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Key Findings Methods (Continued) Results (Continued)

& Most participants in these double-blind, placebo-controlled trials receiving either B/F/TAF or DTG + 2 NRTIs demonstrated # Virologic outcomes were based on last available on-treatment HIV-1 RNA value through Weeks 48, 96 and 144 using LOCF Virologic Suppression by Adherence Virologic Suppression in Participants With Low Adherence (< 85%)
intermediate or high adherence by pill count (= 85%) to study drugs through Weeks 48, 96 and 144 imputation: < 50 c/mL (suppression) or 2 50 ¢/mL (viremia)

Participants with low adherence (< 85%) were younger, more likely to be Black and more likely to be treatment naive (TN) than ¢ Postbaseline resistance testing was performed for participants with confirmed virologic failure (HIV-1 RNA = 50 c¢/mL at two Week 48 e 031 =043 = 0.03
participants with high and intermediate adherence consecutive visits) and HIV-1 RNA = 200 c¢/mL at the confirmation visit, or with HIV-1 RNA = 200 c/mL at Week 48 or last visit, P=012 P < 0.0001 100 - - Y. - Y. -U.
ith [ f HIV-1 RNA to < 50 ¢/mL whil tudy d P=033 P =0.002
In the B/F/TAF group, virologic suppression was similar in participants with high and intermediate adherence compared with WITh no restippression o © ¢/me=- while on study drug 100 -
In the DTG + 2 NRTI group, virologic suppression was significantly lower in those with low adherence compared with those - f 80 - £ 75'
with high and intermediate adherence at Weeks 48, 96 and 144 Demographics and Baseline Characteristics E £E % 2 60 -
[$] -
— Viremia at last visit was observed at similar frequencies for each of the DTG + 2 NRTI regimens, suggesting that this effect £g 60 EV
: : o B/FITAF DTG + 2 NRTIs &V 2 <
was not driven by one regimen Characteristic (n = 1,306) (n = 1,316) 8 % M B/F/TAF 52 401
= b =0 o - = t
Virologic suppression among participants with low adherence was significantly higher with B/F/TAF than DTG + 2 NRTIs at : € i 40 (n = 1,306) S«
Week 144 Age, years, median (Q1, Q3) 40 (29, 51) 39 (29, 50) & I M DTG + 2 NRTIs* % 2
= 20 - (n=1,316) 7
: - Race, n (%)* ==
There were two cases of treatment-emergent M184V resistance in the DTG + 2 NRTI grou
g group Asian / Black / White / Other 131 (10) /333 (25)/ 773 (59) / 65 (5) 138 (10) /339 (26) / 778 (59) / 55 (4)
There was no treatment-emergent resistance to B/F/TAF Ethnicity, n (%)* 0 - . ] 0 - . . .
His a’nic or Latinx 268 (21) 255 (19) Adherence High Intermediate Low High Intermediate Low Week 48 Week 96 Week 144
C lusi P category  295% > 85%—< 95% < 85% > 95% > 85%—< 95% < 85%
oncilusion TN, n (%) 742 (57) 758 (58) Participants in each [~ =TT 46 65) 1012069 | 250179) 5562 B B/F/TAF < 85% adherence M DTG + 2 NRTIs < 85% adherence
& These data suggest that B/F/TAF is more effective than DTG + 2 NRTIs in achieving and maintaining virologic suppression in CD4 count, cells/pL, median (Q1, Q3) 513 (344, 729) 505 (335, 701) adherence category, n (%) L :
participants with suboptimal (< 85%) adherence to study drugs . — — — : : — : Studies 1489, 1490, 4458, 1844 and 4030 were included. Proportions of participants with virologic suppression were compared within treatment groups, with P-values determined by Cochran—Mantel— Week 48: Studies 1489, 1490, 4458, 1844 and 4030; Week 96: Studies 1489, 1490 and 4458; Week 144: Studies 1489 and 1490.
Race and ethnicity data were missing for four participants in the B/F/TAF group and six participants in the DTG + 2 NRTI group. Haenszel test. *DTG + 2 NRTI regimens included DTG/ABC/3TC (n = 595), DTG + F/TAF (n = 600) or DTG + F/TDF (n = 121). Proportions of participants with virologic suppression were compared between treatment groups, with P-values determined using Fisher exact test.
