SOLAR 12-Month North American Results: Randomized Switch Trial of CAB + RPV LA vs. Oral BIC/FTC/TAF
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3 We present Month 12 efficacy, safety, and patient-reported outcomes for Table 1. Baseline Characteristics Table 4. Safety Summary Through Month 12 Excluding Injection Site Figure 3. Treatment Preference and Reason for Preference* at Month 12
North American (NA) participants in SOLAR: a Phase 3b, randomized, mITT-E population CAB +(||$:2\{II6_;A Q2M B'C(=I{|F=T1%T)AF Reactions (ISRs) (or Withdrawal)
active-controlled study comparing outcomes for participants switching Age, median (range), years 34 (18-74) 35 (20-66) ITT-E population CAB + RPV LA Q2M BIC/FTC/TAF n6=0/200* m CAB + RPV LA Q2M (n=180)*
" " u = . u — = (0]
to cabotegravir + rilpivirine long-acting (CAB + RPV LA) dosed every 2 >50 years, n (%) 34 (16) 15 (14) Parameter, n (%) (n=223) (n=113) 0 5%  dortt have to worry a6 much about remembering (0 ‘
] ] ] ] ] ] ] - - H . . o
months (Q2M) vs. continuing daily oral bictegravir/emtricitabine/tenofovir Sex at birth, n (%) Any AE 164 (74) 83 (73) take HIV medication every day 87%
lafenamid (BlC/FTC/TAF) ver 12 month Female 31 (14) 17 (16) Drug-related 32 (14) 1(<1)
alatena € ove ontns. Male 185 (86) 92 (84) Any Grade =3 AE 22 (10) 13 (12)
. . . . . Race, n (%) D lated 3 (1 0 It is more convenient for me to receive injections Q2M _ 86%
3 CAB + RPV LA Q2M was efficacious for the maintenance of virologic White 120 (56) 65 (60) rug-relate (1)
suppression in NA participants, with one participant (<1%) meeting the Black/African American 82 (38) 38 (39) Lesdmg tT :vzhdrawal 150(2(4)1*) | (;1)
confirmed virologic failure (CVF) criterion in the intention-to-treat Asian 3 (1) 2(2) - ' do not have to carry my HIV medication with me 4%
exposed (ITT-E) population Other races” 16 4 @) Any serious A% °® ) 20%
- Ethnicity, n (%) Drug-related 1 (<1) 0
. . . : : : *Dysesthesia/limb discomfort/paresthesia/peripheral swelling, n=1; dizziness, n=1; fatigue, n=1; deafness/ear congestion/fatigue, n=1; myocardial infarction, n=1. . | do not have to think about my HIV status every day _ 67%
Switching to CAB + RPV LA Q2M was well tolerated and improved Hispanic or Latinx 62 (29) 28 (26) $acute myocarcialnfarcton (non-ftai n=1. - i * gestoniERese e t CAB + RPV LA Q2M i
. . . . . Welght, median (|QR), kg 83.9 (73.3—97.1) 83.6 (721—985) AE, adverse event; BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB, cabotegravir; ITT-E, intention-to-treat exposed; LA, long-acting; Q2M, every 2 months; RPV, rilpivirine. m BIC/FTC/TAF
treatment satisfaction vs. continuing BIC/FTC/TAF over 12 months, with BMI, median (IQR), kg/m? 27.2 (24.1-31.5) 27.3 (24.2-32.6) No preference
most participants preferring LA therapy over daily oral therapy. >30 kg/m2, n (%) 67 (31) 38 (35) *  The number of NA participants with adverse events (AEs) was similar between the LA (74% [n=164/223]) and BIC/FTC/TAF | was tired of taking tablets for my HIV every day — 63%
*Other race participants: American Indian or Alaska Native, n=4 (CAB + RPV LA Q2M); multiple, n=7 (CAB + RPV LA Q2M), n=4 (BIC/FTC/TAF). arms (73% [n=83/113]) (Table 4). . . . . ,
A higher pl'OpOl'tiOh Of participants reporting a fear of diSC|osure, glzcl\//::"l(;s(/e'rl'yAzF,nk:g:r:?tgsr?éigs?wrtiIrgt?rﬁir;fe/tenofoviralafenamide; BMI, body mass index; CAB, cabotegravir; IQR, interquartile range; LA, long-acting; mITT-E, modified intention-to-treat exposed; ° Drug'lrelatedbAE]S were higher in the LA vs. BIC/FTC/TAF arm (140/0 VS. <1°/o); however, drug-related AEs Ieading to withdrawal 0 20 40 60 380 100
: > reminder of HIV status, or adherence anxiety related to HIV treatment at *Or32sNA K;TiTcii?nti)(% n=325/670) of Jge(ffbal population), 216 (66%) switched 2t§> LA ang 109 (34%)Ccz\>plti(rlti\ed were oW i BoTh arms. Proportion of participants (%)
H - - = a e ’ were 1rom e arm! n= ! arm! n= an were 1rom arm, *Top five most frequently reported reasons for preference. Tn is the total number of responders to the preference questionnaire. Percentages are rounded to the nearest whole number an ererore
basellne had Improvements In these faCtors in the CAB + RPV LA QZM n=35: BIC/FTC/TAF arm n=17) Table 5 ISR Summa (Event_LeveI) Throu h Month 12 mTa;r]:otequalt:Og%. I:}Isﬂr\)ettot(::\lnumberfofFE,I)artficipants;rvho it:dicta:ezjaperere]:'nce?orgABIt-Rt’rI;VpLAfQZM. quest i @ dedtoth thol ° d theref
. o ’ ' . . . 5 . " ry g BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB, cabotegravir; LA, long-acting; Q2M, every 2 months; RPV, rilpivirine.
