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Key Findings Baseline Characteristics at Entry to the Main Stud e =22
: : . : : : : : aseline aracteristics a n O The iialn u : : .
¢ In people with HIV (PWH) under routine clinical care, the virologic and immunologic benefits Y y ?:';d'gg) Baseline Me;'t'%“y‘;';?gge Baseline Me:;z“y‘;*;?;'ge Late diagnosis CD4 (CD4 < 350 cells/uL") 7151 (14) NA
of B/F/TAF were maintained through 3 years of treatment TN (n =122) TE* (n = 659) S 239 532 670 2 Late diagnosis CD4 (CD4 < 200 cells/uL*) 4/33 (12) NA
A H : - il - Not eligible for Consented to Not eligible for Consented to cell cou nt, + + .
Similar rates of virologic suppression were observed across key groups (participants with late Characteristic e I NN x(crision phaso! (n =277)  extension phase (n = 382) cells/L (302, 581) — (118, 442) (464, 891) — (70, 150) eGFR at baseline
diagnosis, reduced renal function and pre-existing resistance mutations) and regardless of Demographice } T < 60 mL/min/1.73 m? 0/3 (0) 4126 (15)
reasons for switching to B/F/TAF or common prior ART regimens Sex: Male / female, n (%) 48 (87) /7 (13) 62 (93)/5 (7) 233 (84)/ 44 (16) 338 (88) / 44 (12) F <2001 <0001 > 60 mL/min/1.73 m? 18/102 (18) 64/498 (13)
_ _ _ Race: White / Black, n (%) 39 (72) /8 (15) 59 (91)/ 4 (6) 219 (80) / 32 (12) 318 (84) /34 (9)
B/F/TAF was well tolerated, with most drug-related adverse events (DRAEs) occurring during Age, years, median ((83 83)) o 83’ %; 40 Egg, gg; 48 Eg;, 23 50 Eg;, gg; Median a Median change Baseli Median change *And/or = 1 AIDS-defining event at baseline.
. eight, kg, median , , , , , i aseline
the first 6 months BMI, kg/m?, median (@1,Q3) 22 (20, 25) 24 (22, 27) 25 (23, 28) 25 (22, 28) (@1, Q3) Baseline at 3 years at 3 years
Discontinuation of B/F/TAF due to DRAEs was infrequent i L n (%) =t E:z; ~ gg; 116?“??) Zfi“:‘;’ CD4/CD8 ratio 0.42 3 +0.50 0.88 3 +0.06 Weight Change at 3 Years
No cases of proximal renal tubulopathy or discontinuations due to renal or bone AEs Any ongoing comorbidity, n (%) 29 (53) 36 (54) 193 (70) 310 (81) (0-20,0.59) (0.29,0.75) (0.60, 1.26) (-0.03, 0.20) _ = =
were Observed Neuropsychiatric condition 7 (13) 16 (24) 86 (31) 128 (34) P < 0.001% P < 0.001% Change from baseline n (n = 122) n (n = 659)
Metabolic disorder 12 (22) 13 (19) 81 (29) 140 (37) : :
For individuals who were treatment naive (TN), most of the Welg ht gain reported over the full Hypc.ertensm.n 7(13) 26) 26 (20) 7(20) Median changes were calculated from the individual participant changes from baseline to 3 years. Change from baseline in weight, kg, median (Q1, Q3)'
Late diagnosis, n (%) . : . . . . . . . .
