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- Methods (Cont.) Results (Cont.)
Conclusions
: L . G Study Design ' ' ' ' ' Study-Specific Questionnaire on Day 1: Top Reasons for Switching From
« In this study of people switching from cabotegravir (CAB) + rilpivirine (RPV) to y 9 z':;t:_“eR’;tvsft';i;?:ﬁX: at Baseline and Changes at Week 4 Following Switch From CAB){I- RpPV e Dt Ol BIETT AR y P g
bictegravir (BIC)/emtricitabine/tenofovir alafenamide (B/F/TAF), side effects o y
were the main reason participants chose to switch, with the most common Mean (SD) HIVTSQs Score? at Baseline Mean (SD) HIVTSQc Score® at Week 4 Side effects of CAB + RPV 18 (55%)
being injection-site soreness, injection-site pain, and muscle aches Other 4 (12%)
. . . . . . People with HIV-1 d Out in thi lysis: . e
« A majority of participants choosing to discontinue CAB + RPV and start B/F/TAF _oope W a9e woomes n TS ana ysis: (17.1) (9.0 Anxiety about injections 2 (6%)
_ _ _ 2 18 years « Study-specific questionnaire on 0 P <0.0001¢
reported that they were not experiencing any side effects at Week 4 - Currently on CAB + RPV Q2M reasons for switch at Day 1 and @ I e Prefer oral medications 2 (6%)
. . C . . . « 21 dose of CAB + RPV (and Week 4 Low High w Better . . . o
. Parhmpgntg reported a substantial increase in treatment satisfaction 9 FEEeE s ( . Qualitative interviews with satisfaction g 66 catiofaction orse 33 o change o33 Healthcare practitioner advised switch 2 (6%)
after switching « HIV-1 RNA < 50 ¢/mL for selected participants to provide Think B/F/ITAF has fewer side effects than CAB + RPV 2 (6%)
) ) ) ) ) ) 2 6 months i i i . additional context at Week 4 aTotal score equals the sum of responses to 11 questions (from 0 = very dissatisfied to 6 = very satisfied) and ranges from 0 to 66. PThe HIVTSQc score ranges : . . o
y B/F/TAF IS an effeCtlve Optlon fOf' people Wlth H IV (PWH) Wantlng tO SWItCh from » Decision by person with HIV Week 0 4 12 24 e HIVTSQs: at baseline, Week 12 from -33 to 33; scores greater than 0 indicate an improvement in satisfaction compared with previous treatment; scores below 0 indicate lower satisfaction Good prior experience with B/F/TAF 1 (3 A))
q - . . ’ ’ compared with previous treatment; a score of 0 represents no change in satisfaction. °95% CI [24, 30]. YWilcoxon signed-rank test. Insurance or cost 1 (30/ )
CAB + RPV to a dally oral regimen or thelrfheal’glcare provider to and Week 24 B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB + RPV, cabotegravir + rilpivirine; HIVTSQ(c/s), HIV Treatment Satisfaction Questionnaire 0
switch from CAB + RPV to « HIVTSQc: at Week 4 (change/status versions). Already take daily oral medication 1(3%)
 Availability of multiple antiretroviral therapy options is important to support B/FITAF
people who may not prefer or cannot tolerate long-acting injectable treatment . Pa.rt|C|par\1/t}s rekpzrted a mean (SD) increase in treatment satisfaction (HIVTSQ, change version) of +27 (9.0) 0 2 4 N 6 8- _10 12 14 16 18 20
options 2n total, 36 participants were screened, of whom 3 did not meet all eligibility criteria. points at Wee Participants Switching to B/F/TAF (N = 33)
B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; ¢, copies; CAB + RPV, cabotegravir + rilpivirine; HIVTSQ(c/s), HIV Treatment Satisfaction Questionnaire o Improvements were seen in all aspects of treatment satisfaction *Particiant ked to select the t . tching to B/E/TAE from CAB + RPV f st of ected of a stud .
