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Biktarvy® (BIC/FTC/TAF) 

Rapid Start 
This document is in response to your request for information regarding the use of Biktarvy® 
(bictegravir/emtricitabine/tenofovir alafenamide [BIC/FTC/TAF]) in rapid antiretroviral 
therapy (ART) initiation. This response was developed according to principles of 
evidence-based medicine and includes data from prospective studies (N≥30). 

Some data may be outside of the US FDA-approved prescribing information. In providing 
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance 
or to the use of any Gilead product(s). For information about the approved conditions of use 
of any Gilead drug product, please consult the FDA-approved prescribing information.  

The full indication, important safety information, and boxed warnings are available at:  
www.gilead.com/-/media/files/pdfs/medicines/hiv/biktarvy/biktarvy_pi.  

Summary 
Clinical Data: BIC/FTC/TAF in Rapid ART Initiation 

Across multiple prospective studies, rapid ART initiation with BIC/FTC/TAF showed high 
rates of efficacy, with virologic suppression rates ranging from 75% to 100% from 24 weeks 
to up to approximately 1 year of follow-up.1-12 In one study that only reported preliminary 
results up to Week 4, the virologic suppression rate was 52%.13 In general, there were low 
rates of Grade ≥3 AEs and discontinuations due to AEs.1,2,5-12 In a study that compared 
outcomes between rapid start and non-rapid start of ART, rates of undetectable VL were 
similar between groups, but participants in the rapid start group had better retention of care 
than those in the non-rapid start group.3 An interim analysis of another study showed that 
participants in the rapid start group had a significantly shorter time to virologic suppression 
from both diagnosis and ART initiation than did participants in the control (non-rapid start) 
group.4 

Clinical Data: BIC/FTC/TAF in Rapid ART Initiation 

Rapid Initiation With BIC/FTC/TAF vs TDF + 3TC + EFV 

Study design and demographics1  

A multicenter, randomized study in China compared the efficacy and safety of BIC/FTC/TAF 
vs TDF + 3TC + EFV in rapid ART initiation in MSM newly diagnosed with HIV-1. 
Participants were randomly assigned to BIC/FTC/TAF (n=146) or TDF + 3TC + EFV (n=149) 
and initiated ART within 14 days of diagnosis. The primary endpoint was the rate of virologic 
suppression (VL <50 c/mL) at Week 48 by FDA Snapshot analysis (superiority threshold: 
lower end of one-sided 95% CI >7%). Secondary endpoints included change from baseline 
in CD4 cell count, treatment retention, safety, and PROs through Week 48. 
Most participants in each treatment group were <35 years of age and of Han ethnicity, with 
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no significant difference between the BIC/FTC/TAF and TDF + 3TC + EFV groups in median 
age (31 and 32 years, respectively), median baseline VL (4.4 and 4.5 log10 c/mL), median 
baseline CD4 cell count (340 and 334 cells/mcL), and median time from diagnosis to 
treatment (5 days for both groups). 

Results 

At Week 48, the rate of virologic suppression by FDA Snapshot analysis was 95.9% in the 
BIC/FTC/TAF group and 79.2% in the TDF + 3TC + EFV group (treatment difference: 
16.7%; 95% CI: 9.4–24.2%); 2.1% and 5.4%, respectively, had VL ≥50 c/mL, and 2.1% and 
15.4% had no virologic data. Increases from baseline to Week 48 were significantly greater 
in the BIC/FTC/TAF than the TDF + 3TC + EFV group and included the following: CD4 
count, +223 vs +181 cells/mcL, respectively; CD4%, +11% vs +7.9%; CD4/CD8 ratio, +0.36 
vs +0.29 (each, P<0.05). All participants who remained on treatment and completed the 
48-week follow-up in the BIC/FTC/TAF (n=145) and TDF + 3TC + EFV (n=125) groups had 
good adherence (≥95%) according to pill count.1 

The rate of AEs was significantly lower in the BIC/FTC/TAF group than in the 
TDF + 3TC + EFV group (37.7% vs 65.8%, respectively; P<0.001), and most AEs were 
Grade 1 or 2 in severity. The most common AEs (≥10% in either group) were depression, 
headache, insomnia, and anxiety. Significantly more participants discontinued 
TDF + 3TC + EFV than BIC/FTC/TAF due to AEs (7.4% vs 0%, respectively; P=0.001).1 

The median (IQR) change from baseline to Week 48 in BMI was 0.9 (0–1.5) kg/m2 in the 
BIC/FTC/TAF group and 0 (-0.3 to 0.7) kg/m2 in the TDF + 3TC + EFV group (P<0.001).1 
Changes in BMI from baseline to Week 48 by BMI category are presented in Table 1. 

