Early Switch to CAB+RPV LA in Treatment-Naive Adults With HIV-1: Month 11 Outcomes From VOLITION
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(CAB+RPV LA) injections after quickly getting the virus under control on daily pills.

+ Those who chose to switch to CAB+RPV LA did very well. They kept their virus under control, virologic suppression through shared decision-making can enable treatment success,
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* CAB+RPV LA and dolutegravir and lamivudine (DTG/3TC) are integrase strand transfer inhibitor- Table 1. A Diverse Population of Participants Chose to Switch to CAB+RPV LA at DoC « Median (interquartile range [IQR]) CD4+ cell counts increased from DoC to Month 11 b (n=90/127, 71%), and more autonomy in their treatment (n=80/127, 63%; Figure 3).
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Phase 3b, multicenter, non-randomized, parallel-group, open-label, implementation-effectiveness study Median (IQR) weight (kg) 77.7 (65.3, 86.0) Time to virologic failure (months) ° these participants did not meet CVF
: Suppression : Median (IQR) BMI (kg/m2) 25.5 (22.4, 29.4) Viral load at SVF/CVF criteria based on retrospective retestin ' ' ' ' :
Screening Phase Phase Maintenance Phase BMI (kg/m?) category, n (%) (copies/mL: cobas 6800) 405/1410 th the RealT; p g 0 1 2 3 4 5
Eligibility criteria: @ Overweight (25 to <30) 47 (36) : Wi € Reallime assay. Mean (SD) change from DoC in HIVTSQst total score
gIutity 8 . Viral load at SVF/CVF L
- 218 years oldt 2 DTG/3TC Obesity (=30) 27 (21) o e me Adian e, TNorth Ameriea includes United Statee (malud (copies/mL; RealTime) 285/1213 * None of these participants had treatment- o o R | e R
- ART-naive S Median (IQR) CD4+ cell (cells/mm?) 555 (427, 668) Puerto Rios: n54) and Canaca (n-9), Ecrope incudes France (n<6), Gemmany (1-4).tly (n=8). and ’ emergent resistance mutations. CAB, cabotegravi;DoC, Day of Ghoice: HIVTSGe, HIV Treatment Setisfaction Cuestionnaire status version; LA long-acting: RPV. ipivine: SO, standard deviation.
+ HIV-1 RNA 21000 copies/mL 5 GD4+ cell(callsimm?) category, n (%) S 4 Sl et e ot (1720 s Chl (16 -1 ou i <AV at falure NNRTI: M230L
. ﬁgykgg4: f:él :I?;;TMS g CAB+RPV LA Q2M :(1)820 200 17((<61)) vilogic supresio (oo 2 HI-1 RNA <50 coisfL n-15)an baslin resstance INSTI: E138K, Q148K "CABARPY LA o weroacmisred vih 15 nch oods, and al e ver * Participants reported high levels of treatment satisfaction at DoC (mean [standard deviation; SD]
: w J amivu ine'n_ ody mass index; , cabotegravir; Do ay o oice; olutegravir; recelv:n i?g ré)n\jier}é eraa .0 | ?) ICIme;STiE;SUeX_FeSSG c\glolg ;avri]:'on 5 cobicistat; - = i i i
to study drugs | 7 | 200 to <350 20 (16) (G intorauarle range, LA long-acing: NNRTI o muciocside reverss ranarpiase nhiator, | - ART antiretrovir) ierapy; B, body mass index: OAB. eabotegravi; COBI, cobicietat total score, 57.6 [10.36]; n=127) which improved to Month 11 (Figure 4).
* No HBV infection* Day 1" Week 4-16 1 Month 11/12 =350 98 (78) RPV, rilpivirine. ART following CAB+RPV LA discontinuation DRV/COBI/FTC/TAF* INhSl')I'It int;gArl\aﬂse st.ratnd transfer i.n?itéitor; tNFRTIé{]/C;n-nUCIGOtSiC:{e .revlers.eftrf?:nscriptase
— Innipitor; , resistance-associated mutation; , suspeciled virologic railure; . . . . . .
or need for HCV therapy Interim analysis o _ _ _ _ _ TAF, tenofovir alafenamide fumarate. Figure 5. The Majority of Participants Planned to Continue CAB+RPV LA After the Study
Day of Cholce visit Primary Figure 2. High Rate of Virologic Suppression at Month 11 Part . tod t-studv treatment olans*
. - ; o analysis articipant-reported, post-study treatment plans . 0/ (n= A
P ligible f h AB+RPV LA e ) =
aricipants oligivle for switch o CABSRPY L or continuatior A. Modified* Snapshot B. Observed? Table 3. CAB+RPV LA Was Well Tolerated Through Month 11 At Month 11, 89% (n=93/105) of participants
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 The proportion of participants with confirmed virologic failure (CVF; defined as two consecutive plasma HIV-1 RNA Virologic Virologic non- No virologic data Virologic Virologic non- AEs leading to withdrawal 0 immediately fOIIOWIng.VI.rOI(.)g.IC sqppressmn Wlth,dal_ly oral thgrapy, allowed them to choose a