# Baseline characteristics were similar between treatment groups
Introduction Summary of Virologic Outcomes Week 96 At Week 144, virologic suppression was significantly higher among participants
_ _ with low adherence receiving B/F/TAF compared with DTG + 2 NRTIs
# Adherence to antiretroviral therapy is important for HIV viral suppression'-2 HIV-1 RNA < 50 c/mL at Last Visit £-046 F=0.0029
100 - M B/F/TAF P=0.46 P =0.030
— Durable viral suppression prevents emergence of drug resistance, improves HIV morbidity and mortality outcomes, and prevents - M DTG + 2 NRTIs 100 -
transmission of HIV to others'-3 > e 80 4
T R Adheren nd HIV-1 RNA Level in Participants With Viremi Week 4 LOCF Analysi
# The single tablet regimen B/F/TAF is a DHHS, IAS-USA and EACS guideline-recommended regimen for adults, adolescents and £E o Overall, virologic suppression was g 807 dherence and eve articipants Wit emia at Week 48 by LOC alysis
children weighing = 14 kg,*-® with demonstrated efficacy and tolerability and a high barrier to resistance ; u;c: 60 1 high for’ both treatment groups % § . 100,000 3 .
& Studies 1489, 1490, 4458, 1844 and 4030 were double-blind, placebo-controlled trials evaluating B/F/TAF versus DTG + 2 NRTIs § v 40 1 through all analysis timepoints v B B/F/TAF : .,
in participants with HIV who were either TN or virologically suppressed (VS)%14 53 24 1 (n = 742) = 1 o i o
g% 207 gz v M DTG +2 NRTIs* 5 10,000 3 °
— During the blinded phase of each trial, all participants received multiple daily tablets (active agent and placebo), allowing for o S (n = 758) S < . @ .0 e =m
unbiased comparison of adherence between treatment groups 0 % 20 1 x i @ °
Week 48 Week 96 Week 144 é 1,000 3 P o
u u 7 [
ObjeCtlve Week 48: Studies 1489, 1490, 4458, 1844 and 4030; Week 96: Studies 1489, 1490 and 4458; Week 144: Studies 1489 and 1490. 0 - , . ' ) ) ' © ] . e®* %
Adherence High Intermediate Low High Intermediate Low < 100 Y PY Q . =
& To evaluate adherence and determine the effect of adherence on virologic outcomes for participants receiving B/F/TAF versus HIV-1 RNA 2 50 c/mL at Last Visit bt an:’:it:ge::: = 95% 285%-<95%  <8% = 95% 285%-<95%  <85% & 1. 50¢/mL ® "
DTG + 2 NRTIs oo (N} Week 48 Week 96 Week 144 adherence c‘,ftegory, n (%) | 549 (74.0) 154 (20.8) 39 (5.3) 540 (71.2) 169 (22.3) 49 (6.5) S ]
n I 10 §
° Studies 1489, 1490, 4458, 1844, 4030 Studies 1489, 1490, 4458 Studies 1489, 1490 Studies 1489, 1490 and 4458 were included. Proportions of participants with virologic suppression were compared within treatment groups, with P-values determined using Fisher exact test. E
B/F/TAF 15 (1 9/1 306) 15 (1 1/742) 14 (9/623) *DTG + 2 NRTI regimens included DTG/ABC/3TC (n = 314), DTG + F/TAF (n = 323) or DTG + F/TDF (n = 121). B
- ’ - - 1 77/ // T T T T T T 1
Studies Included and Analysis Populations DTG + 2 NRTls 1.8 (24/1,316) 3.3 (25/758) 3.5 (22/637) 0 40 50 60 70 80 90 100
Study 1489911 Study 14901011 Study 445812 Study 1844'3  Study 40304 DTG/ABC/3TC 1.8 (11/595) 2.9 (9/314) 3.8 (12/314) Week 144 Adherence Through Week 48, %
Population ™ ™ TN HIV/HBV VS VS DTG + FITAF 1.2 (7/600) 2.8 (9/323) 3.1 (10/323) P= 0'42 — P< O'OOOP1= — ® B/F/TAF (n=19) ® DTG/ABC/3TC (n=11) M DTG + F/TDF (n=6) A DTG + F/TAF (n=7)
Comparator regimen DTG/ABC/3TC DTG + F/TAF DTG + F/TDF | DTG/ABC/3TC | DTG + F/TAF DTG + F/TDF 5.0 (6/121) 5.8 (7/121) - 100 -
Analysis population,* n 626 634 240 562 560 2,622 & HIV-1 RNA = 50 c/mL at last visit was observed at similar frequencies for each of the DTG + 2 NRTI regimens, suggesting that X g0 - Among participants with Week 48 viremia, the range of HIV-1 RNA levels and the distribution of DTG + 2 NRTI
. . . . | . . . .
