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PURPOSE + 1,653 ART-experienced PWH switched to BIC/FTC/TAF: RESULTS
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effective and well-tolerated in long-term is essential.
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efficacy and safety in the general adult population, however the real-world evidence in

log-rank p=0.992

. e « Over a median follow-up of 216 weeks (IQR 156, 244): 2 075- 563 yedrs 263 years
PWH aged > 65 remains limited. , ) 3 Cum. Probabiliy ~ Cum. Probabiliy
We ai P . _ I _ . fract £ cwitch o /6 PWH experienced TF (4.6%): 70 (4.6%) among <65y vs. 6 (4.4%) among =65y E wsys Weeks  [95%CI] [95%CI]
e aim to confirm in an observational setting the long-term effectiveness of switchin : - z >=65 s % [1.25- % [1.12-

. 5 5 . . & o 11 PWH experienced VF (0.7%): 11 (0.7%) among <65y vs. 0 (0%) among =65y 1 el aitonll 2o e 2400
to BIC/FTC/TAF in older PWH (=65 years old) who were already virologically , . 9 3.15% [2.36-4.20] 3.75% [1.58-8.77]
suppressed o 65 PWH experienced TDT (3.9%): 59 (3.9%) among <65y vs. 6 (4.4%) among >65y ¢ 144  3.95%[3.03-5.13] 4.95% [2.21-10.88]

. . . . . [ 192 5.31%[4.17-6.76] 4.95% [2.21-10.88]
« Kaplan-Meier curves according to age strata with log-rank test p-values and cumulative o
METHODS probabilities at 48-, 96-, 144- anc.l 192-weeks are shown in Figurel for the. 3 éndp0|nts. —— 14;eek:;:mE:.Z:TC:,:ST% o
Study Design: Observational study in PWH enrolled in the ICONA cohort who started * Most frequent reasons for TDT in the <65 years group were neuropsychiatric events e n e
BIC/FTC/TAF as switching regimen while virologically suppressed from Jun2016 to Aug- (n=.1 4), lipids metabolism toxicity (n=1 3).’ gastromtestlnal toxicity ana welght gain (n=3);
2023 while for =265 years group was renal toxicity (n=3); the full list is shown in Table 2. VE ™ log-rank p=0.992
Exposure of interest: Ace strata: <65 vs. >65 vears at switch to BIC/FTC/TAE « Also in the adjusted analysis, we found no evidence for a different risk of TF or TDT in g 0751 <65 years 365 years
P e - - =02 ' PWH aged >65 years compared to younger PWH. sy Cum. Protiabilty Gl Frofabllty
Primary endpoint: time to treatment failure, TF: composite outcome of discontinuation g 050 osys Weeks  [95%Cl] [95%Cl]
L . . . ’ . . o TF.:aHR >65y vs <65y=1.02 (95%CI 0.43-2.38) g a8 0.14% [0.03-0.55] 0% [0.0-0.0
for toxicity/intolerance or virological failure (2 consecutive HIV-RNA>200 copies/ml, or 1 ’ ’ ‘ > oo 6 021% {0.07_0.66} 0% {O.O_O_O}
>1000 copies/ml followed by ART change). o TDT:aHR 265y vs <65y=1.13 (95%C1 0.48-2.65 ° 144 0.79%[0.41-151] 0% [0.0-0.0]
_ . . . . . . oo — — 192 1.04% [0.57-1.90] 0% [0.0-0.0]
Secondary endpoints: 1) virological failure, VF; 2) treatment discontinuation for o o 0 M 4 T2 %1 4 e 102
tOXICItV/IntO|eran(£L TDT _ (szg%e;gs%) Tab/e 7 Cha/’aCt.E’/’/SZ"/CS OfPWH SW/tCh/ng to N‘i@?‘;rr:”is"1s1s 1455 1393 1295 1209 1095 971 814 676
” 1,256 (82.8%) 134 (97.8%) <001 1390@41% BIC/FTC/TAF while virol oglca//y sSUuppr essed >=65yrs 136 128 122 112 98 84 72 66 49
Statistical analysis: Cumulative probabilities of endpoints were calculated by Kaplan- weesN T <o 48Ense)
Meier curves till 192-weeks. Association between age strata and TF and TDT endpoints Hoce ol P Ranomission. 0 C0 — _- TDT & N
. . . . . . % 9% 1% n. n.PWH =
were investigated by Cox regression models adjusted for mode of HIV transmission, e e e T 075+
Other/Unknown 72 (4.7% 11 (8.0% 92 (5.5% ergic reactions 1%
Italy_born' years on ART‘ ID;n(%) 265 217.502) 34((24.80/3) 0.033 299518.1?)0) Arth;go-myalgia 2 0.1% <63 years 26ayears