arm vs. the BIC/FTC/TAF arm. * Baseline characteristics were comparable between the NA participants and the global population,5 although a higher
proportion of NA participants were Black/African American (37% vs. 21%) or Hispanic or Latinx (28% vs. 20%) and had a ITT-E population CAB + RPV LA Q2M * Atthe time of study withdrawal or at Month 12, 90% (n=180/200) of participants in the LA arm preferred CAB + RPV LA
body mass index (BMI) 230 kg/m? (32% vs. 22%). Parameter, n (%) (n=223) compared with 6% (n=11/200) who preferred daily oral BIC/FTC/TAF; 5% (n=9/200) reported no preference (Figure 3).
. . . . i ST *  Supportin for LA th fi included not having t bout bering to take HIV medici
S aeEr e rassling =1 ifeaisn 217 (97 pporting reasons for erapy preference included not having to worry about remembering to take medicine,
Flgure 1. Vi rologlc Response at Month 12 NumbSr of injectionsg 0 : 284(10 ) convenience, and not having to carry HIV medication; reasons for LA preference were similar between US and CAN.
. 100 - 0 94% : *  Supporting reasons for participants preferring BIC/FTC/TAF (US, 4% [n=7/167]; CAN, 12% [n=4/33]) included aversion to
I ntrOd u Ctl O n 5 9 88% m CAB + RPV LA Q2M (NA; n=216) ISR events, n* 792 injection, convenience of oral therapy, the inconvenience of LA clinic appointments, the reliability of oral medication to keep
_ _ _ S E 80 - Pain, n (% of injections) 603 (21) viral load undetectable, and other reasons.”
e CAB + RPV LA Q2M is the first and Only complete LA regimen recommended €& 60 - m BIC/FTC/TAF (NA; n=109) Nodule, n (% of injections) 41 (1) *Aversion to injection (US, 100% [n=7/7]; CAN, 25% [n=1/4]); other reasons (US, 43% [n=3/7]; CAN, 50% [n=2/4]); convenience of oral therapy (US, 29% [n=2/7]; CAN, 50% [n=2/4]); inconvenience of
for the malntenance Of V|r0|og|C SuppreSSIOn |n people ||V|ng Wlth HIV (PWH) 1-3 8_9- 3 I (0/ ¢ { ) 36 (1) LA clinic appointments (US, 43% [n=3/7]; CAN, 0%); reliability of oral medication to keep viral load undetectable (US, 43% [n=3/7]; CAN, 0%).
. 9O welling, n of injections . . . .
e Treatrment quidel o the botential of CAB + RPV LA o | idual £ 40 o 39n % gf ISR‘ vento)t 3) Figure 4. Improvement in Fear of Disclosure, Reminder of HIV Status, and
reatment guidelines recognize tne potential o O Improve Indaividua Q ’ - . . . .
20 1 12% 6% Medi | Adherence Anxiety Related to HIV treatment in Participants Reportin
: : : : : : : : o edian duration (IQR), days 3 (2-5) y P P 9
quality of life by helping to alleviate privacy and stigma concerns, as well as improving <1% <1% B e .