PI - L S (change/status versions); Q2M, every 2 months; QD, once daily. qqu’l%?m?\gifewere asked to select the top reason for switching to rom rom a list of preselected answers as part of a study-specific
In n mm .. . . . . B/F/TAF,b't. irfemtricitabine/tenofovir alaf ide; CAB + RPV, cabot ir + rilpivirine.
a anguage su ary Participants’ Reported Change in Treatment Satisfaction (HIVTSQc) Following CegRITEmIETbEeneiovr aienamice FeROTegTT T TIPS
: . . . : : i + RPV to B/F/TAF at Week 4 * The most commonly reported side effects of CAB + RPV were related to the injection site: soreness (82%),
th B — . inale oill tak dav: )l; t ( : ?B/BIC Participants Reporting Change With B/F/TAF, %z pain (73%), lumps/bumps/nodules (55%), swelling (55%), itching (27%), and redness (24%)
ree_ r_ne _Ica Jotes ) el sl PI o Or_lce a day: bictegravir ( ) 0 20 40 50 80 100 — Participants also reported muscle aches (70%), headache (21%), sleep problems (18%), nausea/upset
emtricitabine (F), and tenofovir alafenamide (TAF) Baseline Demographics and Clinical Characteristics stomach (9%), and diarrhea (6%)
. Another HIV treatment is cabotegravir (CAB) + rilpivirine (RPV), which is given as 1. Satisfaction with treatment « All participants reported feeling very hopeful (79%) or hopeful (21%) about successfully treating their HIV
T ’ Participants Switching to B/F/TAF 2. Level of HIV control with B/F/TAF
two injections once a month or once every 2 months N =33 3. Satisfaction with side effects of treatment + AtWeek 4, 23/32 participants (72%) reported that they were not experiencing any side effects with B/F/TAF
« The EMPOWER study looked at how well B/F/TAF works for people with HIV with Age, years, median (Q1, Q3) 48 (36, 59) 4. Satisfaction with demands made by treatment — Th_e repgrted side effects were nausea/upset Stom_ach (n = 6), headache (n =3), di_arrhea (n_ =3),
low levels of the virus who used to take CAB + RPV every 2 months but could not s TP 5. Level of convenience [l fat'gt‘k‘]e/t'r%d”ezs ([‘ = :E)’1 sleep problems (n = 1), dizziness (n = 1), abdominal swelling/bloating (n = 1), or
carry on with these injections, or preferred to switch to a daily pill T, Jnecarpirim (%) 24 (73) 6. Flexibility of treatment another side effect (n =1)
» Most people in the study stopped using CAB + RPV because they did not like Female 9 (27) 7. Satisfaction with Understanding of your HIV | —r ( )
i - - 8. Satisfaction that treatment fits in with lifestyle
the Slde eﬁ:eCtS Gel\;ll::r IdentltYa n (%) o4 (73) 9. Likely to recommend treatment to others Qualitative Research to Understand Participants’ (N - 14) Perspectives on SWItChlng From CAB + RPV
» Most people in the study were happier with their treatment 12 and 24 weeks after Woman 9 (27) 10. Satisfaction to continue treatment « Most participants stopped using CAB + RPV due to side effects, primarily pain (93% [n = 13])
changing to the once-a-day B/F/TAF pill - 11. Ease/difficulty of treatment
Country, n (%) 12. Satisfaction with amount of pain/discomfort [N
United States 27 (82) . - _ _
. France 4 (12) Level of change with B/F/TAF I couldn’t believe what | was experiencing because | was really upset, like emotionally upset at
Introduction Canada 2 (6) (from -3 [much worse] to +3 [much better]) -3 -2 -1 0 w1 m2 m3 first. Because | had made a decision and | had heard that a lot of people are doing good on it.
| would have loved to have stayed on it, but | could not bear that pain for the life of me.
° Implementation of injectable antiretroviral therapy may face challenges, with some people who initiate Race, n (%) Data Iabels_ show the sum (_)f pgsitive responses. aPerc:entages were calculated among p_ar_‘ti_cipants with complete data (n = 32_; datg were mi§sing _for one participa_nt). ,,
injectable CAB + RPV switching back to oral therapies for various reasons (e.g_’ Challenges with adherence, White 18 (55) B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CAB + RPV, cabotegravir + rilpivirine; HIVTSQc, HIV Treatment Satisfaction Questionnaire, change version.
intolerance, and frequency of injections) Black 6 (18) \ J
. ' ideline- i i Asian 1(3 . . .