Table 1. BMI Categories at Baseline and Week 48 (Wang et al)1 

Treatment 
Group 

Participants by Category, % 

Underweight Normal Overweight Obese 

Baseline Wk 48 Baseline Wk 48 Baseline Wk 48 Baseline Wk 48 

BIC/FTC/TAF 7.6 4.1 69 64.1 17.9 23.5 5.5 8.3 

TDF + 3TC + EFV 8 7.2 67.2 67.2 24 24.8 0.8 0.8 

Increases from baseline to Week 48 in TC (BIC/FTC/TAF vs TDF + 3TC + EFV, +0.47 vs 
+0.02 mmol/L; P<0.001) and TG levels (+0.19 vs +0.04 mmol/L; P=0.29) were greater in the 
BIC/FTC/TAF group than in the TDF + 3TC + EFV group. The TC:HDL ratio decreased for 
both groups (BIC/FTC/TAF vs TDF + 3TC + EFV, −0.38 vs −0.46 mmol/L; P=0.038). LDL 
levels increased from baseline in the BIC/FTC/TAF group but decreased in the 
TDF + 3TC + EFV group (+0.25 vs −0.14 mmol/L, P<0.001).1  

PROs (depression, anxiety, and stress; HIV treatment symptoms; well-being assessment) 
improved significantly from baseline to Week 48 in the BIC/FTC/TAF group (9 vs 5; 
P=0.002), but not in the TDF + 3TC + EFV group (10 vs 8; P=0.853). The incidences of 
Grade 3/4 anxiety and depression (according to the Hospital Anxiety and Depression scale) 
were similar between the BIC/FTC/TAF group (10.5% and 6.8%, respectively) and the 
TDF + 3TC + EFV group (18% and 11.2%; P>0.05 for each); Grade 3/4 insomnia (according 
to the Pittsburgh Sleep Quality Index) occurred less frequently in the BIC/FTC/TAF group 
than in the TDF + 3TC + EFV group (61.7% vs 70.1%; P=0.035).1,14 
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FAST Study2 

Study design and demographics 

A prospective, multicenter, open-label, single-arm study in France evaluated the safety and 
efficacy of BIC/FTC/TAF for same-day ART initiation in ART-naive adults who were newly 
diagnosed with HIV-1 (N=118; Table 2). BIC/FTC/TAF had to be initiated at the first medical 
appointment after HIV diagnosis and before any laboratory results were available. The 
primary endpoint was the proportion of participants in the ITT population with a VL <50 c/mL 
at Week 24 using FDA Snapshot analysis. Secondary endpoints included change from 
baseline in CD4 cell count, safety, adherence, and feasibility of and satisfaction with 
immediate ART initiation in the ITT population. 

Table 2. FAST Study: Baseline Demographics and Disease Characteristics2 

Key Demographics and Characteristics Total Population (N=117) ITT Population (n=112) 

Age, median (IQR), years 37 (29–47) 36 (28–47) 

Male, n (%) 104 (88.1) 98 (87.5) 

HIV-1 VL, median (IQR), log10 c/mL 4.8 (4.3–5.4)a 4.8 (4.4–5.5) 

≥500,000 c/mL, n (%) 21 (18.3)a 21 (18.8) 

CD4 cell count, median (IQR), mm3 380 (243–596)b 369 (240–570)c 

<200 cells/mm3, n (%) 18 (15.8) 18 (16.4)c 

Delay between HIV diagnosis and ART 
initiation, median (IQR), days 

8 (5–17) 8 (5–17) 

Delay between inclusion and ART initiation, 
same day/1 day, n (%) 

117 (99.1)/1 (0.9) 111 (99.1)/1 (0.9) 

an=115. bn=114. cn=110. 