. . . 0 - - Participant withdrawal due to injection-related reasons, Challenges at Baseline
Conven|ence;1_3 therefore, CAB + RPV LA may be Un|que|y SU|ted to Support the Viro(lggi)c non--re/spli))nse \fi;'gloogic §uc/ce|3s No virologic data n (% of participants with injectians) 8 (4) 1009
. ’ “ ” . . 200 copies/m copies/im A - . ]
attalnment Of the proposed U NAI DS fourth 90 (health-related quallty Of Ilfe)4 BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB, cabotegravir; LA, long-acting; NA, North American; Q2M, every 2 months; RPV, rilpivirine. C'A,\Ag,ng;ebgtjeeg:la?/?rffgs,rii?grlglljna:ilc)er?zat:gg;cl)geR,l?n?é;:i—cr)]r?rseit\g?;:t?os;r?'ﬁé,?;tggzgi-?gffea:t exposed; LA, long-acting; Q2M, every 2 months; RPV, rilpivirine. o g 80(y
* The Phase 3b SOLAR StUdy (NCTO454207O) demonstrated noninferior eﬁicacy of At Month 12, the proportion of NA participants (mITT-E population) with HIV-1 RNA <50 copies/mL was 88% (n=189/216) in Most ISR Grade 1 or 2 (98%) and short-lived (median 3 days) (Table 5) EZEJ % 0 coorromar
. . C . . : I ici - ulation) wi - I W o (n= I . 0s s were Grade 1 or o) and short-lived (median 3 days) (Table 5). =3 m BIC/FTC/TAF
switching to CAB + RPV LA Q2M vs. continuing daily oral BIC/FTC/TAF at Month 12, the LA arm vs. 94% (n=102/109) in the BIC/FTC/TAF arm (Figure 1). *  Pain was the most common ISR reported in both the US (19%) and CAN (36%) participants, with few (4%, all from the US) % § 50 549 61%
' 0 ' ici ' S discontinuing due to injection-related reasons. Q=
with 90% of switch participants preferring LA therapy. Table 2. Month 12 Snapshot Outcomes g j 58 .
* Clinical outcomes for PWH receiving CAB + RPV LA may be impacted by patient : i : . 5 c
and viral factors, the prevalence of \?vhi ch can vary by ge};graphizal Iocat?gg 5 mITT-E population CAB + RPV LA Q2M BIC/FTC/TAF Figure 2. Change in Total Treatment Satisfaction (HIVTSQs)* Through 5o
, : Outcomes, n (%) (n=216) (n=109) Month 12 o€ 20
] ] ] L] (] L] . D- O
* In this post hoc descriptive analysis, we present Month 12 efficacy, safety, and patient- HIV-1 RNA <50 copies/mL 189 (88) 102 (94) 3 .
reported outcomes for NA participants from the SOLAR StUdy. HIV-1 RNA 250 copies/mL 1<) 1<) Fear of disclosure | Adherence anxiety | Reminder of HIV status
Data in window not below 50 copies/mL 1(<1) 1(<1) m 66 (max) jl\ljlart.icip?ntswr}o SCO‘I,'e(;l ;alw?.ys"/t“oﬁten“ attlbasg‘llipe toI a;Iy one“c;f t?tree: siqglfetz—it?mtq;est:.onstarld whotglso ’I}?d ncl) ’r‘?‘issing ?lalta at l;/lﬁ?\t/h 12t . LA 80% (o384
Discontinued for lack of efficacy 0 0 Blgylir}%/l:?EF,%X’Zy(ii 3/22?.I22h2r::£2$ﬁasty: E&?%/2°/S?xi;8%3§?8?éllgT87TzF, ggf/olrzﬁ=(1)97209n)1.eRI21n?isnderj§)I/-|l\7 itvft'us 52781% (ni;l;; )I;Sé:I%S/;rTeé/TAF, 48°°§: (_n=13/2)'7).
. . . . BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB, cabotegravir; LA, long-acting; Q2M, every 2 months; RPV, rilpivirine.
e O s Discontinued for other reason while not below 50 copies/mL 0 0
_ : * The proportion of NA participants reporting either a fear of disclosure, reminder of HIV status, or adherence anxiety related
* SOLAR is a Phase 3b, randomized (2:1), open-label, multicenter, noninferiority study NOURIRYEEELE 26 (12) 6(6) Month 6 fo HIV treatment at study eniry was similar across ams (LA, 47% [n=101/216]; BIC/IFTC/TAF, 48% [n=521109]).

. . . . . Discontinued due to AE or death* 8 (4) 1(<1) +3.33 (2.13, 4.53) . on , there was a decrease in the proportion of participants reporting any one of these challenges across bo
asse_ssIng SW|tCh|ng V|rolog|0ally Suppressed adults to CAB + RPV LA Q2M vs. Iy wmye— 17 (8) 5 (5) m CAB + RPV LA Q2M treatment groups (LA, 35% [n=66/191]; BIC/FTC/TAF, 36% [n=38/105]), with greater decreases observed in the LA arm
continuing BIC/FTC/TAF.° o T (Month 6, n=209; + 0.60 (-0.77, 1.97) regarding challenges around fear of HIV status disclosure and adherence anxiety.

