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Abstract

Background: Real world data are scarce on several key population starting a first line regimen with
bictegravir/emtricitabine/tenofovir alafenamide (BIC/FTC/TAF). The aim of this study is to evaluate the
effectiveness of BIC/FTC/TAF in ART-naive people living with HIV (PLWH), focusing on the subgroups of
female, late-presenters, PLWH with advanced HIV disease and PLWH >50 years.

Methods: Observational study on ART-naive PLWH, enrolled in Icona who started BIC/FTC/TAF (Jun 2016
-Dec 2021). Primary endpoint: treatment failure (TF) i.e. virological failure (2 consecutive HIV-RNA > 200
cps/ml or 1 HIV-RNA>1000 cps/ml >6 months from start) or discontinuation (TD) of BIC/FTC/TAF for any
reason. Secondary objectives: i) TD for any reason (TD); ii) TD for toxicity/intolerance (TDT); iii) TD for
simplification (TDS).

Standard survival analysis (Kaplan-Meier curves and log-rank test) were used. Unadjusted and adjusted
hazard ratios (HR) of TF were estimated by Cox regression according to the different exposures of
interest: age (=50 years old); sex; late presenters (<350 cell/mm3 or AIDS); PLWH with advanced HIV
disease (CD4<200 cell/mm3 or AIDS).

Results: 416 ART-naive patients started BIC/FTC/TAF (Table 1): 124 patients >=50 years (29.8%), 73
females (17.5%), 242 late presenters (58.1%) and 169 had advanced HIV disease (40.6%).

Over a median follow-up of 0.9 years (IQR 0.4-1.2), 51/416 PLWH had TF (12.2%), including 7 VF and 44
TD. The 1-year probability of TF was 11.0% (95%CI 7.9-15.1), (details in Table 2A). In the Cox regression
models adjusted for confounders, none of the exposure groups analyzed have been found to be
associated with a higher risk of TF (Table 3A).

45/416 PLWH had TD (10.8%). 16 PLWH discontinued for toxicity/intolerance (3.8%), 15 for simplification
(3.6%), 4 for failure (1.0%), 1 for patient’s decision (0.2%) and 9 (2.2%) for other reasons (5 for
enrolment in RCT and 4 unknown). The most used ARV regimens after discontinuation were the DTG-
based dual regimens (n=23).

The 1-year KM probabilities of discontinuing BIC/FTC/TAF for any reason, toxicity/intolerance or
simplification are shown on Table 2B,2C,2D. By multivariate Cox analysis, none of the exposure groups
were associated with the risk of the TD endpoints.

Conclusions: First line therapy with BIC/FTC/TAF demonstrated high effectiveness in a real world setting
(11.0% TF at 1-year). This was also confirmed, although limited by the number of events, in populations
at risk of lower response to therapy, l.e. older individuals, females, and severely immunosupressed
individuals.
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