Real-world psychiatric adverse events associated with bictegravir and darunavir/cobicistat regimens: a FAERS study
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Introduction. Neuropsychiatric adverse drug reactions have emerged as clinically relevant concerns with modern antiretroviral therapy, particularly integrase strand transfer inhibitor–based regimens. Real-world post-marketing data may better capture these effects than randomized clinical trials.
Aims. To characterize and compare psychiatric adverse event reporting associated with bictegravir-containing regimens and darunavir/cobicistat-based regimens using the FDA Adverse Event Reporting System (FAERS). 
Methods. A retrospective pharmacovigilance study was conducted using the FAERS Dashboard (2017–2025). Psychiatric ADR proportions between bictegravir- and darunavir/cobicistat-based regimens were compared using chi-square testing with risk difference estimation.
Results. Among 10,898 ADR reports, psychiatric disorders were more frequently reported with BIC/FTC/TAF than with DRV/c/FTC/TAF (10.3% vs 7.4%; χ² = 19.6, p < 0.001), with an absolute risk difference of 1.6%. Adult males aged 18–64 years predominated. Insomnia, anxiety, and depression were common to both regimens, while abnormal dreams and suicidal ideation were more frequently reported with bictegravir-containing therapy. 
Discussion. Psychiatric adverse event reporting was modestly but significantly higher with bictegravir-containing regimens, with an absolute risk difference of 1.6% compared with darunavir/cobicistat therapy. This pattern may reflect enhanced central nervous system exposure, reinforcing the importance of vigilant neuropsychiatric assessment in clinical practice.