. . e . On study but missing data in window , _ 1) 0 | Month 12, n=192) + Fear of HIV status disclosure: LA (baseline, 23% [n=49/216]: Month 12, 9% [n=17/191]); BIC/FTC/TAF (baseline, 24%

* The primary analysis was based on the modified intention-to-treat exposed e ) e e B O T oL ol conirs [126109]; Month 12, 17% [n=18105)). Adherence anxiety: LA (baseline, 27% [n=59/216]; Month 12, 18% (1341911
mITT-E) population (exclusion of one trial site in the NA reaion for non-compliance Q2M, every 2 months; RPV, rilpivirine. mBIC/FTC/TAF BIC/FTC/TAF (baseline, 28% [n=30/109]; Month I2, 21% [n=22/105]). Reminder of HIV status: LA (baseline, 25% [n=54/216];
to protocol entry criteria). *  Rates of virologic suppression were also similar between participants in CAN and the US across both treatment arms Month 12, n=105) +3.40 (2.27, 4.53) * Of those participants reporting challenges at baseline, a higher proportion of participants in the CAB + RPV LA Q2M arm

reported improvements across each of the three questions compared with participants receiving BIC/FTC/TAF (Figure 4).

. . . . . . . o/ - o/ - . o/ - 0
* In this post hoc analysis, outcomes for SOLAR participants in the NA region, (LA arm: CAN, 89%; US, 87%; BIC/FTC/TAF arm: CAN, 100%; US, 92%). —1.07 (~2.83, 0.69)
. . P : * ' DA -
comprising the United States (US) and Canada (CAN), were assessed. Table 3. NA Participant With CVF (ITT-E) A S S S S Conclusions
° : -t . HIV-1 Viral RPV RAMs INI RAMs RPV RAMs INI RAMs Phenotypic ) ) ) ) . L . . . . .
Endpoints assessed at Month 12: Sbg);hat Ba;:,“ne subtype load at observed observed  observed observed resistance . e ¢ Adjusted mean (95% Cl) change in total Switching to CAB + RPV LA Q2M from BIC/FTC/TAF was efficacious for the Inan;tenance of virologic suppression and was
 Proportion of participants with plasma HIV-1 RNA =50 copies/mL and <50 copies/mL countr (kgim?) .ot SVFICVF  atbaseline  atbaseline  atfailure at failure (fold-change) I(:nn?)%(t)l!ll; HIVTSQs score well tolerated in NA participants, consistent with results for the global population.
(FDA Snapshot algorithm) y 19 baseline (copies/mL) (proviral DNA) (proviral DNA) (viral RNA) (viral RNA) to RPV/CAB *  The overall CVF rate was low (<1%), with one NA participant in the ITT-E population having CVF in the CAB + RPV LA arm.
p g . Male Assa Assa E138E/K + 4 2/assa *HIVTSQs: 12-item version; range per item was 0-6, where 0 = “very dissatisfied” and 6 = “very satisfied.” Total score = sum of items 1-11; item 12 is not included in . o . . . . . . .
e |ncidence of CVF (tWO consecutive HIV-1 RNA =200 co |eS/mL) ’ 30.5 Ct 3797/928 : y : y None e y 3 summary scores. Baseline mean (standard deviation) scores were 58.06 (8.61) and 59.64 (7.16) for the CAB + RPV LA Q2M arm (n=216) and BIC/FTC/TAF arm (n=109), * CAB + RPV LA was well tolerated, with most (98%) ISRs being mild to moderate in severity, short in duration (median
- P ; USt failed failed Y181Y/C failed respectively. BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB, cabotegravir; Cl, confidence interval; HIVTSQs, HIV Treatment Satisfaction 3 days), and rarely leading to withdrawal (4%), comparable with the ISR profile for the global population_5
ili * - - . . - . .. ) . o Questionnaire stat ion; LA, long-acting; Q2M, 2 months; RPV, rilpivirine. , o , , . _ o
* Safety andtolerabilty. = o o | o or N erticanireceing A3« RPY LAQZM iy he T pepiaton el e CUF ceintyoush on 12 ror o nilingin e sy e pricipnt e ecived roifepriorART R P R PR EE A SR T AR * Treatment safisfaction improved to a greater magnitude in NA participants who switched to CAB + RPV LA vs. continuing
* Treatment satisfaction (12-item HIV Treatment Satisfaction Questionnaire status version ART, antiretroviral therapy; BIC/FTC/TAF, bictegravir/emtricitabine/tenofovir alafenamide; BMI, body mass index; CAB, cabotegravir; CVF, confirmed virologic failure; INI, integrase inhibitor; . . . . BIC/FTC/TAF; most participants (90%) preferred LA therapy over daily oral therapy at Month 12.
