
20th European AIDS Conference (EACS); October 15–18, 2025; Paris, France

Treatment Outcomes in People With a Late HIV Diagnosis: A Pooled Analysis of Participants With 
Advanced HIV Disease at Diagnosis Randomized to Receive B/F/TAF
Juergen K Rockstroh1, Anchalee Avihingsanon2, Chloe Orkin3,4, Adriano Lazzarin5, Kimberly Workowski6, Hui Liu7, Jason T Hindman7, Paul E Sax8

1University Hospital Bonn, Bonn, Germany; 2Thai Red Cross AIDS and Infectious Diseases Research Centre, Bangkok, Thailand; 3SHARE Collaborative, Queen Mary University of London, London, UK; 
4Barts Health NHS Trust, London, UK; 5San Raffaele Scientific Institute, Milan, Italy; 6Emory University, Atlanta, GA, USA; 7Gilead Sciences, Inc., Foster City, CA, USA; 8Harvard Medical School, Boston, MA, USA 

References: 1. Palella FJ Jr, et al. J Antimicrob Chemother. 2016;71:2654-62. 2. McKinnon LR, et al. PLOS One. 2010;5:e11434. 3. Sundararajan R, 
et al. Curr HIV/AIDS Rep. 2022;19:184-93. 4. Ford N, et al. J Int AIDS Soc. 2025;28:e26415. 5. Late Presentation Working Groups in EuroSIDA and 
COHERE. BMC Infect Dis. 2020;20:728. 6. Centers for Disease Control and Prevention. https://www.cdc.gov/hiv-data/nhss/national-hiv-prevention-and-
care-objectives-2025.html (accessed Sept. 6, 2025). 7. Shaik RA, et al. BMC Infect Dis. 2025;25:177. 8. US Department of Health and Human Services. 
https://clinicalinfo.hiv.gov/sites/default/files/guidelines/documents/adult-adolescent-arv/guidelines-adult-adolescent-arv.pdf (accessed Sept. 6, 2025). 
9. European AIDS Clinical Society. https://eacs.sanfordguide.com (accessed June 25, 2025). 10. Sax PE, et al. eClinicalMedicine. 2023;59:101991. 
11. Avihingsanon A, et al. Lancet HIV. 2023;10:e640-52. 12. Behrens GMN, et al. Poster 658 presented at: CROI; March 9-12, 2025; San Francisco, 
CA, USA. 13. World Health Organization. https://www.who.int/teams/global-hiv-hepatitis-and-stis-programmes/hiv/treatment/advanced-hiv-disease 
(accessed Sept. 6, 2025). 14. Sax PE, et al. Clin Infect Dis. 2020;71:1379-89. 15. Daar ES, et al. AIDS Res Ther. 2025;22:45.

Introduction

• Despite improvements in access to HIV testing,3 many PWH are still diagnosed late and 
often have advanced HIV disease at diagnosis4-6

• Late HIV diagnosis and advanced HIV disease are associated with increased morbidity 
and mortality5,7

• Early initiation of antiretroviral therapy is recommended to improve outcomes8

• B/F/TAF is a guideline-recommended regimen for TN PWH8,9

— It has a high barrier to resistance, and is efficacious and well tolerated10-12

• This pooled analysis of three Phase 3 clinical trials aimed to assess the safety and 
efficacy of B/F/TAF in a large cohort of participants with advanced HIV disease 
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Methods

• 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/m2), higher HIV-1 RNA 
(> 100,000 c/mL HIV-1 RNA), lower estimated creatinine clearance (eCrClCG), and 
symptomatic HIV disease or an AIDS diagnosis
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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
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With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count ≥ 200 cells/μL and 
no AIDS diagnosis at baseline. aOf the Asian participants, 47 and 61 of those with and without advanced HIV disease, respectively, were from Study 
4458; 89% of participants from this study were of Asian race; all of these participants had hepatitis B virus coinfection. bLocal regulators did not allow 
collection of race or ethnicity data.
BMI, body mass index; c, copies; CD4, cluster of differentiation 4; eCrClCG, estimated creatinine clearance by Cockcroft-Gault equation; Q, quartile.