Results 

In the ITT population, 80.4% (95% CI: 71.8–87.3) and 84.8% (95% CI: 76.8–90.9) of 
participants had a VL <50 c/mL at Week 24 and Week 48, respectively. The median (IQR) 
time to suppression was 4 (4–12) weeks. Eleven (9.8%) and 14 (12.5%) participants had 
protocol-defined virologic failure (two consecutive VLs ≥50 c/mL) at Weeks 24 and 48, 
respectively; none of these participants had emergent resistance-associated mutations. 
The median (IQR) changes from baseline to Week 48 in CD4 cell count and CD4/CD8 cell 
count ratio were +230 (118–360) cells/mL and +0.32 (0.17–0.6), respectively. 

BIC/FTC/TAF was well tolerated, and rates of Grade 3 to 4 AEs (15/100 PY) and SAEs were 
low; none were related to BIC/FTC/TAF. One death by suicide (1/100 PY; unrelated to study 
drug) occurred. Three Grade 1 AEs led to study drug discontinuation. At Weeks 24 and 48, 
the median (IQR) changes from baseline in BMI were +0.9 (0.3–1.8) kg/m2 and 
+1.2 (0.3–2.1) kg/m2, respectively. 

At Weeks 24 and 48, the self-reported adherence rates were 84.5% and 83.7%, 
respectively. All participants completed ≥1 of the 4 planned self-administered questionnaires 
(92.2% of the expected questionnaires were completed) regarding anxiety, acceptability, 
and general satisfaction. Participants’ opinions of same-day treatment initiation with 
BIC/FTC/TAF were favorable, and participants reported a stress level of 6.3 out of 10. 
Anxiety levels decreased significantly from a mean level of 52 at baseline to 37 at 
Week 48 (P<0.001). Overall, mean general/clinical satisfaction and lifestyle/comfort 
subscale scores increased from baseline to Week 48, ranging from 25.9 to 26.8 (maximum 
score, 30). 
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Rapid Initiation vs Initiation ≥7 Days After Diagnosis3 

Study design and demographics  

A prospective, single-center study in the Southern US (Kentucky) compared retention in HIV 
care and efficacy outcomes between newly diagnosed PWH who initiated ART with 
BIC/FTC/TAF within 7 days of their diagnosis (rapid start group) and those who initiated 
BIC/FTC/TAF >7 days after their diagnosis (non-rapid start group). A total of 
168 participants ≥18 years of age were enrolled, and follow-up visits occurred at 4 to 
8 weeks (Visit 2), 12 to 16 weeks (Visit 3), then every 4 to 6 months (Visit ≥4) thereafter. 
The primary endpoint was retention in HIV care at 1 year, which was met if a participant had 
≥3 clinic visits within the first 12 months of care, attended a clinic visit at 1 year (Visit 5), and 
had no care gaps >6 months in duration. Secondary outcomes included the proportion of 
participants with an undetectable VL (HIV-1 RNA <20 c/mL) and the duration from diagnosis 
to achieving an undetectable VL up to 1 year. Participants in the rapid start group started 
ART a median (IQR) of 3 (1–7) days after HIV diagnosis vs 38 (19–100) days in the 
non-rapid start group. All 108 participants in the rapid start group and 57 of 60 participants 
(95%) in the non-rapid start group initiated BIC/FTC/TAF treatment. Participants in the 
non-rapid start group were older and had a higher CD4 count at baseline than those in the 
rapid start group (Table 3). 

Table 3. Baseline Demographics and Disease Characteristics (Ali et al)3   

Key Demographics and Characteristics 
Rapid Start  

(n=108) 
Non-Rapid Start  

(n=60) 

Age,a median (IQR), years 30 (24–37) 36 (29–45) 

Male, n (%) 92 (85) 45 (75) 

Race,b n (%) 

White 49 (45) 39 (65) 

African American 40 (37) 16 (27) 

American Indian/Alaskan Native 0 1 (1.7) 

Other/≥2 races 19 (18) 4 (6.7) 

HCV, n (%) 11 (11) 17 (30) 

HIV VL, median (IQR), c/mL 53,800 (16,700–256,000) 47,900 (10,580–247,250) 

CD4 cell count, median (IQR), cells/mm3 362 (183–543) 483 (323–724) 
aP=0.004. bP=0.03. 

Retention and efficacy results 

The retention rate at Visit 3 and the rates of undetectable VL at Visit 4 were significantly 
higher in the rapid start group than in the non-rapid start group (Table 4).  

