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Conclusions

— Early diagnosis and treatment are, therefore, key to achieving
positive treatment outcomes

Plain Language Summary

aBased on World Health Organization definition.'3 36, 49, and 50 from Studies 1489, 1490, and 4458, respectively. ©278, 271, and 71 from
Studies 1489, 1490, and 4458, respectively.
B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; c, copies; CD4, cluster of differentiation 4; M = E, missing = excluded; TN, treatment-naive.

Baseline Demographic and Clinical Characteristics

Efficacy Outcomes Through Week 240

Virologic Suppression (HIV-1 RNA < 50 c/mL; M = E Analysis)

Week

n= 133 130 128 126 124 120 116 119 117 116 112 114 111 109 102 95 90 81 72 71 64
n= 620 603 598 585 582 566 558 552 547 546 536 530 525 523 492 468 454 396 415 408 390

With advanced HIV disease’®: CD4 count < 200 cells/uL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count > 200 cells/uL
and no AIDS diagnosis at baseline. P values determined using Cochran-Mantel-Haenszel test (with vs without advanced HIV disease, stratified by
baseline HIV-1 RNA [< 100,000 vs > 100,000 c/mL]).

c, copies; CD4, cluster of differentiation 4; M = E, missing = excluded.
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Week

n= 133 128 125 125 125 122 115 117 116 115 110 110 110 105 99
n= 620 601 591 584 576 558 549 545 540 538 522 514 513 507 480 463 448 394 407 408 373

94 86 79 72 70 61

With advanced HIV disease'®: CD4 count < 200 cells/pL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count = 200 cells/uL
and no AIDS diagnosis at baseline. P < 0.001 at every timepoint (ANOVA adjusted by baseline HIV-1 RNA [< 100,000 vs > 100,000 c/mL]).
ANOVA, analysis of variance; c, copies; CD4, cluster of differentiation 4; Cl, confidence interval.
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efficacy of B/F/TAF in a large cohort of participants with advanced HIV disease

Objective

» To assess safety and efficacy outcomes with B/F/TAF as an initial regimen through
Week 240 in TN PWH who had advanced HIV disease at diagnosis

With advanced HIV disease’3: CD4 count < 200 cells/uL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count = 200 cells/pL

and no AIDS diagnosis at baseline. 2P values were calculated using the Cochran-Mantel-Haenszel test for categorical data (using the general

association statistic for nominal data and the row mean scores differ statistic for ordinal data) and the two-sided Wilcoxon rank sum test for continuous

data; significant P values are shown in bold. °Race was not permitted for one participantin each group. °All 29 participants were symptomatic.
BMI, body mass index; c, copies; CD4, cluster of differentiation 4; eCrClcg, estimated creatinine clearance by Cockcroft-Gault equation; Q, quartile.

» Baseline factors significantly associated with advanced HIV disease were being > 30 years
old, living outside of the US, lower body weight, lower BMI (< 25 kg/m?2), higher HIV-1 RNA

(> 100,000 c/mL HIV-1 RNA), lower estimated creatinine clearance (eCrCl.g), and

symptomatic HIV disease or an AIDS diagnosis

similar for participants with and without advanced HIV disease

Impact of CD4 Cell Count and AIDS Diagnosis

a result of a greater weight increase in those with advanced HIV disease, consistent with return to health41°

» Of the 135 participants with advanced HIV disease, 85 had CD4 count < 200 cells/uL and no AIDS diagnosis at baseline, 41 had CD4 count < 200 cells/yL and an AIDS diagnosis at baseline,

and 9 had CD4 count = 200 cells/pL and an AIDS diagnosis at baseline

— Excluding the nine participants with CD4 count = 200 cells/uL and an AIDS diagnosis at baseline from the group with advanced HIV disease had little effect on the efficacy and

safety outcomes
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