Conclusions
• In this pooled analysis of participants from three Phase 3 studies 

of bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF) in 
treatment-naïve (TN) people with HIV (PWH), 18% had advanced 
HIV disease at diagnosis 

• People with advanced HIV disease tended to be older, have a 
lower body weight and body mass index (BMI), and live outside of 
the US compared with those without advanced HIV disease

• Participants with advanced HIV disease achieved high virologic 
suppression (VS) rates with B/F/TAF through Week 240, with no 
safety concerns

• Consistent with previous studies,1,2 participants with advanced HIV 
disease took longer to achieve VS and maintained lower CD4 cell 
counts than those without advanced HIV disease 
— Early diagnosis and treatment are, therefore, key to achieving 

positive treatment outcomes

Plain Language Summary
• People who have had human immunodeficiency virus (HIV) for a 

long time and have not had treatment are more likely to have more 
serious signs of HIV (called advanced HIV disease)
— They may have more health problems and die sooner than 

those who find out they have HIV earlier and are treated earlier
• Bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF) is 

approved as a first-time treatment for people with HIV 
— It is a single tablet that contains three different HIV medicines: 

bictegravir (B), emtricitabine (F), and tenofovir alafenamide 
(TAF)

• Researchers wanted to find out how well B/F/TAF works in people 
with advanced HIV disease and if it has any side effects

• They found that B/F/TAF worked well to lower the level of HIV in 
the blood and had few side effects 

• However, B/F/TAF took longer to lower the level of HIV (so that it 
could no longer be detected in the blood) in people with advanced 
HIV disease than in people who did not have advanced HIV 
disease 

• These findings suggest that B/F/TAF is an effective treatment for 
people with advanced HIV disease, but that early diagnosis and 
treatment are important in achieving the best results

Study Design

aBased on World Health Organization definition.13 b36, 49, and 50 from Studies 1489, 1490, and 4458, respectively. c278, 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-naïve.

Baseline Demographic and Clinical Characteristics
With Advanced 

HIV Disease
n = 135

Without Advanced 
HIV Disease

n = 620
Age, years, median (Q1, Q3) 34 (28, 45) 31 (26, 42)
Male sex assigned at birth, n (%) 117 (87) 560 (90)

Race, n (%)
Asiana

Black
White
Other
Not permittedb

50 (37)
38 (28)
36 (27)
10 (7)
1 (1)

71 (11)
175 (28)
337 (54)

36 (6)
1 (< 1)

Ethnicity, n (%)
Hispanic or Latine
Not Hispanic or Latine
Not permittedb

22 (16)
113 (84)

0

140 (23)
478 (77)
2 (< 1)

HIV-1 RNA, log10 c/mL, median (Q1, Q3) 5.0 (4.6, 5.3) 4.4 (4.0, 4.8)
HIV-1 RNA > 100,000 c/mL, n (%) 66 (49) 91 (15)
CD4 count, cells/µL, median (Q1, Q3) 111.0 (49.0, 173.0) 463.0 (344.0, 602.5)
eCrClCG, mL/min, median (Q1, Q3) 112.1 (93.3, 134.0) 121.1 (102.7, 143.5)
Absolute body weight, kg, median (Q1, Q3) 70.0 (58.2, 81.0) 75.8 (67.0, 87.3)
BMI, kg/m2, median (Q1, Q3) 23.3 (20.7, 25.6) 25.0 (22.1, 28.3)
BMI < 25 kg/m2, n (%) 95 (70) 313 (50)
BMI ≥ 25 kg/m2, n (%) 40 (30) 307 (50)

Baseline Factors Associated With Advanced HIV Disease

Baseline Factor
With Advanced 

HIV Disease
n = 135

Without Advanced 
HIV Disease

n = 620

P
Valuea

Age, years
> 30 vs ≤ 30, n (%) 86 (64) vs 49 (36) 321 (52) vs 299 (48) 0.012

Sex assigned at birth
Female vs male, n (%) 18 (13) vs 117 (87) 60 (10) vs 560 (90) 0.206

Raceb

Black vs non-Black, n (%) 38 (28) vs 96 (72) 175 (28) vs 444 (72) 0.984
Region
Non-US vs US, n (%) 70 (52) vs 65 (48) 263 (42) vs 357 (58) 0.046

Absolute body weight, kg
Median (Q1, Q3) 70.0 (58.2, 81.0) 75.8 (67.0, 87.3) <0.001

BMI, kg/m2

< 25 vs ≥ 25, n (%) 95 (70) vs 40 (30) 313 (50) vs 307 (50) < 0.001
HIV-1 RNA, log10, c/mL
Median (Q1, Q3)
> 100,000 c/mL vs ≤ 100,000 c/mL, n (%)

5.0 (4.6, 5.3)
66 (49) vs 69 (51)

4.4 (4.0, 4.8)
91 (15) vs 529 (85)

< 0.001
< 0.001

eCrClCG, mL/min
Median (Q1, Q3) 112.1 (93.3, 134.0) 121.1 (102.7, 143.5) < 0.001

HIV disease status
Symptomatic or AIDS diagnosis vs 
asymptomatic, n (%) 71 (53) vs 64 (47) 29c (5) vs 591 (95) < 0.001

With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count ≥ 200 cells/μL 
and no AIDS diagnosis at baseline. aP 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. bRace was not permitted for one participant in each group. cAll 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.