<65 yrs

Nadir CD4, cells/mm3, median [IQR] 284 [126, 427] 221 [87, 316] <.001 277122, 419] NPEAs* 14 0.9% 0.50

Cum. Probabiliy Cum. Probabiliy

>=65 yrs

Cum. probability of TD Toxicity/Intolerance

T Y RN T T o0 ¢ 6.+ 10251 68.6[570,804] <001 886 6.4, 101.8] Decline libido ! 0-1% il ) L3Sl
C O N C I_ U Sl O N S BMI. kg/m2, median [1QR] 241[22.1,26.8] 260[239,284] <001 242 [22.2, 26.9] ﬁzztgg;'?zii::yal intolerance ? 8'?22 0.25- 48 1.76% [1.20-2.57] 2.95% [1.12-7.68]
Vr:]’ggfasnf‘[’l'('goa’a"“pafter MSLUSABUSILUE 5151114,235]  186[114,235] <001 216 [156, 244] T o e g o ) 13 pye 96 2.93% [2.18-3.95] 3.75% [1.58-8.77]
BIC/FTC/TAF was effective through a median follow-up of over 4 years, both in PWH wopesa o <o 100aew OstopeniaOsieoporss 2 o oo — | a4 330%[248438) 495% [221-1088]
- 0 0 " 0.054 Renal toxicity E 0'3?’ 0 24 48 72 9 120 144 168 192 192 4.44% [3.41-5.78] 4.95% [2.21-10.88]
<65 and =65 years (TF probability of 5.3% and 4.9% at 192-weeks, respectively). 1239(81.7%) 103 (75.2%) 1342 (81.2%) QuioWiE 1 0.1% | FaBEE TSI GITAF 3
” ) ' - 138 (9.1%) 12 (8.8%) 150 (9.1%) st G i 0.6% N:;nsb;rrsatmk1516 1461 1401 1309 1227 1125 1000 858 729
: : : : : : 105 (6.9% 15 (10.9% 120 (7.3% 6/137 °
This observational setting confirms trial data of BIC/FTC/TAF as an effective ST T o Allergic reactions : — Cetwe 137 129 125 115 q04 &7 78 70 5
. . . . 212, 4] 3[2, 4] 0.014 21[2, 4] NPAEs** 1 0.7%
long-term option for virologically suppressed older adults >65years of age, with 5203388 7542113 <001 533490 ot el B : e
favorable tolerablllty (TDT probablllty of 5% at 192—Weeks) and optlmal VerlOglCal \[flgaRr]s from 1t viral suppression, median EEESPEAP 6.6[3.59.9] <001 4.6[2.7,7.8] Renal toxicity 3 2.2%

Abbreviations: BIC/FTC/TAF, bictegravir-emtricitabine-tenofovir alafenamide; PWID, people who inject drugs; eGFR, estimated NPEAs (neuropsychiatric adverse events) 11 sleep disorders and 1

C O nt ro | (O% V F) i n t h i S p O p u | at i O n . glomerular filtration rate; BMI, body mass index; ART, antiretroviral; INSTI, Integrase strand transfer inhibitors; NNRTI, non-nucleoside Depression, 1 Panic attacks, 1 Anxiety; **1 Headache Tab/e 2‘ Dez—a//eal reasons Of TD 7-

reverse transcriptase inhibitors; Pl, protease inhibitors;