Table 4. Rates of Retention in Care and Undetectable VL by Visit (Ali et al)3   

Outcomes, % Rapid Start  Non-Rapid Start 

Visit 1 Undetectable VL 0.9 1.7 

Visit 2 
Retention in HIV care 69 58 

Undetectable VL 44 46 

Visit 3 
Retention in HIV carea 50 27 

Undetectable VL 66 69 

Visit 4 
Retention in HIV care 47 55 

Undetectable VLb 75 47 

Visit 5 
Retention in HIV care 67 55 

Undetectable VL 74 64 
aP=0.006. P=0.007. 
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RoCHaCHa Study4 

Study design and demographics  

A prospective, open-label, single-center study evaluated BIC/FTC/TAF for rapid ART 
initiation (same day) in adult participants who were newly diagnosed with HIV-1 and were 
ART naive (N=45). Interim results were reported for participants who had been in care for 
≥3 months as of May 2021. Enrolled participants were aged ≥18 years, had been diagnosed 
with HIV-1 ≤21 days prior to study enrollment, had CrCl >30 mL/min, and weighed >35 kg. 
Participants in the rapid start group (n=34) received BIC/FTC/TAF once dai ly and were 
followed through 48 weeks. Outcomes were compared with those of participants who 
received standard-of-care therapy (non-rapid start; historical control, n=24) between 
January 2016 and August 2017. The primary endpoints were the median times from 
diagnosis to virologic suppression with a VL <200 c/mL and <50 c/mL and from ART 
initiation to virologic suppression. Thirty-four participants had >3 months of data, and 
21 participants completed 48 weeks of the study.  

Table 5. RoCHaCHa Study: Baseline Demographics and Disease Characteristics4 

Key Demographics and Characteristics Rapid Start (n=34) Control (n=24) 

Age at diagnosis, mean (SD), years 32.2 (9.8) 36.3 (13.3) 

Male sex at birth, n (%) 33 (97.1) 19 (79.2) 

Race, White/Black, n (%) 18 (52.9)/14 (41.2) 11 (45.8)/10 (41.7) 

HIV-1 VL prior to ART initiation, median (IQR), log10 c/mL 4.5 (3.7–5) 4.7 (4.3–5.1) 

≥100,000 c/mL prior to ART initiation, n (%) 8 (23.5) 9 (37.5) 

IV drug use ever, n (%) 6 (17.6) 3 (12.5) 

CD4 count prior to ART initiation, median (IQR), cells/mm3 462 (338–644) 447 (291.75–647.5) 

<200 cells/mm3 prior to ART initiation, n (%) 1 (2.9) 3 (12.5) 

Results 

Twenty of the 21 participants (95%) who received rapid start BIC/FTC/TAF were virologically 
suppressed at Week 48. At the time of the interim analysis, no participants had 
modifications made to their BIC/FTC/TAF regimen due to resistance or virologic failure. 
Participants in the rapid start group had a significantly shorter time to virologic suppression 
and higher treatment retention rates than those in the control group. Safety data were not 
reported from this study. 

Table 6. RoCHaCHa Study: Retention in Care and Efficacy Outcomes4 

Outcomes 
Rapid Start 

(n=34) 
Control  
(n=24) 

Time from diagnosis to clinic presentation, median (IQR),a days 1 (0–4) 9.5 (6–22.25) 

Time from clinic presentation to ART, median (IQR),a days 0 35.5 (28–57) 

Time from diagnosis to VL <200 c/mL, median (IQR),a days 16 (11–31)b 94 (83.75–199) 

Time from ART initiation to VL <200 c/mL, median (IQR),a days 14 (7–28)b 34 (29.75–62.75) 

Time from ART initiation to VL <50 c/mL, median (IQR),a days 16 (11–31)b 187.5 (113–340.8) 

Retention in care at Week 12,c n/N (%) 29/34 (88.2) 12/24 (50) 

Retention in care at Week 24,c n/N (%) 25/31 (80.6) 9/24 (38) 

Retention in care at Week 48,c n/N (%) 19/22 (86.4) 9/24 (38) 

Pharmacy adherence through Week 48,d n (median %) 21 (91) 9 (67) 
aP<0.001. bn=33; viral suppression data were unknown for 1 participant. cP<0.05. dP≥0.05. 
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Phase 3b Study: Rapid BIC/FTC/TAF vs DRV/c/FTC/TAF5 