!B/F/TAF is a gw.dellne. rec.:om.mend.ed oral treatment for H!V t.h..at has shown high levels of efficacy and safety oth 4 (12) Mean HIVTSQs Total Score at Baseline and FoIIowmg Switch From CAB + RPV to e ~N
in clinical trials, including in virologically suppressed (VS) individuals'-® er (12) B/E/TAF? o N _ o
- EMPOWER (Evaluating Many PeOple With HIV aftER switching from CAB + RPV to B/F/ITAF) is a Phase 4, Not permitted 4 (12) Qualitative Research to Understand Participants’ (N = 14) Perspectives on Switching to B/FITAF
single-group, open-l.abel, prgspectwe, multicenter study that assessed switching to .B/F/TAF in VS PWH who Weight, kg, median (Q1, Q3) 86 (73, 97) « The main participant-perceived advantages of B/F/TAF were relative lack of side effects (57% [n = 8]),
were unable to continue on injectable CAB + RPV or expressed a preference to switch to oral therapy _ 66 . 61b . : : ) o B : . : o _
BMI, kg/m2, median (Q1, Q3) 28 (24, 33) 60 60 single-pill formulation (21% [n = 3]), and easy and convenient administration (21% [n = 3])
0
. . [ 54
Ob]eCt|VeS HIV-1 RNA, c/mL, n (%) S 48 47 « Patients chose to switch to B/F/TAF due to recommendations from others (64% [n = 9]), fewer side effects
_ _ o o <50 31 (94) n 42 (36% [n = 5]), and because it represented a return to normal (36% [n = 5])
« To (1) assess treatment satisfaction after switching, (2) assess reasons for switching to B/F/TAF from > 50 22 (6) > 5 36
CAB + RPV, and (3) understand experiences of PWH with injectable and oral therapies for HIV - T &H 30 1 “
Previously switched from B/F/TAF to CAB + RPV,? n (%) 11 (33) S 24
Time on CAB + RPV, years, median (Q1, Q3) 1.4 (0.5,2.1) E 12 | know a lot of people on Biktarvy. They all said, “You will love it, because you're unaware that
S 5 you're taking it’.
EMPOWER (NCT06104306) was a Phase 4, single-group, open-label, aViral load values at baseline: 61 c/mL and 51 c/mL. "Prior antiretroviral therapy is based on available data. 0
prospective, multicenter study to evaluate the safety, pharmacokinetics, For efficac){/sa-lfety and =1 B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; BMI, body mass index; ¢, copies; CAB, cabotegravir; Q, quartile; RPV, rilpivirine. Baseline Week 12 Week 24 ”
and efficacy of B/F/TAF in VS PWH who discontinued CAB + RPV due  [EESiStstoxiaiguinl QR n= 32 30 29 66
’Elc_)hllntolerlan.ce, adv:rste e::/entst’ Ort_p?rsf_nal prjference ; itchi zl?azsvee;ilz: t?]fetg; F::’Zteer’ (C))DE Efflcacy and Adherence OVEWleW aTotal score equals the sum of responses to 11 questions (from 0 = very dissatisfied to 6 = very satisfied) and ranges from 0 to 66. n = number of participants / Suppose my expectat/ons would be that it would allow me to continue to live my life comfon‘ably
° IS analysis reports treatment satistaction and reasons 1or switching .. . . . . _ _ with available data. PMean (SD) change from baseline at 12 months in participants with data available at both timepoints (n = 30): +15 (19.2); 95% CI [7, 22]; i 2 i ;
treatments among participants who switched from CAB + RPV to B/F/TAF * All participants with available data achieved HIV-1 RNA < 50 copies/mL at Week 4 (n = 32), Week 12 (n = 30), P < 0.0001. “Mean (SD) change from baseline at 24 months in participants with data available at both imepoints (n = 28) : +12 (20.0); 95% CI [4, 19]; P = 0.0026. S e Bttt @@ iVl f Gt GIAEHD (EVS B Wl 1ot s
and Week 24 (n = 29) (missing = excluded) P-values were calculated using the Wilcoxon signed-rank test. ,’
— Participants used the HIV Treatment Satisfaction Questionnaire (HIVTSQ; change and status versions) . Of participants with available data, 25/29 (86%) had = 95% adherence up to Week 12 and 23/32 (72%) had g/F/T?‘F, bigtegr?\f[ir/emtrigitabine/tenofovir alafenamide; CAB + RPV, cabotegravir + rilpivirine; Cl, confidence interval; HIVTSQs, HIV Treatment Satisfaction
to self-report treatment satisfaction S ’ N . uestionnaire, status version.
= 95% adherence up to Week 24 (calculated based on returned pill bottles) \_ J
— Semi-structured, individual in-depth interviews were conducted in a small sample of participants as part : - . - - i i -
of the main trial. During the inter\F/)iew, participants were asked what led them tFO) decicFl)e to d?scontinupe _ Among :[)he nmeo pamC'pantS whose adherence was < 95% overaII, adherence rates up to Week 24 ranged T][teatme:]thsatlstfagllg;]_l_fal\_'FlVTSQ’ status VerSIon) Improved at Week 12 and remained stable at Week 24 Qualitative intervievys were oﬁereq to all EMPOWER study participants, of whom 14 consented to take part. The above quotes reflect individual participant
CAB + RPV from 69% to 93% arter switc mg o responses and are intended to be illustrative of the numerical data.
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