ACKNOWLEDGEMENTS - ICONA Cohort Study Group

BOARD OF DIRECTORS: A d'Arminio Monforte (President), A Antinori (Vice-President), S Antinori, A Castagna, M Cernuschi, L Cosmaro, A Di Biagio, E Dibrino, E Girardi, S Lo Caputo, GC Marchetti, C Mussini, E Quiros-Roldan, L Sarmati, B Suligoi, C Torti. SCIENTIFIC SECRETARIAT: A d’Arminio Monforte, A Antinori, A
Castagna, F Ceccherini-Silberstein, A Cingolani, A Cozzi-Lepri, A Di Biagio, R Gagliardini, A Giacomelli, E Girardi, A Gori, S Lo Caputo, G Marchetti, F Maggiolo, C Mussini, M Puoti, CF Perno, A Tavelli. STEERING COMMITTEE: A Antinori, A Bandera, S Bonora, A Calcagno, A Castagna, F Ceccherini-Silberstein, A Cervo, A
Cingolani, P Cinque, A Cozzi-Lepri, A d’Arminio Monforte, A De Vito, A Di Biagio, A Fortunato, R Gagliardini, AM Geretti, A Giacomelli, E Girardi, N Gianotti, A Gori, G Guaraldi, S Lanini, G Lapadula, M Lichtner, A Lai, S Lo Caputo, G Madeddu, F Maggiolo, V Malagnino, | Mastrorosa, G Marchetti, A Mondi, V Mazzotta, C Muccini,
C Mussini, S Nozza, CF Perno, S Piconi, C Pinnetti, MC Poliseno, M Puoti, E Quiros Roldan, R Rossotti, S Rusconi, MM Santoro, A Saracino, L Sarmati, V Spagnuolo, N Squillace, V Svicher, L Taramasso, C Tincati, C Torti, A Vergori. STATISTICAL AND MONITORING TEAM: A Cozzi-Lepri, S De Benedittis, | Fanti, M Giotta, S Lanini,
N Lentini, M Muccio, R Pastorino, A Rodano’, A Roen, A Tavelli. COMMUNITY ADVISORY BOARD: S Bazzichetto, M Cernuschi, L Cosmaro, A Perziano, V Calvino, D Russo, M Farinella, N Policek, VL Del Negro. BIOLOGICAL BANK INMI AND SAN PAOLO: S Carrara, S Graziano, G Prota, H Sadeghi, V Sala, S Truffa, D Vincenti, R
Rovito. PARTICIPATING PHYSICIANS AND CENTERS: Italy A Giacometti, A Costantini, V Barocci (Ancona); A Saracino, C Santoro, E Milano (Bari); L Comi, C Suardi (Bergamo); P Viale, L Badia, S Cretella (Bologna); EM Erne, A Pieri (Bolzano); E Quiros Roldan, E Foca (Brescia); S Minniti (Brindisi); B Menzaghi, C Abeli (Busto
Arsizio); L Chessa, F Pes (Cagliari); P Maggi, L Alessio (Caserta); G Nunnari, BM Celesia (Catania); ] Vecchiet, K Falasca (Chieti); A Pan, S Dal Zoppo (Cremona); D Segala (Ferrara); A Bartoloni, B Borchi, C Costa, A Castellaccio (Firenze); S Lo Caputo, A Narducci (Foggia); M Bassetti, E Pontali, S Blanchi, N Bobbio (Genova); C Del
Borgo, R Marocco, G Mancarella (Latina); S Piconi, C Molteni (Lecco); S Rusconi, G Canavesi (Legnano); P Colletti (Marsala); G Pellicano, Y Russotto (Messina); G Marchetti, S Antinori, A Gori, M Puoti, A Castagna, A Bandera, V Bono, MV Cossu, A Giacomelli, R Lolatto, MC Moioli, G Carrozzo, N Capra, M Augello (Milano); C
Mussini, M Menozzi (Modena); P Bonfanti, G Lapadula (Monza); V Sangiovanni, | Gentile, V Esposito, N Coppola, FM Fusco, G Di Filippo, V Rizzo, N Sangiovanni, S Martini (Napoli); AM Cattelan, D Leoni (Padova); A Cascio, C laria, M Trizzino (Palermo); R Gulminetti (Pavia); D Francisci, E Schiaroli (Perugia); G Parruti, F Sozio
(Pescara); D Messeri, SI Bonelli (Pistoia); C Lazzaretti, R Corsini (Reggio Emilia); A Antinori, C Torti, G D’Ettorre, L Sarmati, A Latini, A Cingolani, G Micheli, S Lamonica, M Capozzi, M Camici, | Mezzaroma, M Rivano Capparuccia, G laiani, C Stingone, L Gianserra, J Paulicelli, MM Plazzi, L Bortolani, M Fusto (Roma); | Coledan
(Rovigo); G Madeddu, A De Vito (Sassari); M Fabbiani, F Montagnani (Siena); A Franco, R Fontana Del Vecchio (Siracusa); D Francisci, C Di Giuli (Terni); GC Orofino, G Calleri, G Di Perri, S Bonora, D Meloni (Torino); C Tascini, A Londero (Udine); G Battagin, S Nicole (Vicenza); G Starnini, S Dell'lsola (Viterbo).

FUNDING

ICONA-BIC Study is supported
by an unconditional grant of
Gilead Sciences Inc.

REFERENCES

Maggiolo F et al. HIV Med. 2023; 24(1):27-

36
Lazzaro A et al. Diagnostic. 2022; 12(1):76

The Icona Foundation is
supported by unrestricted
grants from Gilead Sciences,
ViiV Healthcare, Merck Sharp &
Dohme

CONTACTS

antonella.darminio@unimi.it

alessandro.tavelli@icona.org




	Diapositiva 1