Study design and demographics 

An open-label, two-arm, phase 3b, multicenter study was conducted in the UK to assess 
outcomes of ARV-naive, adult PWH who initiated ART <14 days after receiving an HIV-1 
diagnosis (N=36; Table 7). Participants were randomly assigned (1:1) to BIC/FTC/TAF or 
DRV/c/FTC/TAF, and ART was initiated within 48 hours of the baseline visit. The primary 
endpoint was the time-weighted average change in HIV-1 RNA from baseline to Week 12. 
Secondary endpoints included the proportion of participants who achieved virologic 
suppression (HIV-1 RNA <50 c/mL) at Weeks 2, 4, 12, 24, and 48 and safety outcomes. 

Table 7. Baseline Demographics and Disease Characteristics (Whitlock et al)5 

Key Demographics and Characteristics 
BIC/FTC/TAF 

(n=19) 
DRV/c/FTC/TAF 

(n=17) 

Age, mean ± SD, years 34±13.7 37±9.4 

Male, n 19 15 

HIV-1 VL, mean ± SD, log10 c/mL 4.86±0.71 4.71±1.03 

CD4 count, mean ± SD, cells/mm3 452±254 568±246 

Duration from HIV-1 diagnosis to ART initiation, 
mean ± SD, days 

7.7±3.4 8.1±4 

Transmitted genotypic 
resistance,a n 

Any major 2 9 

NNRTI 1 6 

NRTI 1 4 

PI 0 1 

INSTI 0 0 
Abbreviations: INSTI=integrase strand transfer inhibitor; NNRTI=non-nucleos(t)ide reverse transcriptase 
inhibitor; NRTI=nucleos(t)ide reverse transcriptase inhibitor; PI=protease inhibitor. 
aIn the BIC/FTC/TAF arm, there were NNRTI (K103N, n=1) and NRTI (D67G, n=1) mutations. In the 
DRV/c/FTC/TAF arm, the following mutations were observed: NNRTI (K103N/Q, n=3; V179D/E, n=2; E138A, 
n=1), NRTI (M184V, n=3; D67N, n=1; K219Q, n=1), and PI (V82A, n=1). Some participants had ≥1 mutation.  

Results 

From ART initiation to Week 12, the time-weighted mean decrease in log10 HIV-1 RNA was 
3.1 log10 c/mL in the BIC/FTC/TAF arm and 2.6 log10 c/mL in the DRV/c/FTC/TAF arm 
(P<0.001). At Week 12, 84% of participants (16/19) in the BIC/FTC/TAF arm and 35% of 
participants (6/17) in the DRV/c/FTC/TAF arm were virologically suppressed (P<0.05); at 
Week 48, 74% (14/19) and 65% (11/17), respectively, were virologically suppressed.  

Overall, 22 participants reported drug-related AEs (BIC/FTC/TAF, n=13; DRV/c/FTC/TAF, 
n=9). Two SAEs in the BIC/FTC/TAF arm and 1 SAE in the DRV/c/FTC/TAF arm were 
reported; none were considered related to study drug. Eight participants had ≥1 Grade 3 
laboratory abnormality (BIC/FTC/TAF, n=3; DRV/c/FTC/TAF, n=5), and none were 
determined to be related to study drug. At Week 12, 3 participants (8%) in the 
DRV/c/FTC/TAF arm had discontinued (lost to follow-up, n=2; unable to make study visits, 
n=1), and at Week 48, 2 participants in the BIC/FTC/TAF arm and 4 participants in the 
DRV/c/FTC/TAF arm were lost to follow-up. 

 
 
 

Intended for U.S. Healthcare Professionals only
Last Updated: 13 May 2026



Gilead Sciences, Inc. is providing this document to you, a US Healthcare Professional, in response to your unsolicited reques t for medical information. 

