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Personalized chronotherapy (PCT) aims to synchronize drug adminis- Figure 1: An integrated vision for Al-enabled Personalized Chronotherapy system Figure 2: MultiDom study using a circadian telemonitoring-telecare Figure 3: Examples of market-available devices for precision medicine in diabetes and oncology 5 — Cancer Research Centre, Division of Biomedical Sciences, Warwick Medical School, Coventry CV4 7AL, UK

tration with the body’s natural 24-hour circadian cycle, aligning target platform (N patients at home [6] 6 — Gastrointestinal and Medical Oncology Service, Paul Brousse hospital (APHP), 94800 Villejuif, France
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"Project Optimus” initiative in the aim to reform the dose optimiza- Table 1. Comparative analysis of EU and FDA reqgulatory frameworks related to PCT components and regulatory challenges of each

tion and dose selection paradigm in oncology. However, integrating (*Current regulatory classification)
precise, personalized, and automated technologies to advance PCT

Description / Role FDA regulation EU regulation Regulatory challenges Development status: examples and references
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