. . . . ITT-E, intention-to-treat exposed; LA, long-acting; mITT-E, modified intention-to-treat exposed; NA, North American; Q2M, every 2 months; RAM, resistance-associated mutation; RPV, rilpivirine; ° Mean adJUSted HIVTSQS scores lmproved toa greater magthde from base“ne to Month 6 and Month 12 fOI' LA VS. .. . . . .
[HIVTSQs]) and treatment preference (preference questionnaire [single question]). SVF, suspected virologic failure. BIC/FTC/TAF NA participants (Figure 2). Of participants who reported either a fear of disclosure, reminder of HIV status, or adherence anxiety related to HIV
* Three single-item questions exploring how often an individual: feared disclosure of their * In the mITT-E population, no NA participants in either arm met the CVF criterion through Month 12. «  Mean adjusted HIVTSQs scores improved across both US and CAN from baseline to Month 6 (US: +4.05 vs. —0.36; trea:]m?n;[] at ﬁtUdy entry, a higher progor'fi(r)]n of participants in the EQ?F‘;_CR/I_T_X;—A Q2M arm reported improvements across
. - T : : : One NA participant receiving CAB + RPV LA in the ITT-E population met the CVF criterion through Month 12. CAN: +2.29 vs. +0.29) and Month 12 (US: +4.59 vs. —2.35; CAN: +5.81 vs. +0.94) for LA vs. BIC/FTC/TAF participants. each of the three questions compared with participants receiving :
HIV stat_us, felt that taking HIV medlcajuon was an uncomfortable reminder of their HIV status; *  Genotyping for this participant failed at baseline; the participant had RPV resistance-associated mutations (RAMs) E138E/K + * AtMonth 12, mean (standard deviation) scores were 62.70 (6.11) vs. 57.58 (10.68) and 62.63 (7.39) vs. 60.29 (5.44) for * These data reinforce the ability of CAB + RPV LA to potentially address important unmet needs for some PWH in NA who
had anxiety related to adherence requirements. Y181Y/C and no integrase inhibitor RAMs detected at failure (Table 3). LA vs. BIC/FTC/TAF participants in the US and CAN, respectively. are virologically suppressed on oral daily ART.
;Agtgr consl,uita(;[ii)n V.Vith.f.a bli?deg externtal (ixpert, 1 p?nicipe}[nts wtere lexcltuded.;‘ro.m t?e ITT'tE gopg{lation (n=681) due to critical Acknowledgments: References: 1. U.S. Department of Health and Human Services. Guidelines for the Use of Antiretroviral Agents in Adults and Adolescents with HIV. 2023. Available from: https://clinicalinfo.hiv.gov/en/guidelines. Accessed September 2023.
Indings refated to signiticant and persistent hon-compliance to protocol entry criteria at one study site. The SOLAR study was funded by ViiV Healthcare. The authors thank everyone who has contributed to the success of the SOLAR 2. European AIDS Clinical Society. Guidelines Version 11.1. 2022. Available from: https://www.eacsociety.org/media/quidelines-11.1_final _09-10.pdf. Accessed September 2023. 3. International Antiviral Society—USA. Antiretroviral Drugs for
tAssessed at Month 11 for CAB + RPV LA Q2M participants starting with injections and Month 12 for CAB + RPV LA Q2M study, including all study participants and their families, and the SOLAR clinical investigators and their staff, in Australia, Austria, Treatment and Prevention of HIV Infection in Adults: 2022 Recommendations of the International Antiviral Society—USA Panel. 2022. Available from: https://www.iasusa.org/resources/quidelines/. Accessed September 2023.
Belgium, Canada, France, Germany, Ireland, ltaly, Japan, the Netherlands, Spain, Switzerland, the United Kingdom, and the United 4. Lazarus JV, et al. BMC Med. 2016;14(1):94. 5. Ramgopal M, et al. Lancet HIV. 2023;10(9):e566—e577. 6. Orkin C, et al. Clin Infect Dis. 2023; doi: 10.1093/cid/ciad370.

participants who started with an oral lead-in and BIC/FTC/TAF participants (referred to as Month 12 throughout). st : . . : _ _ _ .
States. Editorial assistance was provided by Poppy Mashilo at Scimentum (Nucleus Global), with funding provided by ViiV Healthcare.
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