3/1'_: (lsTéFz NRTI 21 i g;; 1;? 321 333 1’2(132 viremia was not driven by one regimen g E regimens were broadly similar between adherence categories
o
’ . . _r wo 60
Analysis timepoints | Weeks 48, 96, 144 | Weeks 48, 96, 144 | Weeks 48,96 |  Week 48 Week 48 Demographics and Baseline Characteristics By Adherence Category Through Week 48 5V W BIFTAF
*Only participants with = 1 returned pill bottle and = 1 postbaseline HIV-1 RNA measurement were included. Adherence Category through Week 48 g % 40 1 n (ST_G + 2)NRT|S*
& We performed a retrospective analysis of treatment adherence in clinical studies and its effect on virologic outcomes Characteristic '?:19_"22:55;? Intermed:ztt_e ifgs)%_< 95% L&W_j?g;% a ; 20 4 (n=637) Postbaseline Resistance Analysis
4 Adherence through Week 48, 96 or 144 was calculated as: Age, years, median (Q1, Q3) 40 (3 51) 36 (26, 49) 34 (25, 47) *
, ’ ’ ’ ’ ’ . 0 - . . Participant . Adherence through Emergent resistance
Adh (%) =100 x Total no. of pills takenx Race, n (%)* Adherence High Intermediate Low High Intermediate Low number Study Regimen Week 144 substitution
erence (%) = Total no. of pills prescribed Asian / Black / 243 (12) /449 (22) / 19 (4) / 164 (37) / 7(6)/59 (51)/ category  295%  285%-<95%  <85% 295%  285%-<95%  <85%
i Participants i h
) Y. No. of pills taken= at each dispensing period Et:r\]/izli’z /nO(tof)(;: 1,266 (62) / 92 (4) 244 (54) 1 20 (4) 41(36) /8 (7) . dherenie'zg’tz'; :r;" :a(‘;;) 436 (70.0) | 149 (23.9) 38 (6.1) 432 (67.8) | 161(25.3) 44 (6.9) 1 1489 DTG/ABC/3TC 92 9% V184V
Y. No. of pills prescribed at each dispensing period L AT Studies 1489 and 1490 neluded. Proportions of particinants with virolod : 4 within treatment th Pvalues detormined using Fish © tost
* | Hlspanlc or Latinx 408 (20) 94 (21 ) 21 (1 8) *DL'JI'(_I?,ei i NR%nregimen\gier:ZLljr;ceg ST.G/;OBpC(;)/SI'T'JSS(r? j;:;lgfnﬁ_gu ';/;_T_oAlc;g(lr? iu?i)zpsr.issmn were compared within treatment groups, wi values determined using Fisher exact test. 5 1489 DTG/ABC/3TC 86.4% M184V
Imputed from unreturned pills. TN, n (%) 1 ,166 (57) 255 (57) 79 (69)
~ Assessment was limited to returned pill bottles CD4 count, cells/ul, median (Q1, Q3) 506 (332, 711) 540 (369, 718) 474 (296, 725) High levels of virologic suppression were observed regardless of adherence category for participants
— Adherence was categorized as high (= 95%), intermediate (= 85%—< 95%) or low (< 85%) *Race and ethnicity data were missing for four participants in the B/F/TAF group and six participants in the DTG + 2 NRTI group. receiving B/F/TAF, however, VirOIOgiC SuppreSSion was lower in partiCipantS with < 85% adherence ¢ Two paﬂ::CILﬁ?gZS\/OE [:;G/ABC/?)TC f'cljad HIV-1 F[;AI ZB/ZF(;(I)_:I/:mL at their last visit during the blinded phase and were found to have
& Baseline demographics and clinical characteristics were summarized according to treatment group and adherence category for & Those with low adherence were younger, more likely to be Black and more likely to be TN at entry compared with those with high compared with those with intermediate or high adherence (= 85%) receiving DTG + 2 NRTIs emergen » DOth resuppressed on open-labe
both B/F/TAF and DTG + 2 NRTIs and intermediate adherence 4 No participants in the B/F/TAF group had treatment-emergent resistance
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