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: . . _ . Table 1. Baseline demographic and clinical characteristics . - - . :
» Approximately 50% of people living with HIV (PLWH) in the United : rer—m— o350 Ignesr/em\'r\;is 32;'902:}?32; gg?:tgfv 'QI f(n(;;{'?_ng_Cz%‘]l Cf(l)l ggz;ﬂ from baseline to Week 48 (+7
States are 250 years old’. This aging population is at increased Median Age (range) ) G - 179, 291, P=U.

Table 2. Avoidance of Drug-Drug Interactions (DDIs) following switch to B/F/TAF

Baseline ARV Concomitant Medication DDI resolution following switch to B/F/TAF
N (%
81 (23)

risk of additional comorbidities and drug-drug interactions (DDIs) > el %

between antiretrovirals (ARVs) and non-HIV medications Female, n (%
Race/Ethnicity

Caucasian, n (%)

281 (80)
69 (20

Ritonavir or cobicistat containing regimen Statins

199 (57)

- B/F/TAF is a potent, well-tolerated single tablet regimen (STR) with Black, n (%) %6.(16) A B I e
’ Hispanic, n (%) 80(23) Ritonavir or cobicistat containing regimen
few DDls A (LT Ritonavir or cobicistat containing regimen
e Y Ritonavir or cobicistat containing regimen
BMI, median (range) Ritonavir or cobicistat containing regimen
e Clini i i Weight, median (range). pounds Ritonavir or cobicistat containing reg
Clinical trials of B/F/TAF der.n-onstratled.potent efflcacy and a el e e e R:lgir\]/?r\i/rlmreor L s 1Ll

favorable safety and tolerability profile in PLWH aged = 65 years? 3 Coljgjlectif/") 4 Rilpivirine 3 (1)

, N %

10 (3 Abbreviations. B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; ARV, antiretroviral, PDES5, phosphodiesterase type 5; PPI, proton pump inhibitor; H2, histamine type 2
5(0, 20

2((1, 8)) A total of 140 potential DDIs were identified in 121 (35%) patients taking a boosting agent or rilpivirine at
90 (0-96) baseline that were resolved upon switching to B/F/TAF
4 (0, 23)
20 (1, 40)
4 (1, 11)

HCV, n (%
Chronic comorbid conditions, median (range)

* Real-world data from larger, diverse cohorts of older PLWH would S S PR IS e S e
be useful to validate these results outside of a clinical trial setting 10-year survival percentage, median (range)

Concomitant medications, median (range)
Duration of HIV infection, median (range), years
Number of ARV regimens prior to switch, median (range)

Figure 2. Changes in lipid parameters through Week 48

M ETH O DS ® Documented duration of virologic suppression prior to switch, median (range), years 11 (0, 27) — _—
» Prior ARV Experience 400 (-) 15 ()1
>2 NRTIs, n (%) 288 (82) , e , | p=o-o17 |
_ _ _ 21 NNRTI, n (%) 250 (71) Mdn=183.5 Mdn=175.5 Wy B2
» Retrospective cohort study to describe the efficacy, safety and > 2 Pls, n (%) 93 (27) : i
tolerability of B/F/TAF in adults aged =50 years old through 48 L INSTL o ) 1 (1) | | |
Weeks Regimen prior to switch 50 | ]
Dual NRTI+NNRTI, n (%) 80 (23) ) |
Dual NRTI+PI, n (%) 45 (13) —
» Eligible participants included PLWH who were switched to daily s oy o o e
B/F/TAF as a complete ARV regimen between February 2018- NNRTI#INSTL, n (%) 3(1) L I vans 135 an 123
. . er, n (% 200 - - . . -
August 2019 and were aged =250 years old at the time of switch Rationale for switch to BIF/TAF
Simplification, n (%) 123 (35) 1000 -
DDI Avoidance, n (%) 93 (27) e _ i ‘
» Key inclusion criteria included: VDI i 1A S, 0 {#) 70/(20) j ‘;
] Comorbidities, n (%) 27 (7.5) o
a. Documented plasma HIV-1 RNA<50 copies/mL x 2, Side Effects, n (%) e —

o . . Other, n (%
(at least three months apart) within the year prior to switch HiEtor eallge ot DIt ss STanceTava EBIEN I

b. Attendance at a minimum of two clinic visits in the year prior to U LRI

6 (1.5
TEXPE)
35 (34)

Switching to B/F/TAF was associated with significant declines in total cholesterol, LDL cholesterol, HDL

>1 NNRTI RAM, n (%) 33 (32) cholesterol and triglycerides. At baseline, 179 (51%) patients were on lipid-lowering therapy. During the study
switch >1 P RAM, n (o/’o) 37 (36) period, 42 (12%) initiated lipid lowering therapy and 11 (3%) discontinued lipid lowering therapy
: : : . : : 21 INSTI RAMP, n (%) 2(2)
c. No prior history of virologic failure on an integrase strand ST o3 [ T [T Table 3. Safety and Tolerability

transfer inhibitor (INSTI) containing regimen or documented hlons,ini(Ze)

