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Introduction Baseline Characteristics Change From Baseline in eGFR
CO n CI usions - People with HIV (PWH) tend to experience more comorbidities with age than people without HIV/1°  Participants with more advanced CKD had a higher median age than those with less advanced CKD or no - eGFR remained stable in all groups, with a small reduction in eGFR,g among participants with Stage 2 eGFR g
. Chronic kid gi CKD) i bidity in PWH. 11 and it | BWH is likely t renal impairment (median [Q1, Q3] change: -6.5 [-13.2, 0.6] mL/min at Week 240) and participants without renal impairment
| ronic Kianey |sease.( ) IS d cOmmMmon comorplidity In , ana Its prevalence among IS lIKelY 10 (median [Q1, QB] Change: 119 [_241, _1 O] mL/min at Week 240)
» In a retrospective analysis of renal outcomes in PWH with mild to moderate increase as the population gets older
renal impairment (eGFRCG 30—< 90 mL/min) at baseline, eGFRCG remained « With the need for long-term antiretroviral therapy in PWH, it is critical to establish the renal safety of HIV treatments Treatment Duration With B/F/TAF Renal TEAEs
stable with up to 5 vears of B/F/TAF treatment « Tenofovir alafenamide—based regimens have a superior renal safety profile compared with tenofovir disoproxil . . . . .
P y fumarate—based regimens,’>13 improving treatment options for PWH with mild to moderate renal impairment M_edlan (qgartll_e [Q]1, Q3) duration of B/F/TAF treatment was 83.4 (52.4, 101.9) week.s for the ovgrall §tudy population eGFR; 30-< 90 mL/min eGFRg 2 90 mL/min
o o _ _ _ _ _ with renal impairment (Stage 2-3b eGFRs) and 96.0 (64.1, 131.9) weeks for those without renal impairment (Renal Impairment) (No Renal Impairment)
) (?nlyt1 (< 0.1 IA)_IZSXE[ICIpaTt Vl\(”;h ren.al. Impalrmle?tc?lfccé?g?#:g B/IF/TAF Objective + By eGFR; stage, median (Q1, Q3) [range] treatment duration was: n=1069 n=2815
Je toafend (acute kidney Injury unrelated to ) - oo (T D _ Stage 2 eGFRgq: 84.3 (52.4, 103.4) [0.1-277.0] weeks Any renal TEAE, n (%) 28 (2.6) 71(25)
_ _ _ ° O aSSesSs renal outcomes throug years in witnh mi O moderate renal Impairment receiving o _ i Acute kid . 10 (0.9 14 (0.5
» Overall, renal TEAEs were infrequent, occurring in < 3% (28/1069) of bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF), using pooled data from nine studies gtage gz egEECG: ;g'i (%';’ 33.1023[2610205?.131] ‘é"eeksk ey 0.9 0.5
participants with renal impairment; there were no occurrences of proximal — Stage 3beGFReg: 954 (70.3,101.8) [60.0-111.3] weeks creatinine renal clearance decreased 6(06) °(0-2)
renal tubulopathy or Fanconi syndrome _Methods 505 (1.4
- | | | _ eGFR.; Change From Baseline Through 5 Years Blood creatinine increased 4(0.4) 8 (0.3)
— The rate of renal TEAEs was similar to that with other antiretroviral Study Design Renal impairment 4 (0.4) 0
regimens’-° B/F/TAF Phase 3/3b randomized trials? Absolute eGFR¢¢ Change From Baseline in eGFRcg Renal failure 2 (0.2) 4(0.1)
: K 1IS.28(. Dat -8— Stage 2 eGFR -@— Stage 3a eGFR Stage 3b eGFR =®= No renal impairment Glomerular filtration rate decreased 1(< 0.1 0
+ Changes in eGFR and the occurrence of renal safety events were generally 2 gz 3: 223 ::gﬁl o Inclusion criteria booled Outcomes ’ e ’ e ’ e — — t ( : ) —
consistent between those with renal impairment at baseline versus those % | co.us 2804458 g for this analysis ~ _, f01 €OF ¥ee _ Abeolite aGER 160 20 Al S
: : : : ™ Bt - : CG Albuminuri 0 2 (<0.1
without renal impairment (eGFR;g =2 90 mL/min) " | GS-US-380-18444 @ - Aged=18years mL/min . ~« Change from baseline <140 | o o S | - uminuria (<0.1)
- (n = 1069) Analysis of eGFRg! i = T i £ Blood creatinine abnormal 0 1(<0.1
GS-US-380-1878°5 —(—— ~ INOTVS . > in eGFReg £ 120 < 10 pOd Creatnine abnorms (<0.1)
g - Received B/F/TAF for - - Renal TEAES (all and = = .
