Patient Adherence to Long-Acting CAB and RPV Injections Through 96 Weeks THPEBO084
of Maintenance Therapy in LATTE-2
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Introduction Adherence measures ® 78% (179/230) of participants were fully adherent to the prespecified dosing Table 2. Timeliness of Injections Relative to Date of Projected
® Cabotegravir (CAB) and rilpivirine (RPV), formulated as long-acting (LA) @ Adherence to LA therapy was calculated as the proportion of injection visits schedule, with 829 (188/230) having no late injection visits and 13% Dosing Visits®
injectable suspensions, are currently under evaluation as a once-monthly or occurring within protocol-defined + 7-day dosing window over the expected (31/230) having only 1 late injection visit (Table 1) Q8W IM Q4WIM M Subtotal
every-2-month dosing regimen for the treatment of HIV visits up to'Week 9_6_(inje_ction visits occurring within the d_osin_g _window from o R_ele_ttive to the proje_cted visit date, 39_)0_6 (9_8%).ir?jection visits took place % of Injection Visits (N=115) (N=115) (N=230)
® Upon authorization, CAB LA + RPV LA will be the first long-acting regimen date of projected visit divided by number of expected dosing visits up to Wlthlllthg * 7—_day \_Nl_ndow, 15 (<1%) injection visits were >7 days early, and Total number of expected 1449 2543 2992
that can minimize the burden of daily dosing Week 96 or early withdrawal) 61 (2%) injection visits were >7 days late (Table 2) dosing visits
® Safety _a_nd efﬂcacy data from.the LATTE-2 study have _demonstrated the q :)nndcl\éldatljﬁcli (;g\;t%r:qc; IRul?]\sl égfg&llz?jsi r?cejg;gl]ssti;i?ea; ;t(f;tlauzaer;e visit were counted € 7 missed visits were pr'ep')lanneq and c'o'ver('ad by. c.)ral CAB/RPV therapy . Early out-of-window injection (more 6/1449 /2543 15/3992
tolera_blllty and viral suppression of CAB LA + RPV LA in treatment- 3 _ _ | _ « No PDVFs for any participant with an injection visit outside of the + 7-day window than 7 days early relative to projected (<1%) (<1%) (<1%)
experienced, HIV-1-infected adults @ In addition, patient-reported medication adherence was assessed by the Table 1. Adh for Selected O8W IM and QAW IM Treat (A visit date)
S . . ot ; ; able 1. erence for Selecte an reatment Arms
® Adherence to injection visits and patient-reported outcomes (PRO) data HIV Medlcatlgn Questlonnal.re (HIVMQ) B Within-window injection (= 7 days 1416/1449  2490/2543 _ 3906/3992
from the LA:I'TE-Z study have been collected in parallel to further explore ¢ The HIVMQ included 6 questions asked separately about each LA injectable Q8W IM Q4W IM IM subtotal relative to projected visit date) (98%) (98%) (98%)
participants’ behavior and experience with the new form of administration and oral tablet medication and was used to evaluate acceptability, tolerability, and % of Participants (N=115) (N=115) (N=230)
participant-reported medication adherence m p p Late out-of-window injection (more 23/1449 38/2543 61/3992
; ; Adherence to dosing window : . 0 0 0
Objective « Responses are evaluated on an individual-item basis with scores ranging from (projected visit dateg relative to Day 1, £ 7 days)? than 7 days late relative o projected (2%) (2%) (2%)
® To evaluate the adherence to injection visits and patient-reported experience 0 to 6 (0 refers to “none of the time” or “none at all,” and 6 refers to “all of the time” : visit date)
ici ivi i or “ave reat deal”) <75% 1/115 (<1%) 0/115 1/230 (<1%) ) . - .
of 230 participants receiving CAB LA + RPV LA in the LATTE-2 study g Missed injection with oral bridging 3/1449 4/2543 7/3992
75% to <85% 5/115 (4%) 1/115 (<1%)  6/230 (3%) (<1%) (<1%) (<1%)
Methods Results 85% to <90% 0/115 3/115 (3%)  3/230 (1%) Unverifiable 1/1449 2/2543 3/3992
® LATTE-2is a phase llb, multicenter, open-label study in ART-naive Figure 2. Timeliness of Injections Relative to Date of Projected 90% to <95% 16/115 (14%)  10/115 (9%)  26/230 (11%) (<1%) (<1%) (<1%)
HIV-1-infected adults Dosing Visits* 95% to <99% /115 15/115 (13% 15/230 (7% aCalculated by using actual injection visit date minus projected visit date from Day 1.
P Part|C|pants completlng the 20-week induction perlod were randomized 2:2:1 on I —— I ° 0 ( 0) ( 0) Note: Additional unscheduled injections are excluded from all derivations.
