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Background Treatment discontinuations through 3 years

The most common reasons for B/F/TAF discontinuation in the overall population were AEs (8%), participant decision (2%) and
investigator’s discretion (2%)

BICSTaR (BICtegravir Single Tablet Regimen) is an ongoing, multi-country, noninterventional, prospective cohort
study evaluating the effectiveness and safety of bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF) in clinical

practice in antiretroviral treatment-naive (TN) and antiretroviral treatment-experienced (TE) people living with HIV |mmun°|°gica| outcomes at 3 years
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This interim analysis includes pooled data collected up to August 2022 in 781 participants

(Canada: 177; France: 213; Germany: 391) AEs through 3 years

The full analysis population includes participants who had a visit at 36 months and those who discontinued B/F/TAF 0 o
having initiated treatment = 30 months (lower bound of the 36 month visit window) prior to the data cutoff date = mAny AE = Any DRAE® 9 DA Ay BIRAE
) g
Vii ical and i ical d events (AEs) and drug-related AEs (DRAEs), weight E §
i and patient-reported outcomes (HIV-Symptom Index [HIV-SI] and 36-Item G S
Short Form Survey [SF-36] physical component summary [PCS]/mental component summary [MCS] scores) E E
were collected
0-6t 6-12 12-18 1824  24-30  30-36 0-6t 6-12 12-18 18-24  24-30  30-36
Participant disposition Ly Loy
n=122 n=116 n=10 n=104 n=79  n=63 n=65 n=619 n=560 n=52 n=451 n=375
o £ = e umber ofpartpant i th study an BIFTTAF t e lartof the it window T mos! requen DRAES i th ol poulaton (v =781)werewelght ncreas (=31 4%) deprssion (= 12.24)
N=781 n = 684 (88%) faigue (12515 an nausea (1=, 1%) Two TE parcipants oxperencd a sorius DRAE (depresson) wich occuredin Hontns 6. Thore were no soous DRAES a latr mepoitsor among TN paricipans.
analysis population completed main phase* Aol ol pricpans (%) g;:o:,n#gu::ﬂi/;gﬂ?::::e:i S DRAE ,Iswm:\::m DRAEscaing o B TAC deconinuaionvere walgh ncrase (1 1. 24 deressin (17 14)ang fataue (n=6, 1%)
i | =235 (30%) cid ot ente extension phase’ Weight change at 3 years
i n =449 (57%) (e Median change
i B ian change
i consented to extension phase Median (Q1, Q3) Baseline el Baseline at 3 years
| | i +
o7 120 i o e | Weight, kg o2, - s, g8
P4 ° >4 ° P °
Baseline Year 1 Year 2 Year 3 Year 4 Year 5 2 23 +1.5 25
L 1 ] @ BMI, kg/m @221 - (91.25) (22,28 g
|
Main study (2 years) Extension phase (3 years) “Population with weight and BMI data available at baseline and 3 years; 'Sign test (H, median = 0). Median changes were calculated fom the individual pertcipant changes from baseline to 3 years
*Participants could complete the main phase either on BIF/TAF o antiretrovial followin of BIFITAF wreatment; "Partcipants who were no longer on BIFITAF .
after completing tha main phase or wh cid not consent to the extansion phase ° " o Metabolic and renal assessment at 3 years
_ il s
. . R Median change from Median change from
Participant characteristics at baseline Median (Q1, Q3) Baseline baseline at 3 years Baseline baseline at 3 years
Total cholesterol, mg/dL. iyt ned n=19% n=i%e
Mg 84.69 (74.60, 96.22) 2.88 (-2.62, 16.40) 84.61(72.79, 97.12) 1.62 (-8.47, 11.17)
n=31 n=31 n=167 n=167
Lty e, el 53.15 (46.67, 64.14) 3.78 (-7.57, 13.15) 53.15 (41.62, 64.32) 2.16 (-9.37, 10.09)
. n=34 n=34 n=171 n=171
90% Male 87% High-density lipoprotein, mg/dL 19.28 (16.76, 25.50) 1,62 (-2.16, 5.05) 2054 (17.30, 26.67) 0.00 (-2.52, 2.34)
39 B 49 n=36 n=36 n=195 n=195
(30, 51) Age," years (39, 56) il il 24.87 (12.79, 35.50) 0.54 (-11.71, 11.89) 27.03 (17.84, 39.82) -0.18 (-8.83, 7.21)
26% /6% 250 years / 2 65 years 48% | 8% n=34 n=34 n =198 n =198
Glucose, mg/dL 96.58 (88.11, 102.70) 3.60 (-9.01, 14.05) 93.15 (84.69, 101.08) 270 (-7.21, 14.05)
7 Weight,* kg 8 il
(64,82) (67, 87) n=53 n=53 n =320 n=320
23 25 Creatinine, mg/dL 0.91(0.79, 1.00) 0.11(0.04, 0.20) 1.00 (0.8, 1.14) 0.02(-0.06, 0.10)
BMI,*t kg/m? P <0001 P=0001
(21.26) (2228) 2 n=36 = n=23 35
80% /10% / 4% White / Black / Asian 82%/10% I 3% SGFR, mLimin/1.73 m: 114,82 (92.72, 127.95) -85 (-19.3, 4.2) 94.18 (76.04, 114.90) 12(89,7.2)
53% Ongoing comorbidity* 76% Batalng 3 years Ghanges n creatmve and 8GR e Conyon wi ins s SHork f et 1 ok e olorSocaton o reainime 5 GG astmatod Gomendier Miason atg - Port changes o
19% Neuropsychiatric condition 32% .
7% o 219 Patient-reported outcomes at 3 years
9% Hypertension 20% "
AT T e e e AT G Overall bothersome symptom count (HIV-SI)
£ 10
g TE
8
1% HIV-1 RNA < 50 c/mL$ 93% eg ° (ol Signiﬁcani
so Irnpmvemenl at
39% HIV-1 RNA > 100,000 c/mL$S <1% E‘a 6
EQ
425 657 LE
CD4 count,*T cells/uL @8 4
(184, 543) ! u (430, 870) £ E ‘ E Stable al 3y
0.3 _— 0.9 2E 5
©02,08) CD4/CD8 ratio’ ©6,12) %
8% 1 peimaty/mutationy 12% s Baseline 3 years Bseline 3years
4% 12%12% 10 NNRTI/ PI/ NRTI/ INSTI primary mutation 6% 12%16%1<1% n=44 n=44 n=292
28% Late diagnosis: CD4 < 200 cells/uL and/or = 1 AIDS-defining event™ NA Population with data available at baseline and at 3 years. *Overall the number of and ranges from 0 to 20; *Signed rank test (H, median = 0)