values 2200 copies/mL after prior suppression to <50 copies/mL). suppression response in window' suppression response Any SAEs 12 (9)8 treatment to meet their individualized needs, which is essential for long-term treatment success
* Safety and tolerability. . (<50 copies/mL) (=50 copies/mL) (<50 copies/mL) (250 copies/mL) Drug-related SAEs 0 and optimized quality of life.
¢ Patient experience OUtcomeS: Reasons for SWItCh’ advantages Of haVing the Option tO SWitCh tO AB+RPV LA’ *In the modified Snapshot algorithm, RealTime - results were prioritized over the cobas assay when available and within the Snapshot window. Tn= iscontinued study for other reasons. H .
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* HIV-1 RNA was measured using the Roche cobas 6800 assay (F. Hoffmann-La Roche) for * At Month 11, high rates of virologic suppression were observed following early switch to melanoma. pancreatis atute, preumonia, and suidal deaton, o Carcac falure, GEILILs, [l parasis, rosive gastil. herpes zoster,falent ubercudosts, mefasiati malgnan - Low rates (<1%) of CVF with resistance
H H H H H H . . . e . . s . . . AE, adverse event; CAB, cabotegravir; ISR, injection site reaction; LA, long-acting; RPV, rilpivirine; SAE, serious adverse event.
participant virologic management. Prior studies in the clinical development program have used CAB+RPV LA, with 88% (n=113/129) of participants maintaining virologic suppression, per the t “ peeton st eacion £, Enaracter T TP + High treatment satisfaction with GAB+RPV LA at Month 11
the RealTime HIV-1 assay (Abbott). ifi i i i i 0 0 iCi - iori ' . o
+ During the study, it was n}(l)t(ed . C())ntemporaneous trials, including VOLITION, that central lab modified Snap.shot (Elgure ?A). The obs.erve.d V|rolog_|c suppression rate at Month 11 was 95% * Overall, 51% of participants had a drug-related AE, the majority of which were ISRs (Table 3). - High rates of preference for continuing CAB+RPV LA after the study
) ) ) = - H 0 —_ 11 1 0 . . . .
viral load results were inconsistent with local lab findings, prompting additional testing using the L o : o . . : ) )
RealTime assay * Of the 729 injection visits in the maintenance phase, 661 (91%) were administered within the with a median (IQR) duration of 3 days (2—6). + The VOLITION study integrates shared decision-making into treatment selection by empowering

* Virologic efficacy analyses presented here are based on the results from the RealTime assay fhos'ng (‘j"_"“d‘igs%ﬁ [65f2/ 7|2i3]).o.r e?rher (1% (59/57325131), d7 days before the target injection date); * There were no AEs leading to withdrawal and no participants had drug-related SAEs; oeople to choose their preferred treatment, which can facilitate better alignment with individual
(modified Snapshot algorithm). e median (IQR) delay for late injections was 9 (8-10) days. no deaths occurred. preferences and support treatment success.
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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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