Page 7 of 11 

Additional Clinical Data on BIC/FTC/TAF in Rapid ART Initiation 

Table 8. Summary of Additional Single-Arm/Non-Randomized Studies of Rapid Start BIC/FTC/TAF6-13 

Study Design Study Population/Treatment Efficacy Results Safety Results 

Prospective, 
single-arm, 
multicenter cohort 
study in Taiwan6 

225 ART-naive PWH who initiated 
BIC/FTC/TAF within 24 h of confirmed 
HIV diagnosis 

• Wk 48 (ITT analysis):  

• VL <50 c/mL: 76.3% (167/219) 

• VL <200 c/mL: 89.5% (196/219) 

• Wk 48 (LOCF):  

• VL <50 c/mL: 81.3% (183/225) 

• VL <200 c/mL: 96.4% (217/225) 

• No BIC/FTC/TAF-related severe AEs 
reported 

• 2 discontinuations (0.9%) due to skin rash 

BIC-NOW study: 
open-label, 
single-arm, 
multicenter, phase 4 
study in Spain7 

208 PWH; test-and-treat model of 
BIC/FTC/TAF initiation; all participants 
initiated within 1 wk of diagnosis 

• 98.6% (205/208) initiated on same 
day of diagnosis 

• VL <50 c/mL at Wk 48: 

• ITT analysis: 175/208 (84.1%) 

• PP analysis: 175/178 (98.3%) 

• CD4 cell counts and CD4/CD8 ratio 
improved from baseline (P=0.0001 for both) 

• No Grade 3–4 AEs or discontinuations due 
to AEs 

• Significant increases from baseline to 
Wk 48 in weight, BMI, TC, HDL, and TG 
and significant decreases in ALT, GGT, and 
CrCl (P≤0.035 for each) 

SIMPLIFIED study: 
prospective, 
single-center, 
phase 4, mobile 
outreach clinical 
study in Spain8 

101 vulnerable PWH (ie, reported drug 
use, were homeless, were 
undocumented immigrants); “Test, treat, 
and retain” approach 

• 100% of eligible participants had 
same-day BIC/FTC/TAF initiation 

• Wk 48 (of the 64.4% who remained in care): 

• VL <50 c/mL: 96.9% 

• VL ≥50 c/mL: 3.1%  

• CD4 cell counts increased numerically from 
baseline to Wk 48 (P-value not provided) 

• Incomplete adherence was reported in 
57.3%, and 10.1% had treatment 
interruptions >20 days. No cases of 
virologic failure were reported 

• 69 participants (68.3%) reported ≥1 AE; 
most AEs (95.3%) were mild in intensity 

• 2 AEs (1%) were deemed related to 
BIC/FTC/TAF 

• 5 SAEs were reported: hospitalization, n=3; 
life-threatening, n=1; death, n=1 

• No AE led to permanent discontinuation 

Prospective, 
single-arm, 
single-center, 
proof-of-concept 
study in Spain13 

100 newly diagnosed PWH who initiated 
BIC/FTC/TAF within the first wk of HIV 
diagnosis, prior to lab test results 

• 64% initiated the day of diagnosis 

Preliminary results reported up to Wk 4: 

• VL <50 c/mL: 52%  

• Ineligible for other rapid ART initiation 
regimens (primary endpoint): 72% 

Safety data were not reported 

BIC-PHI clinical trial: 
single-arm, 
multicenter study in 
Spain9 

64 participants with confirmed PHI 
(<3 mo post-infection) who initiated 
rapid ART with BIC/FTC/TAF; 78% 
initiated within 72 h of diagnosis; 
100% within 24 h of first specialist visit 

VL <50 c/mL at Wk 48 (primary endpoint): 

• ITT analysis: 52/64 (81%) 

• On-treatment analysis: 52/56 (93%) 

• None of the 4 participants with VL ≥50 c/mL 
developed resistance substitutions 

• ≥1 AE reported in 72% of participants 
(Grade 3–4, 3%) 

• No AEs led to discontinuation 

• 91% of AEs unrelated to BIC/FTC/TAF 

• 4 SAEs, all unrelated to treatment 
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Study Design Study Population/Treatment Efficacy Results Safety Results 

BIFAST study: 
open-label, 
non-randomized, 
single-center, 
phase 4 study in 
Spain10 

59 participants referred to HIV clinic and 
offered same-day ART with 
BIC/FTC/TAF 

• n=39 with lab data; n=20 without lab 
data 

Efficacy at Wk 24: 

• ITT analysis: 50/59 (84.4%) 

• PP analysis: 50/54 (92.6%) 

• 1 BIC/FTC/TAF discontinuation due to 
suspected tuberculosis infection  

• No other safety data reported 

BFTAFDU study: 
prospective, 
open-label, 
single-arm, 
multicenter pilot 
study in Greece11 