Day 1to IM CAB LA + RPV LA every 8 weeks (Q8W) or every 4 weeks (Q4W) 50% 1 | | 100% 93/115 (81%)  86/115 (75%) 179/230 (78%)
or to oral CAB + abacavir/lamivudine (ABC/3TC) in the maintenance period | 45 o8 | Number of late injections outside of dosing window )
@ The target date for subsequent injection visits was projected from the Day 1 o 40% - E E (>7 days late relative to projected visit dates) Conclusions
visit date % ! ! 0 96/115 (83%)  92/115 (80%) 188/230 (82%) ® CAB LA + RPV LA injectable regimens, when administered within the
® Protocol-defined virologic failure (PDVF) is defined as 2 consecutive HIV-1 > 30% 1 ! ! 1 17/115 (15%)  14/115 (12%) 31/230 (13%) prespecified + 7-day dosing window, demonstrated comparable antiviral
RNA levels 2200 c/mL after prior suppression to <200 c/mL 8 I I > 1115 (<10t 115 (4% 61230 (3% activity compared to daily oral CAB + 2 NRTIs through 96 weeks of
Figure 1. LATTE-2 Study Design 3 20% ] : | (<1%) (4%) (8%) treatment in virologically suppressed patients
% E E 3 07115 3/115 (3%) 3/230 (1%) @ Patients participating in the LATTE-2 study demonstrated high rates of
10% | . . 24 1115 (<1%)  1/115(<1%)  2/230 (<1%) adherence to injection visits through 96 weeks of follow-up, with 98%
1 1 o = o o = - =
CAB LA 800 mg IM loading doze +RPV LA 900 mg IM on Day 1 0 0 < <1 : : 1 1 <1 <1 aAdherence percentage = number of injection visits occurring within the + 7-day dosing window from date of of injections occurring within the + 7-day window
thon . ; > perce ts oceu ; . . o _
CAB LA 600 g second Ioacing dose at Week 4 e T e e 0 200 o 02 " s0r Too i 2;‘2?5‘;,?;;2;{“"’6" by number of expected dosing visits up to Week 96 or early withdrawal (exclucing periods ® HIVMQ results demonstrated similar treatment adherence in the
CAB LA 600 mg IM + RPV LA 900 mg IM at Week 8 and Q8W thereafter maintenance No.ofvists O 0 9 6 146 92 348 191 1169659 413 241 414233 36 21 2 2 2 groups, with 96% of Q8W and 96% of Q4W patients reporting that
) A IM dosing - - ) ) o . . .
(f:fm"gf)d Loading doses on Day 1 and Week 4 Tt Timing of injections relative to projected dosing visit, d ° By H|VMQ (item D), 96% (104/108) of Q8W and 96% (95/99) of Q4W they always took their medlcatl.orl exactly as recommende(_j
T CAB LA 800 mg IM loading dose + RPV LA 600 mg IM on Day 1 (Q8W or Q4w) = Cabotegravir + rilpivirine IM Q8W (n=115; 1449 visits)  ® Cabotegravir + rilpivirine IM Q4W (n=115; 2543 visits) participants at Week 96 reported they always took/received medication ® These results suggest that LA injectable therapy may provide an
iod then A ) n . A A .
S CAB LA 400 mg IM +RPV LA 600 mg IM Q4w IM, intramuscular; Q4W, every 4 weeks; Q8W, every 8 weeks. exactly as recommended vs 70% (32/46) of oral CAB participants (with alternate, directly observed therapeutic option, which may help improve
Loading dose on Day 1 Swith o paricpant: N _ respect to the oral CAB tablet) adherence in some patients
CAB 30/mg|+ ABC/3TC PO QD ey @ 309 participants were enrolled: 91% _m_ale, 20% non-whltez and_ 19% ® By HIVMQ (item E), 76% (82/108) of Q8W and 68% (67/99) of Q4W
A 4 4 4 4 A 4 HI\(-% RNA >1?10’000 c/;nl2_,5§86 p;gr_ﬂmpfmts Welretraéntcri]omlzgdtlnto the h participants at Week 96 reported it was never inconvenient or difficult to Acknowledgments:
;fjgy Day 1 W32 was W96 . W100b  W128 W160 maintenance phase, an participants compieted the maintenance phase take/receive medication as recommended vs 39% (18/46) of oral CAB We thank everyone who has contributed to the success of this study, including all study participants
events P ommeion o ® Through 96 weeks of maintenance treatment, 94% (108/115) of Q8W participants (with respect to the oral CAB tablet) and their families; the LATTE-2 clinical investigators and their staff; Viiv Healthcare, GSK, PAREXEL,
! ; ' i' 'i 0 i~ i i ) and Janssen study team members; and Joseph Piscitelli, who contributed greatly to the creation of this
doseselection analysis L5 and 87% (100/115) of Q4W parUmpgRts V\éere VIrOIOglfca”yl suppressgq € Note: Data presented for the HIVMQ, items D and E, for Q8W and Q4W are poster. The LATTE-2 study was funded by ViiV Healthcare, which owns CAB and is responsible for its
ABC/3TC, abacavir/lamivudine; CAB, cabotegravir; IM, intramuscular; LA, long-acting; PO, oral; QD, once daily; (H|V-1 RNA <50 ¢/m L) Compared with 84% (47/56) of oral CAB part|C|pants the mean of the CAB LA and RPV LA item scores for each participant, rounded dev_eIOpmentv and W?'S conducted collab_oratively with ‘]a_nss‘?n R&D. Editorial assistance.and graphic
Q4W, every 4 weeks; Q8W, every 8 weeks; RPV, rilpivirine. 2Participants who withdraw after receiving at least 1 by FDA snapshot to the nearest integer design support for this poster were provided under the direction of the authors by MedThink SciCom
IM dose will be followed on study via long-term follow-up period with quarterly visits for 52 weeks. PIf eligible. and funded by ViiV Healthcare.
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