3 years was experienced in the first 6 months of B/F/TAF treatment CD4 < 350 cells/uL and/or = 1 AIDS-defining event 27 (51) 24 (38) NA NA "Population with data available at baseline and 3 years; TSigned-rank test (null hypothesis median = 0); *Sign test (null hypothesis median = 0). 6 months 77 3.0 (0.4, 6.0) 430 0.7 (-1.0, 2.5)
e . . . . CD4 < 200 cells/uL and/or = 1 AIDS-deflnlng event 17 (32) 16 (25) NA NA 12 th 69 4.0 10’ 7.6 385 0.9 (-1 2,3.0
Small lipid changes were observed, and median total cholesterol:HDL ratio remained stable S oriary resistenoe MU lon 0 10 o T T T Discontinuations months ( ) ( )
across 3 years Most common primary resistance mutations relevant to 24 months 67 4.0(0.0, 8.6) 343 1.0(-1.0,4.0)
B/FITAF, n (%) - * *
NRTI overall / M184V/I 1(3)/0 1(2)/0 18 (12)/9 (6) 23 (12) /16 (8) BIFITAF discontinuations within 36 months of initiation, n (%) N f‘gs . ITZZ IESQ 36 months 40 43(-05,7.3), =0.003 265 1.7(1.0,4.3), P<0.001
. INSTI overall / T97A 0/0 0/0 0/0 (1) /1 (1) (N=781) (n=122) (n = 659) People with a DRAE of weight increase, n 9 22
C | p g ,
o n c us I On eGFR, n (%)* Any discontinuations between baseline and 36 months 119 (15) 17 (14) 102 (16) Change from baseline in weight, kg, median (Q1, Q3)*
. 2 | In weli ’ ’ 1 ’
: : : : : > 60 mmin/1.73 mé 3 gl) 59 8 00) 2154((29)8) 254 g)3) Reason for discontinuation
¢ B/F/TAF was associated with high levels of effectiveness at 3 years across all groups, with no = ' 12 months 8 8.8 (6.6, 14.2) 12 6.0 (3.7, 8.8)
emergence of resistance and no new or unexpected Safety f|nd|ngs These real-world data :IOf ;[hg TE p?t_rti_cipapts,r?S?d/ 18:/0/ 14%tsv(;/_itche<;il frorz Il;lSdTI- / NtNdRTlc; / Pl-based alndt5t0°? {I34% / 1:|1%_ fr(‘qudTAlF-biied / '_II'DbIT-bacs;la:?Q/(fd?C-based regimens, respectively; AE 60 (8) 8(7) 52(8) 24 months 5 16.2 (13.0, 19.0) 5 10.0 (2.0, 11.0)
c 0 oo . ncludes participants (0] not consent, aiscontinued s ors rug, or were |10st to Tolliow-up; *In In als avallable e ata. ici isi
continue to support the broad use of B/F/TAF in clinical practice e parieipants who d scontinued stucy or study crug, erw s T indlvicuals with aval Participant deaision 1942) 4©) 15(2) 36 months 3 8.0 (4.0, 24.2) : 13.0 (13.0, 13.0)
. . . Investigator’s discreti 16 (2 2 (2 14 (2
Virologic Effectiveness at 3 Years (M = E and D = F Analyses) [r)wetshlga o N §1; X Ezi . ((1 )) Change from baseline in BMI, kg/m?, median (Q1, Q3)*
ea
_ . 12 months 8 3.2(2.0,5.2) 12 2.0 (1.4, 2.9)
Analysis n ! % (95% Cl) New treatment available 6 (1) 0 6 (1) R ) 4837 84) ) 3209, 39)
Introduction O M=E 60 " 97 (89, 100) Lack of effcacy (1) : 5(1) 36 morths ; 2714,72) 1 4645, 46)
D=F 76 L * : 76 (65, 85) Pregnancy 1(<1) 0 1(<1) — R
_ . _ _ _ . I Missi 1 (<1 0 1 (<1 *P-value is for comparison with baseline and was calculated using the Sign test; TFor participants with weight recorded at baseline and within the follow-up visit window;
¢ BICSTaR is a prospective, multinational, observational, 2-year cohort study evaluating the real-world V= 267 _“: 'Ssing <7 <7 tFor participants with weight recorded at baseline and at 3 years.
: - : : : = 97 (95, 99)
effectiveness and safety of B/F/TAF in antiretroviral TN and treatment-experienced (TE) PWH @ | . : . -
o Theo . y " oted for th - BICSTAR st dp (TE) D=F 459 —— I 78 (74, 81) AEs Over 3 Years ¢ For those participants with a DRAE of weight increase, 7/9 (78%) TN and 9/22 (41%) TE participants
€ <-year 1ollow-up was recently compieted 1or thé main anr study 0 25 50 75 100 experienced weight gain =2 10% at any point up to 3 years
¢ Participants in Ggrmany, France and Canada were given the opportunity to participate in an extension Participants With HIV RNA < 50 c/mL at 3 Years, % (95% Cl) 100 - @ 100 - @ & At3years, TN (n = 40) and TE (n = 263) participants (with available baseline and 3-year data)
phase for an additional 3 years *Number of participants with available viral load data. For D = F, denominator includes those participants discontinuing B/F/TAF prior to the visit window, and in such cases viral experienced a median (Q1 , Q3) Change in BMI of 1.5 (-01 , 25) kg/m2 (P = 0003) and 0.5 (-0.3, 1 5) kg/m2
: : . T load was imputed as = 50 ¢/mL. Reasons for discontinuation before the 36-month window that resulted in D = F were, n-values for TN and TE, respectively: AEs, 8 and 52; 80 - 80 - : : .
¢ In planned Interim ana'VSGS, BICSTaR has demonstrated the real-world effectiveness and tOIGrablllty death, 2 and 7; investigator decision, 1 and 11; lack of efficacy, 0 and 5; new treatment available, 0 and 2; pregnancy, 0 and 1; participant decision, 3 and 11. X 61 X o1 (P < 0.001 )’ reSpeCtlvera Compared with baseline
1,2 A A : : . .
of B/F/TAF through 2 years ) : : ) ) g 60 . g 60 - — Despite the increase in BMI, at 3 years, 48% of TN participants had a normal BMI (= 18.5 to < 25 kg/m?
