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Abstract
Background: Use of BIC/FTC/TAF is based on several pivotal trials, but long-term real-world data,
especially addressed to key-populations are still lacking. The aim of this study is to evaluate the
effectiveness of BIC/FTC/TAF in ART-naïve people living with HIV (PLWH) focusing on sex, older age, late
presenters and PLWH with advanced HIV disease.
Methods: Observational study including ART-naïve PLWH from Icona cohort who started BIC/FTC/TAF for
the first time from Jan-2106 to Dec-2021. Primary endpoint: treatment failure 1 (TF1): virological failure
(VF: 2 consecutive HIV-RNA >200 copies/ml or 1 >1000 copies/ml >6 months from initiation) or
treatment discontinuation (TD) for any reason. Secondary endpoint: (i) treatment failure 2 (TF2): VF or
TD only for toxicity/intolerance or for virological failure; (ii) VF ITT; (iii) VF OT.
Standard survival analysis (Kaplan–Meier curves and log-rank test) were used. Unadjusted and adjusted
hazard ratios (HR) of the different endpoints were estimated by means of Cox regression models for the
different exposure groups: ≥50 years old; female; late presenters (LP, CD4<350 cell/mm3 or AIDS) and
advanced HIV disease (AD, CD4<200 cell/mm3 or AIDS). Sets of confounders were tailored for each of
the exposure of interest.
Results: 416 ART-naïve included (17.5% female, 29.8% ≥50 years, 58.2% LP, 40.6% AD). Patients’
characteristics are shown in Table1.
Over a median follow-up of 83.5 weeks (IQR 47.0-114.8), TF was observed in 81 PLWH (19.5%, 12 VF and
69 TD), TF2 in 34 (8.7%; 12 VF and 22 TD for toxicity or virological failure), VF OT in 12 (2.9%) and VF ITT
analysis in 14 (4.0%) PLWH.
Reasons for TD: 16 toxicity/intolerance (3.8%), 25 simplification (6.0%), 6 virological failure (1.4%), 1
patient’s decision (0.2%) and 21 other reasons for TD (2.2%). The estimated 96-week probability of TF1
by KM was 19.4% (95%CI 15.5-24.1). Probabilities of TF1, stratified by different subgroups and
probabilities of TF2, VF ITT and VF OT are shown in Table2.
In the adjusted Cox regression models, only PLWH older than 50 years showed a higher risk of TF1 (vs
<50 aHR=1.70, 95%CI 1.06-2.74). Also, according to the definition of TF2, the higher risk of failure was
confirmed for the group >=50 years (vs. <50 yrs aHR=2.25, 95%CI 1.11-4.56). None of the other groups
of interest had a higher risk of VF (Table 3).
Conclusions: BIC/FTC/TAF demonstrated high effectiveness in a real-world setting, including in
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immunosupressed PLWH (LP and AD). Overall, real-world data are similar to data from randomised trials
showing an 88% efficacy at 96-weeks. In contrast to RCT data, PLWH older than 50 years had a higher
risk of failure both, in the primary endpoint and in the alternative definition of failure (TF2). The reasons
for such discordant results need to be further investigated.
This study was funded by a Gilead Sciences Inc. unrestricted grant
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