen for longer and tended to receive more complex
(OBR), i.e., other ARVs selected based on each person’s 50 16 (43) 35 (52) . .
susceptibility and tolerability < regimens with >1 anchor agent (Table 2)
n ! | >50 to <200 10 (27) 11 (16) + While LEN is indicated for individuals who are failing their current
Median 145 days (IQR: 60, 188) 1 set 2 sets >200 11 (30) 21 (31) regimen (i.e., resistance, intolerance, safety), 68% of initiators
Ob] active from Rx to death or study end n=42(63%) | n=25(37%) CD4 cell count (cells/pL), n (%) had a viral load <200 copies/mL, suggesting that the switch may
have been motivated by tolerability, safety or simplification
>500 12 (32) 24 (36) y TOIETaDIILY, SaTELy P
To describe LEN use in the United Median 21 days (IQR: 8, 44) from >350 to <500 6 (16) 22 (33) concerns rather than V|rqlog|c fgllure (Ta.ble R o
o £t + LEN was added to the prior regimen which was maintained
States during its first year post- Axto 1% set of Injections 2;88 t0 <350 190((2247)) 183((1 1253) unchanged in 57% (Fig 2)
- - = * The prior regimen was simplified in 19% at LEN initiation; all
approval among people with HIV in Median 24 weeks (IQR: 12, 35) Any comorbidity 33 (89) 61 (91) received fewer pills/day, most received fewer ARV agents,
the OPERA cohort from Rx to death or study end ,F?\IDS—(?efi:ingteve”nts hilstqry,)n (O(Az)}) 23 (62) 32 (48) ’ ;C(D)Li/ﬂ’[lr}g LE'N'C(jFig| 2) " o .
ayer (not mutually exclusive), n (% o OT Individuals with =1 montn oT Tollow-up experience
Medicare 6 (16) 30 (45) some changes in background regimen during LEN use (Table 2),
MethOdS Medicaid 14 (38) 31 (46) of whom 83% experienced a simplification (Fig 2)
Study design Table 2. Characteristics of the ART regimen prior to LEN start and of Commercial Insurance 24 (65) 38 (57) ¢ Study stren.gths h . -
from EHRs in the US (260 clinics, 23 US states/territories) LEN injections frgsrswsice)utirﬁg _c\l/}/r?ircal Lé;feo nthe rouy dld
* Represents ~14% of people with HIV in the US _ N=67 - Figure 2. ARV changes (A) from prior regimen to background + Study limitations
* Secondary data analysis of EHR data Prior Backgrour;d regimen at LEN start, and (B) in background regimens during . Small sample size
Study population , | , , regimen? | regimen®  follow-up » No data on resistance
* Inclusion criteria Duration of prior regimen, median 21(8,28) 7(1,24) NA A. Changes from prior to background regimen at LEN start (N = 67) « Reasons for LEN initiation and background regimen selection
+ People with HIV-1 months (IQR) could not be assessed due to their incomplete documentation
. Aged >18 years old # anchor agents¢ (excluding LEN), n in the EHR
. ART-experienced (%) Continuation * Treatment outcomes will be assessed in a future analysis
» Started LEN between 22DEC2022 and 31DEC2023 1 15(40) 10(15) 16 (24) 57% (n=38)
¢ Censoring criteria 2 11(30) 33(49) 31 (46) Fewer agents 85% (n=11) : :
. Death >3 11(30) 24(36) 20 (30) Simolifications Key Findings
. Loss to follow-up (12 months after last contact) ARV classes (excluding LEN; not B Fewer classes |54% (n=7) . . . .
+ Study end (31DEC2023) mutually exclusive), n (%) 19n_13 | i Th'S overview of the first year of I—EN US€E
. LEN discontinuation \NRTI 26 (70) 40 (60) 39 (58) 549 6116 Fewer pills/day 100% (n=13) in a large US cohort showed a varied but
ARV changes l\|IST| 3? (5338) gg (i; ) gé (Zé) o (N=16) small group of people with HIV receiving
+ Continuation: all ARVs remained the same (excluding the (30 (49) (43) B. Changes in background regimen during follow-up (N = 18)<d LEN iniections
addition of LEN) NNRTI 1(30) 32(48)  29(43) J
+ Simplification (not mutually exclusive): Entry inhibitor 2(32)  31(46) 29 (43) Most had well-controlled HIV before LEN
« Fewer ARV agents (including LEN) 21Amontr? of fO_”O\k’)V'Ulf' 4 (O/‘;j) NA NA 61 (91) Fewer agents INitiation
» Fewer ARV classes (including LEN) Al Clnieinig)s il BEIdKglionin NA NA 18 (30)
. Fewer pills/days (excluding oral LEN at initiation) regimen, n (%) | Fewer classes . A subset Of.LEN users. were able to
» Other change: changes resulting in the same or a larger # background regimen changes, N A NA 2(1,2) rewer pills/day simplity their ART regimen at LEN
number of ARV agents, ARV classes and pills/day median (IQR) nitiation or during follow-u
Analyses @ Combination of ARVs used 16 days prior to LEN Rx or first set of LEN 9 P

Injections
> Combination of other ARVs on the day of the first set of LEN injections
¢ Agent from one of the following classes: INSTI, Pl (except boosting agents),

¢ LEN uptake: number of individuals with a LEN prescription
vs. any LEN injections
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