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ABSTRACT

Pragmatic Trials (PT) are increasingly used in clinical research to provide evidence on
interventions in real-world settings. These trials offer the most critical information for new
interventions, development processes, and public health decision-making, thereby informing
clinical practice. It is essential to consider the integration of PTs into the healthcare system,
which is a comprehensive concept encompassing health promotion, prevention, treatment, reha-
bilitation, caregiving, and elderly/end-of-life care. To ensure the integrity of PT, it is crucial to
implement high-quality design, data collection, and follow-up correctly. The GCP renovation
(ICH-E6 (R3)) also mentions PT, emphasizing their effective use within regulatory frame-
works. Therefore, it is important to examine the trends in PT, the activities of the NIH in the
United States, and the utilization of PT within regulatory frameworks.
(Jpn Pharmacol Ther 2024 ; 52 suppl 2 : s86-92)
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