G | GS-US-380-19616 —(9)— Data Baseline/ Up to £ IMMT T T 1 [ ] | _ Blood urea increased 0 1(<0.1)
o = up to 5 years od f Yoy 1 . B/F/TAF related) =100 1 1 | A A A L] _= r
P I al n La n g u ag e S u m m a ry U;, GS-US-380-40307 _@_ . eGFR.g 30—< 90 . pé)gFeR or 5 ay years - . anl discontinuations 8 80 WM—M_H 8 0 L Urine output decreased 0 1(<0.1)
GS-US-380-44493 —@— mL/min or = 90 mL/min >90 of B/F/TAF due to - - | - |
GS-US-380-4580° : at B/F/TAF initiation mL/min renal TEAEs g 60 W g 10 eGFRg, estimated glomerular filtration rate by Cockcroft-Gault equation; TEAE, treatment-emergent adverse event.
90 : : T : — c c
 Many people living with the human immunodeficiency virus (HIV) have ) S 40 -
conditions that affect their kidneys SIFITAF, bictsgravitmticiabineenclovi slaonarmide: sGFR . estmated Gomerdar filtafon rate by Gockroft Gault squation: TEAE, atmont.emergent acverse event: TN. teamenteive, = 20 s -20 Renal TEAEs in Participants Receiving B/F/TAF
VS, virologically suppressed. 0
: : : : : : : :  Qverall, 28 (2.6%) participants with renal impairment reported renal treatment-emergent adverse events (TEAES);
¢ Th|S anaIyS|S Comblned |nf0rmat|0n frOm nine d|fferent StUd|eS. It IOOked at e Datafrom nine B/F/TAF Phase 3/3b trials were pooled; 7 (0.7%) We(re rel;tzd to g/F/TAF P P J ( )
i i Tat i ' i . : L O 24 48 72 96 120 144 168 192 216 240 O 24 48 72 96 120 144 168 192 216 240
whether th_e HIV treatment bICJ_tegraVIr/emt”_Cltablne_/tenOfOVIr alatenamide —  Eight randomized studies: NCT02607930 (GS-US-380-1489),' NCT02607956 (GS-US-380-1490),2 - Renal TEAEs occurred in 71 (2.5%) of participants without renal impairment, with 22 (0.8%) related to B/F/TAF
(B/F/TAF) is safe for people with HIV and kidney disease NCT03547908 (GS-US-380-4458),3 NCT02603120 (GS-US-380-1844),4 NCT02603107 (GS-US-380-1878),° Week Week . - ~ . - . .
NCT02652624 (GS_US_380'1961 )56 NCT031 10380 (GS_US_380'4O3O)’7 NCT03631 732 (GS'US'380_4580)9 n= 2815 2719 2536 2023 1613 876 668 569 483 435 404 n= 2815 2719 2536 2023 1613 876 668 569 483 435 404 * The mOSt.COmmon renal TEOAES Were. .aCUte kld.ney Injury (n - 10, 0.9 /0) n partICIpantS with renal Impalrment
» This study looked at over 1000 people who had mildly to moderately reduced — One single-group study: NCT03405935 (GS-US-380-4449)8 975 943 855 618 446 187 o4 83 54 49 45 975 943 @55 B18 446 187 94 83 54 49 45 and proteinuria (n = 39, 1.4%) In participants without renal impairment
. 86 79 75 47 29 10 86 79 75 47 29 10 ; ;
kidney function and were taking B/F/TAF. The researchers examined how —  There were no cases of proximal renal tubulopathy or Fanconi syndrome
kidney function changed over time while taking this medication _ Ot Stane 2 B0 90 L /min: Stagn 36 45-e 60 mLimin: Stace 3b. 30 45 mLimin 0 renal immairment = 96 fmLimin
] ] ] ] ] ] eGFR_g, estimated glomerular filtration rate by Cockcroft-Gault equation; Q, quartile. D_ t_ t f BIFITAF D t R I TEAE
_ The study also looked to see if anyone developed a new kidney-related Baseline Demographics and Disease Characteristics by Baseline eGFR ISscontinuation o ue to kena S
condition and if anyone had to stop taking B/F/TAF because of 30—< 90 mL/min Median Change From Baseline in eGFRg eGFR.g 30—< 90 mL/min eGFR. = 90 mL/min
these conditions (Renal Impairment) > 90 mL/min (Renal Impairment) (No Renal Impairment)