Efficacy Outcomes Through Week 240

• ≥ 96% of participants without advanced HIV disease achieved VS by Week 12; participants 
with advanced HIV disease reached this threshold by Week 48; VS remained high through 
Week 240

Absolute CD4 Cell Counts

• Increased CD4 cell counts were observed in participants with and without advanced HIV 
disease through Week 240 but remained significantly lower in those with advanced 
HIV disease 

Safety Outcomes Through Week 240

Participants With AEs, 
n (%)

With Advanced 
HIV Disease

n = 135

Without Advanced 
HIV Disease

n = 620
Any AE 125 (93) 596 (96)

Grade 3/4 AEs 33 (24) 125 (20)

DRAEs 39 (29) 178 (29)

Grade 3/4 DRAEs 5 (4)a 12 (2)b

Serious DRAEs 1 (1)c 5 (1)d

AEs leading to study drug 
discontinuation 2 (1)e 9 (1)f

Grade 3/4 laboratory 
abnormalities 48 (36)g 211 (34)h

Immune reconstitution 
inflammatory syndrome (IRIS) 2 (1) 4 (1)

Deathsi 4 (3)j 7 (1)k

With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV 
disease: CD4 count ≥ 200 cells/μL and no AIDS diagnosis at baseline. Multiple AEs were counted only once per 
participant for the highest severity grade for each System Organ Class and Preferred Term. Participants were counted 
once for the maximum postbaseline severity for each laboratory abnormality.
aIncreased GGT, increased ALT, increased AST, major depression, cryptococcal meningitis, increased weight, 
hypomagnesemia, and increased blood triglycerides (n = 1 each); participants could have ≥ 1 event. 
bAbdominal pain, osteoporosis, grand mal seizure, chest pain, atrial flutter, dizziness, acute pancreatitis, suicide 
attempt, diarrhea, abdominal distension, increased ALT, increased blood creatinine (n = 1 each), and abnormal weight 
gain (n = 2); participants could have ≥ 1 event. 
cCryptococcal meningitis (n = 1). 
dAtrial flutter, dizziness, and acute pancreatitis (all reported in a single participant); grand mal seizure, spontaneous 
abortion, chest pain, and suicide attempt (n = 1 each).
eObesity and toxicity to various agents (n = 1 each).
fSleep disorder, dyspepsia, tension headache, depressed mood, and insomnia (all reported in a single participant); 
chest pain, depression, abdominal distension, cardiac arrest, COVID-19, intervertebral discitis, hepatocellular 
carcinoma, and paranoia (n = 1 each). 
gOne participant had no postbaseline data and was excluded from the denominator for the percentage.
hSix participants had no postbaseline data and were excluded from the denominator for the percentage.
iTreatment-emergent death (defined as death occurring between the first and last dose dates plus 30 days [inclusive]).
jPoorly differentiated gastric adenocarcinoma, sudden cardiac arrest, ischemic heart disease, and unknown cause 
(n = 1 each; none were considered related to study drug).
kCOVID-19, combined toxicity of chloroethane and methamphetamine, self-inflicted wrist wound, cardiac arrest, 
congestive heart failure, metastatic squamous cell carcinoma from epiglottis, and unknown cause (n = 1 each; 
none were considered related to study drug).
AE, adverse event; ALT, alanine aminotransferase; AST, aspartate aminotransferase; CD4, cluster of differentiation 4;
DRAE, drug-related adverse event; GGT, gamma-glutamyl transferase.