36 PWHID who were ARV naive or had 
discontinued ART for >3 mo and 
initiated ART within 7 d (median time 
from diagnosis, 0 d) with BIC/FTC/TAF 
and PNS; 122 historical controls 
(median time from diagnosis to 
treatment initiation, 141.5 d) 

VL <40 c/mL among participants: 

• Wk 24 (±30 days): 20/22 (90.9%) 

• Wk 48 (±30 days): 8/8 (100%)  
VL <40 c/mL among historical controls: 

• Wk 24, 40% 

• 4 participants with Grade 3–4 SAEs 
unrelated to treatment 

• No AEs related to treatment led to 
discontinuation 

Rainbow study: 
prospective, 
single-arm, 
single-center, 
phase 4 study in 
Italy12 

30 ART-naive adults with advanced 
HIV-1 (CD4 cell count <200 cells/mcL 
and/or the presence of an AIDS-defining 
event) who initiated BIC/FTC/TAF ≤7 d 
after HIV diagnosis 

Wk 48 (ITT population): 

• 90% with VL <50 c/mL  

• 3 clinical or unconfirmed virological failures 

• 83% with CD4 count >200 cells/mcL 

• CD4 cell counts and CD4/CD8 ratio 
significantly improved from baseline 
(P<0.001 for both) 

• 6 SAEs (n=3); 2 cases (6.6%) of IRIS  

• No treatment discontinuations for safety  

• Grade 3 (37%) and Grade 4 (3%) lab 
abnormalities were unrelated to treatment 

• Increases from baseline in weight, BMI, and 
Cr (each, P<0.001) 

• eGFR decreased (P<0.001) 

Abbreviations: GGT=γ-glutamyl transferase; IRIS=immune reconstitution inflammatory syndrome; lab=laboratory; LOCF=last observation carried forward; 
PHI=primary HIV infection; PNS=peer navigation support; PP=per protocol; PWHID=people with HIV who inject drugs.
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Abbreviations
3TC=lamivudine 
AE=adverse event 
ART=antiretroviral therapy 
ARV=antiretroviral 
BIC=bictegravir 
c/mL=copies/mL 
CD=cluster of differentiation 

DRV/c=darunavir/cobicistat 
EFV=efavirenz 
FTC=emtricitabine 
MSM=men who have sex 
with men 
PRO=patient-reported 
outcome 
PWH=people with HIV 

PY=person-years 
SAE=serious adverse event 
TAF=tenofovir alafenamide 
TC=total cholesterol 
TDF=tenofovir disoproxil 
fumarate 
TG=triglycerides 
VL=viral load
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Product Label 
For the full indication, important safety information, and boxed warning(s), please refer to 
the Biktarvy US Prescribing Information available at: 
www.gilead.com/-/media/files/pdfs/medicines/hiv/biktarvy/biktarvy_pi.  

Follow-Up  
For any additional questions, please contact Gilead Medical Information at:  

☎1‑866‑MEDI‑GSI (1‑866‑633‑4474) or   www.askgileadmedical.com 

Adverse Event Reporting 
Please report all adverse events to:  

Gilead Global Patient Safety ☎ 1-800-445-3235, option 3 or  

 www.gilead.com/utility/contact/report-an-adverse-event 

FDA MedWatch Program by ☎ 1-800-FDA-1088 or MedWatch, FDA, 5600 Fishers Ln, 

Rockville, MD 20852 or   www.accessdata.fda.gov/scripts/medwatch 

Data Privacy 
The Medical Information service at Gilead Sciences may collect, store, and use your 
personal information to provide a response to your medical request. We may share your 
information with other Gilead Sciences colleagues to ensure that your request is addressed 
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite 
product, we will need to use the information you have given us in order to meet our 
regulatory requirements in relation to the safety of our medicines.  

It may be necessary for us to share your information with Gilead’s affiliates, business 
partners, service providers, and regulatory authorities located in countries besides your 
own. Gilead Sciences has implemented measures to protect the personal informat ion you 
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for 
more information about how Gilead handles your personal information and your rights. If you 
have any further questions about the use of your personal information, please contact 
gilead.privacy@gilead.com.  

BIKTARVY, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences, 
Inc., or its related companies. 
© 2026 Gilead Sciences, Inc. 
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