. . . . . Virologic Effectiveness in TN and TE Key Populations at 3 Years 5 5
¢ As of July 11, 2023, approximately 5,164 participants have been enrolled in studies involving B/F/TAF, (% HIV-1 RNA < 50 ¢/mL) (M = E Analysis) o 43 -1 40 s
- : o - = 2 40 - 34 L2 40 - ..
of whom approximately 4,442 have received B/F/TAF E E Lipid Levels Over 3 Years
— Since first marketing approval, cumulative exposure to B/F/TAF is estimated to be 2,792,693 @ 20 - . 20 - 11 Median (mmoliL) Ratio
. _ 3 . . . 5 Total cholesterol - Total cholesterol:
patlent yearS Key populations " % (95% C1) 0 2 52 20 0 [ ° ! c 9 @ @ = = LDL cholesterol H(E)E r(;ti%es o
. - T T 1 T T 1 Trial id
Late diagnosis (CD4 < 200 cells/pL") 0-12 Months 12—24 Months 24-36 Months 0-12 Months 12—-24 Months 24-36 Months e e Hrlil)gLygr?gIeztserol
5.00 4.89
Ob ] e CtiV e Yes 11 : o— 91 (59, 100) (n =122) (n = 110) (n = 65) (n =659) (n = 560) (n=379) 4.74 (n=72) (n = 47) 474 4.77 4.82 4.77 472
5 - 4.53 = . . - - i - i
No 46 — 98 (89, 100) mAny AE = Any DRAE = Any DRAE leading to drug withdrawal mAny AE =Any DRAE = Any DRAE leading to drug withdrawal 438  (h 74 (n=281) o 5 1(n=440) (n=408) (n=397) (n=377) (n = 269) 5
_ _ _ _ Late diagnosis (CD4 < 350 cells/pL") (n=79) <o 4.198 4.04 : 4-117) 2.96 105 3.99
: : =7 - n= : 3.96 : :
¢ This pooled, 'n_ter'm analysis assessed effe?t'veness a_nd Sa_fety of B/_F/ TAF th.rough 3 years Yes 19 — 95 (74, 100) n = the number of participants still in the study who were on B/F/TAF at the start of the time window. . e 6g) ) (n=o7) _ ) (1=359)  (n=358) (n = 348) (n = 255)
(2 years of main study plus 1 year of extension phase) including effectiveness in key groups of PWH No 38 — 97 (86, 100) e 4 4 4
in Germany, France and Canada eGFR at baseline - - . o . 3.00 3.04 3.02 . 3.00 . 3.00
y  omUmi 73 m: 5 , %6 (&7, 100) ¢ Intotal, 7% of TN participants and 10% of TE participants experienced a DRAE within the first ST LA s (=75 (n = 65) (n = 45) S |n2% (noas (=35 e 352) (n = 258)
2 : ) . o =66) ' _ =TT T -3 S 3 L e e e e e e L L e e === -3
| . . . . 6 months of starting B/F/TAF : --- 7 E 2
0 25 50 75 100 3 = 1 =
. 1.46 1.42 i ® £ 145 1.44 1.49 ' "2
Key populations n* % (95% ClI DRAEs Over 3 Years 2 1.33 N - 1.34 1 1.37 1. _ =278
— Ay PRV at baseline ( ) = (n1;2;16) (= 68) (n=75) (n =73) (= 46) = (N=432) (4=401) (N=391) (n = 383) (n )
N=781 Consented to the n =435 Yes 39 ¢ 0B 00 1 N S e | e
< S B S LT —-m--p  cxtensionphase ___ Completed their 36-monthvisit  Cuytoff date for interim analysis: Aug. 12, 2022 No 129 — 98 (95, 100) DRAE type, n (%) Al 14 1.23 1.22 1.24 123 |1 14 1.20 1.17 1.18 1.19 117 F1
TE: n = 659 ! n = ! WD L NRTI PRM at baseline _ (N =781) 103 (n=66) (n=78) (n = 68) (n = 47) (n=367) (N=355) (n=2360) (n = 355) (n=263)
N ! s : v i Yes 22 ¢ 100 (85, 100) DRAEs 108 (14) 19 (16) 89 (14) (n=67)
BICSTAR ! . n =332 (42%) : - ! No 170 S e 99 (96, 100)
] did not enter the extension phase 1ol dsoonnued M184V/l at baseline . Frequently reported DRAEs (2 1% in any group) 0 . . . . . 0 0 . . . . . 0
D97 (12% o = 935 (30%) were L : Yes 15 100 (78, 100) Weight increased* 31 (4) 9(7) 22 (3) Baseli 6 12 24 36 i
: diSC?):ltE:lie/d)the not 2;’?95ib|(:?):()ﬁd not : before ;theg o : (-Oﬁ No 179 . 99 (96, 100) Depression’f 12 (2) 1 (1) 11 (2) aseline Baseline 6 12 24 36