M184V/I alone, n (%) Characteristic B/F/TAF (N=350)
primary INSTI resistance M184V/1+ 1 NRTI RAM, n (%) N (%)
- - . : . M184V/l + > 1 NRTI RAM, n (% Drug-Related Adverse Events (AEs)? 51 (15)
d ' Attendance at 22 CI INIC VISItS d uri ng the StUdy perIOd Wlth d Abbreviations. BMI, Body Mass Index; HBV, hepatitis B; HCV, hepatitis C; ARV, antiretroviral; Pl, protease inhibitor; NRTI, nucleoside reverse transcriptase inhibitor; NNRTI, non-nucleoside reverse Grade 2-5 Drug-Related AEs 16 (5)
o . . transcriptase inhibitor; INSTI, integrase strand transfer inhibitor; B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; DDI, drug-drug interaction; TDF; tenofovir disoproxil fumarate; RAMs, resistance L i B/E/TAF di ti ionb 2
minimum of 2 HIV-1 RNA measurements following switch to sssociated mutstions eading to B/F/TAF discontinuation 8 (2)
aTotal with available historical genotypes used as denominator Grade 3-4 lab abnormalities® 25 (7)

allow for an efficacy estimate “Two patents i minor NSTIRAMS SerowsAES .\ 0o
Figure 1. Subgroup Analysis of Virologic Outcomes at Week 48 oeath 0o

aThe most common drug-related AEs were fatigue (4%), weight gain (3%), and arthralgia (3%)

. - > ' ' ' % % . . IA . g . )
A documented plasma HIV-1 RNA>50 copies/mL in the year prior v Loas [ <o (] qnaz) S oy 5% These ichued lartes (2), dazinos 2, afirigie &) rainine dovaton (1) and abirnivalpen (1)
to switch was exclusmnary @ 100%- (75/80) (180/193) . (20/21)
% . Median (range) percent change from baseline in weight was +1.2% (-12.6-35.8%) with B/F/TAF at Week 48. Absolute
o Demog raphiCS, lab values and clinical parameters were extracted % medi?n increa'se in weigoht wz?\s 2.31b. 63 (19‘72) experignced >5% \:)veigh-t gain and 15 (5%) experienced > 10% weight gain.
fearm the charts of 3l e||g|b|e patients through Week 48 of . % 60% 1 23 (7%) experienced >5% weight loss and 6 (2%) experienced > 10% weight loss
treatment with B/F/TAF e - -
o 6% 7% . o%
O 20% - (5/80) (13/193) (W8 {15',;1) CO N c LU S I 0 N S :
* The primary endpoint of the study was the proportion of patients 2 o . . . . . .
th olasma HIV-1 RNA<50 copies/mL at Week 48 = Dual NRTI+NNRTI  Dual NRTI+PI Dua:q NR'I:I+INS'I; . Pgnx_:tsu NNRTI+INSTI Other® | | | | | |
with p P : egimen Prior to Switc » In this real-world cohort, switching to B/F/TAF was associated with high
© 60%1 : : : : c g
3 q . dooints included sub | . g 88% 91% 91% _— virologic suppression at 94%, improvement in lipid parameters, and
.econ- dary efficacy en pomts INciude S.U grcqp dna y.SGS O | 3 @ 100%]  (23/26) (70/77) @ 100%]  (62/68) (31/35) avoidance of DDIs in a Iarge proportion of patients
virologic outcomes at Week 48 by baseline regimen prior to switch & qo%- D 2 ao%-
all O
oth 4 dooints included . " cD4* cel > 60%: © 60%:  B/F/TAF was well-tolerated with low rates of Grade 2-5 drug-related AEs
ther secondary endpoints included (a) change in cell count 20%- = . & e 0 (5%) and discontinuations due to drug-related AEs (2%)
through Week 48 (b) change in lipids through Week 48 and (c) the (20/350) O 12% 9% o 9% 1%
impact of switching to B/F/TAF on DDlIs - - 29 oy 069 o -
P 9 0% . - * These data support use of B/F/TAF as a treatment option in older PLWH
e Dveralll Group Yles Nlr:: 6 1I+
« Safety and tolerability of B/F/TAF through 48 weeks were also Presence of M184V/l Mutation Number of NRTI RAMS’
asses Sed Abbreviations. NRTI, nucleoside reverse transcriptase inhibitor; NNRTI, non-nucleoside reverse transcriptase inhibitor; PI, protease inhibitor; INSTI, integrase strand transfer inhibitor; RAMs, resistance ;g:nmtggspzrl\/?i,scftajﬁ ggg}gﬂ 222.5;?? Eci)r?fel;lr:;/tiiﬁ;iirliggcgfEii?gg;trj?r;frrsgizigﬁggl’:/e?:6?01\/-ir/;\(:;:eanbal?n?c}eh:g);gmjciicé?jﬁ\li/shie\\lgcia%rirggirr)%?;é?%Zr?:!?]r;(t:;i:gug?:;danMdaZfﬁgsgy./: Week 48 results. Abstract OAB0403. IAC 2020 July 6-10, Virtual
associated mutations 3Maggiolo F., et al., A Phase 3b, multicenter, open-label study switching from an Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Alafenamide(E/C/F/TAF) or a Tenofovir disoproxil fumarate containing regimen to Bictegravir/Emtricitabine/Tenofovir
a Other ’i[ncludets tregimens with 3 antiretroviral drug classes Alafenamide (B/F/TAF) in virologically-suppressed, HIV-1 infected subjects aged 265 years. Abstract MOPEB238. IAS 2019 July 21-24, Me(xico City, l\)lexico

b Total with available historical genotypes used as denominator
*20 patients experienced HIV-1 RNA >50 copies/mL at Week 48, 19 had HIV-1 RNA between 50-200 copies/mL and 1 had HIV-1 RNA between 200-400 copies/mL. Two patients had documented non-

adherence while 18/20 had 100% adherence documented. None underwent genotypic testing. 1 discontinued B/F/TAF due to lack of efficacy. 10/19 re-suppressed on B/F/TAF. X X )
’ This work was supported by a research grant from Gilead Sciences, IN-US-380-5517 (PI: Rolle)