• The incidences of adverse events (AEs), drug-related AEs 
(DRAEs), serious DRAEs, discontinuations due to AEs, Grade 3/4 
laboratory abnormalities, IRIS, and deaths through Week 240 were 
similar for participants with and without advanced HIV disease 

Impact of CD4 Cell Count and AIDS Diagnosis
• Of the 135 participants with advanced HIV disease, 85 had CD4 count < 200 cells/µL and no AIDS diagnosis at baseline, 41 had CD4 count < 200 cells/µL and an AIDS diagnosis at baseline, 

and 9 had CD4 count ≥ 200 cells/µL and an AIDS diagnosis at baseline
— Excluding the nine participants with CD4 count ≥ 200 cells/µL and an AIDS diagnosis at baseline from the group with advanced HIV disease had little effect on the efficacy and 

safety outcomes 

• Baseline eCrCl was slightly lower in participants with advanced HIV disease than in those without advanced HIV 
disease; these differences generally reduced after Week 96, and participants in both groups showed similar 
fluctuations through Week 240 

• Absolute body weight was lower at baseline and through Week 36 in participants with advanced HIV disease 
than in those without advanced HIV disease, but was similar in both groups from Week 48 through Week 240 as 
a result of a greater weight increase in those with advanced HIV disease, consistent with return to health14,15

With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count ≥ 200 cells/μL and no AIDS diagnosis at baseline. 
Baseline value was defined as the last non-missing value obtained on or prior to the first dose of B/F/TAF.
*P < 0.05, with advanced HIV disease vs without advanced HIV disease (two-sided Wilcoxon rank sum test).
B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CD4, cluster of differentiation 4; eCrClCG, estimated creatinine clearance by Cockcroft-Gault equation; Q, quartile.

eCrClCG and Absolute Body Weight Through Week 240

eCrClCG Absolute Body Weight

With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count ≥ 200 cells/μL 
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; CI, confidence interval.

Results

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

With advanced HIV disease13: CD4 count < 200 cells/μL and/or AIDS diagnosis at baseline; without advanced HIV disease: CD4 count ≥ 200 cells/μL 
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.

Definition of advanced HIV diseasea: 
CD4 count < 200 cells/µL and/or 

AIDS diagnosis at baseline

Clinical Studies Included in 
the Pooled Analysis

With advanced HIV diseasea: 
CD4 count < 200 cells/µL and/or

AIDS diagnosis at baseline (n = 135b) 

Endpoints through Week 240:

Adults with HIV-1 (N = 755) from
B/F/TAF studies in TN participants:
• Randomized to receive B/F/TAF
• HIV-1 RNA ≥ 500 c/mL at screening

Primary: 
• Proportion of participants with 

HIV-1 RNA < 50 c/mL 
(M = E analysis)

• Change from baseline in 
CD4 cell count

Secondary: 
• Proportion of participants 

with adverse events
• Grade 3/4 laboratory 

abnormalities 
• Change from baseline in renal 

and metabolic parameters

Without advanced HIV disease:
CD4 count ≥ 200 cells/µL and no

AIDS diagnosis at baseline (n = 620c)

GS-US-380-1489 (NCT02607930)10

n = 314
240-week follow-up

GS-US-380-1490 (NCT02607956)10

n = 320
240-week follow-up

GS-US-380-4458
(ALLIANCE; NCT03547908)11

n = 121
144-week follow-up

Disclosures: JKR reports consulting fees from Boehringer Ingelheim, MSD, and ViiV Healthcare; payment or honoraria for lectures, presentations, speakers’ bureaus, 
manuscript writing, or educational events from Gilead Sciences, Inc., Janssen Pharmaceuticals, MSD, and ViiV Healthcare; fees for participating on data monitoring or 
advisory boards for Merck and ViiV Healthcare; and is an unpaid member of the EACS Governing Board. AA reports research grants from Gilead Sciences, Inc., 
GSK/ViiV Healthcare, MSD, and Roche; travel support from Gilead Sciences, Inc.; and is an unpaid member of the Thai AIDS Society committee, the Thailand National 
Committee on ART, Hepatitis and TB/TPT, and the WHO STAG-HHS. CO reports grants or contracts from Gilead Sciences, Inc., MSD, and ViiV Healthcare; payment 
or honoraria for lectures, speakers’ bureaus, manuscript writing, or educational events from Bavarian Nordic, Gilead Sciences, Inc., GSK, MSD, and ViiV Healthcare; 
support for attending meetings/travel from Gilead Sciences, Inc.; and is an unpaid member of the IAS Governing Council. AL has no conflict of interest to report.
KW reports grants or contracts from Gilead Sciences, Inc. HL and JTH are employees of and hold stock in Gilead Sciences, Inc. PS reports consulting fees from 
AbbVie, Gilead Sciences, Inc., MSD, and ViiV Healthcare; and grants or contracts from Gilead Sciences, Inc. and ViiV Healthcare.


	Slide Number 1

