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Introduction. US-FDA includes pharmacogenomics (PGx) information in drug labels to inform and assist clinicians in pharmacotherapy.  This study aimed to quantify the proportion of drugs recently approved by the US-FDA that have PGx information within their product label, identify additional approved drugs that are possibly influenced by PGx, and determine the availability of US-FDA-approved diagnostic tests.
Aim. To evaluate PGx content in the US-FDA approved drug labels from 01/01/2021 to 31/12/2025.
Methods. A descriptive, retrospective analysis was conducted using publicly available US-FDA resources from 01/01/2021 to 31/12/2025. Novel human drugs approved for systemic use, were identified from the US-FDA Novel Drug Approvals website. Drug labels were retrieved from the Drugs@FDA database and screened using the FDA Table of Pharmacogenomic Biomarkers in Drug Labeling. Drugs without PGx information but with potential relevance were identified through evaluation of primary metabolic and transporter pathways (e.g., CYP enzymes, P-gp transporter etc.). For labeled PGx drugs, the availability of US-FDA–approved diagnostic tests was recorded. Therapeutic area–wise distribution and temporal trends were also noted.
Results. A total of 238 drugs were approved by the US-FDA from 2021-2025. We excluded 32 drugs (8- diagnostic agents; 16- topical application; 8- labels withdrawn) and a total of 206 novel drugs were included in this study. Of these, 85 (41%) were found to have PGx information. The most common therapeutic areas for labeled PGx drugs were oncology-35 (41%), neurology-15 (18%), and hematology-13 (15%). Additional drug candidates with potential pharmacogenomic relevance were identified through assessment of mechanistic pathways. Temporal trends showed a steady proportion of drug labels containing PGx information between 2021 and 2024 (42%, 52%, 40% and 48%). Overall, 42% of labeled PGx drugs had US-FDA-approved diagnostic tests.
Conclusion. This study highlights the ongoing steady incorporation of pharmacogenomic information in product labels, especially in oncology, and suggests possible avenues for further PGx research in support of personalised medicine.