i study dr:”ing the reconsent tc:\the | 3-year visitt i a N Reason for switching to B/F/TAF Nausea 8 (1) 1(1) 7 (1) Months Months
| main phase extension phase ' ! 36-month study Simplification of ART 224 ; *— 96 (93, 98) Eatique 8 (1) 1(1) 7(1)
\ Year 1: v v outcomes included: Participant preference 128 F \g 1 96 (91, 99) J : :
Baseline primary endpoint Year 2 Year 3 Year 4 Year 5 ~ HIV-1 RNA < 50 c/mL Side effects of current ART 101 : — 97 (92, 99) Abdominal pain Al 2(2) 1=
L + CD4 cell count changes 3 6eOGrlr:lll_a/r?1tinl7?s7e?:lrl:§ 20 . 10085, 100) Depression 2(<1) 0 2(<1)
.'18 years of age B/F/ITAF once daily B/F/ITAF once daily * Treatment persistence > 60 mL/min/1.73 m? 277 ———t 96 (94, 98) DRAEs leading to B/FITAF discontinuation 54 (7) 6 (5) 48 (7) Change from baseline in eGFR TN participant °°“?§“=t‘2°7')t° extension phase TE participant °°"(sne:t§gzt)° extension phase
TN or TE * DRAEs, weight and Most common prior ART regimens . Frequently reported DRAEs leading to B/F/TAF discontinuation
I BMI changes Any DTG-based regimen 114 ' *> - 97 (93, 100) o : n 36* 235*
\ I\ J . o Y . ; (2 1% in any group)
Y Y Changes in lipid levels DTG + F/TAF 45 M 98 (88, 100) Weight increased 19 (2) 4 (3) 15 (2)
Extensi tudv ph ~ J DTG + F/TDF 31 F g ' 97 (83, 100) Dep?ession 7(1) 0 7(1) Change in eGFR, mL/min/1.73 m2, median (Q1, Q3), P-value -11.4 (-21.9, 0.6), P=0.011 -4.1 (-11.6, 3.9), P < 0.001
in study DTG/ABC/3TC 31 : o— 97 (83, 100)
EVG/ C&?};Egﬁi :g _ ¢ : 133 Egz ?gz)) gﬁ:?TE:Fb:_tweef;_M at']d 36 months leading to 0 0 0 *For those participants with available data at baseline and 3 years.
The analysis population includes participants who had a visit at 36 months and those who discontinued the study having initiated treatment = 30 months (lower bound of the 0 7 v ' ' ' ' 1 ' ConTndaTer
36-month visit window) prior to the data cutoff date. 75 80 85 90 95 00 *Prior ARTs in TE individuals were: efavirenz/F/TDF (n = 1), EVG/COBI/F/TAF (n = 3), ABC + RAL (n = 1), atazanavir + F/TAF 200 mg/10 mg (n = 1), darunavir + COBI + F/TAF : . . . T . :
*69 participants (9%) discontinued B/F/TAF but were still in the study at 24 months and 166 (21%) were eligible for the extension phase but did not reconsent; TDue to participant Participants With HIV RNA < 50 c/mL at 3 Years, % (95% ClI) err;r:rzre?n\é:\l:zfnrc;;iesag:gs to (n = 1), darunavir + F/TDF + ritonavir (n = 1), F/TAF 200/25 mg + nevirapine (n = 1), F/TAF 200/25 mg + RAL (n=1), DTG + RPV + F/TDF (n =1), DTG + F/TAF 200/25 mg (n = * Changes in eGFR for TN partICIpantS are consistent with the known InthItOry effect of blctegraV|r on
decisioq (n =6), pa_rticipant IosF to fc?llow-gp (n.= 5), study drug discontinuation (n = 2) and death (n = 1); ¥Participants could complete the main phase either on B/F/TAF or on an the components of B/FITAF 4),. DTQ * E/TDF (n. =2), DTG + F/ITAF (n. = 1), stavudine + F/TDF + nevirap_ine_(n =1), F/ITDF * lopinavir/ritonavir (n = 1), F/TDF + nevirapine (n = 1), F/TDF + RAL (n = 1); the tubular secretion of creatinine without affecting actual GFR4
alternative ART regimen following discontinuation of B/F/TAF treatment. *Number of participants with available viral load data; tAnd/or 2 1 AIDS-defining event at baseline. TEight individuals with a DRAE of depression had an ongoing neuropsychiatric disorder at baseline.
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