*Median (Q1, Q3); 'n = 109 (TN), 574 (TE); #n = 120 (TN), 659 (TE); n = 120 (TN), 595 (TE); n = 115 (TN), 575 (TE); 'n = 109 (TN), 525 (TE); *n = 118 (TN), 617 (TE); **n = 117 (TN), n = 0 (TE) o .
BMI, body mass index; c, copies; CD, cluster of diferentiation; INSTI, integrase strand transfer inhibitor, NA, not applicable; NNRTI, non-nucieoside reverse transcriptase inhibitor NRTI, nucleoside reverse transcriptase Physical and mental health component scores (SF-36: PCS/MCS)*
inhibior; P, protease mhibior; O, quartle

Virological effectiveness through 3 years: Overall (M = E and D = F analyses) @ @ @

HIV-1 RNA < 50 c/mL

3
8

§ P=NSt P=0.026" P=NSst Bottor than
e 4 o)
2E function jement in MCS
100 9% % o7 §q 13 years
e ES 50 - = —

Tem=-ea o0
S = 80 89 - . o
g g 82 85
£ € i & E
H § 60 g
s s @
5 LR U
& & Baseline  Year3  Baseline  Year3  Baseline  Year3  Baseline  Year3

2 n=38 n=3 n=38 n=38 n=259  n=259 n=259  n=259
S o Popuaton vithdta avalabe at basline and o & year,Box lot epresentsminimum, G, medan, 4, and maxinum values. Scores ar standardzed: > 50 epresents bte han average fncton compared wih he
04 . ! . 04 . ! . <. general population; *Signed rank test (H, median = 0)
0 3 6 12 24 36 03 6 12 24 36
. Month Month
— M=E 120 108 104 105 % 60 505 545 549 540 490 367 Conclusions
= =D=F" 120 109 105 109 105 76 F* 595 553 573 582 570 459
e prians i avala 0l Dnorintr e P parcas dsconiaun SFTAF gt it i, andin s cass oo s e 33350 o These real-world data through 3 years continue to support the use of B/F/TAF in TN and

TE people living with HIV
The rate of virological effectiveness was high, with no treatment-emergent resistance

Significant improvements were seen in immunological outcomes (CD4 cell count and
CD4/CDS8 ratio)

BNS E=Ned BN Few DRAESs were identified, the majority of which occurred in the first 6 months

Virological effectiveness at 3 years: Key populations (M = E analysis)
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