SIEELRNINTE  45-<60 mL/min @~ 60—< 90 mL/min | (No _Renalt) Stage 2 6GFR Stage 3a 6GFR Stage 3b 6GFR Ir:gai?::;t n=1069 n = 2815
- - - - mpairmen g
+ The results showed that kidney function remained the same and did not worsen (Stage 3b (Stage 3a (Stage 2 Overall N oR1E 5 “ ° ° Renal TEAE leading to B/F/TAF (< 0.1) 0
. . . . . . eGFRc) eGFR¢) eGFRcg) h =1069 Week 240 Week 120 Week 72 Week 240 discontinuation, n (%)
with B/F/TAF use in people with HIV who have conditions affecting their kidneys n=8 n = 86 n =975 0 R — o A
Age, years, median (Q1, Q3) 70 (61, 75) 62 (54, 67) 52 (43, 59) 53 (44. 60) 39 (31, 49) _ . y HLY '
S K|d ney funCt|On after tak|ng B/F/TAF was the same as in people W|th HIV Female sex at birth, n (%) 2 (25) 34 (40) 206 (30) 332 (31) 642 (23) é S 2.2 B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; eGFR, estimated glomerular filtration rate by Cockcroft-Gault equation; TEAE, treatment-emergent adverse event.
taking B/T/TAF who did not have conditions affecting their kidneys Race, n (%) g O
hite 2 (89) 20 (52) 292 57) ardil) 1o78 (89) o 5 Only 1 (< 0.1% tici t di { d B/F/TAF after 3 ths due t derat | TEAE of t
» Only one person stopped taking B/F/TAF because of a new condition affecting Black 2 (25) 33 (38) 321 (33) 356 (33) 998 (35) <} nly 1 (< 0.1%) participant discontinue arter "l"‘;“ > GUE 0 a MOoderate rend Of aclite
7 _ _ _ _ . = 5 N T T il - -10 kidney injury, judged by investigator to be unrelated to B/F/TAF
their kidneys; the doctors did not think this condition was caused by B/F/TAF sian (6) (11) (11) (9) c - | | |
Othera 1(13) 3 (3) 52 (5) 56 (5) 203 (7) c 15 -11.9 — The participant was a 68-yea][-old male with Stage 2 eGFR; and HIV-1 RNA < 50 copies/mL at baseline.
: : " s : : : —_ 5 = Th iving th Ing h lipi | hypertensi t line, |
« Less than 3% of people in this study had a new condition related to their kidneys Hispanic or Latine ethnicity, n (%) 1(13) 12 (14) 148 (15) 161 (15) 529 (19) 3 20 el athiigled WiLaEXO@Z"QSS‘ZlQ%t.Xﬁevi.'tﬁ'i.edrﬂf acr;dm cieate tzaj’izégitifi ekt
while taklng B/F/TAF eGFRg, mL/min, median (Q1, Q3) | 40.8 (38.6,42.5)| 55.8(51.0, 58.2) 78.6(72.0,84.8) | 77.7 (69.6, 84.6)| 116.8 (102.7, 136.8) = o5 ! P P
Treatment history, n (%)
: : : . i, =45 =10 =6 =404
» This suggests B/F/TAF could be a good option for people with HIV whose fiES NENNSITE L ), A, 2, SOIED) 50 ) " " " Limitations
: : : Virologically suppressed 8 (100) 81 (94) 896 (92) 985 (92) 2145 (76)
kld ney fu nCt|On was mlldly to mOderately reduced | | | | ) - -~ | | | | | Timepoints are shown for up to 5.years (240 weeks) or the Ia§t timepoint at which the number of parti.cipar)ts with data was 2.5. o Cystatin C—-based eGFR was not eva|uated, as in all trials included in the StUdy, eGFR was calculated using the
alncludes American Indian or Alaska Native; Native Hawaiian or Other Pacific Islander; other race; and participants with Not Permitted designation (when local regulators did not allow eGFR 4! Stage 2, 60—< 90 mL/min; Stage 3a, 45—< 60 mL/min; Stage 3b, 30—< 45 mL/min; no renal impairment, =2 90 /mL/min. ,
collection of race/ethnicity information). eGFR, estimated glomerular filtration rate by Cockcroft-Gault equation; Q, quartile. eGFR, estimated glomerular filtration rate by Cockcroft-Gault equation; Q, quartile. Cockcroft-Gault equation
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