Hybrid decentralized randomized clinical trial with self-administration and remote adverse event reporting
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Introduction. Decentralized clinical trials (DCTs) are expected to improve accessibility and convenience by incorporating self-administration and remote safety monitoring, reducing the need for on-site visits. 
Aims. This study evaluated the feasibility and reliability of DCT elements and assessed participant burden.
Methods. In this open-label, randomized clinical trial, 20 healthy adult volunteers were randomly assigned 1:1 to DCT or conventional arms. The periods included inpatient single‑dose venlafaxine at baseline and readmission (Period 1 and 3), identical in both arms; and an arm‑differentiated 5-day paroxetine phase (Period 2). In Period 2, the DCT arm participants self‑administered paroxetine with a wearable dosing‑monitoring device and paper-log recording, and reported adverse events (AEs) through a remote platform. In contrast, the conventional arm participants administered medication on-site, where AEs were collected by investigators. Participant burden was surveyed on all participants on the last day. Outcomes were analyzed using descriptive statistics and inferential statistics.
Results. During the period 2, there was one missed outpatient dose in the conventional arm, while the DCT arm achieved 100% dosing adherence. Wearable dosing-monitoring device records were missing in 1 of 50 cases (2%), and the mean difference in dosing time between device records and paper-log was 0.24 min. The incidence of AEs was similar between arms, suggesting remote reporting did not compromise AE detection. Survey results showed that app/web was rated as the least burdensome self-administration recording method, followed by paper, then wearable device, while on-site visits were rated most burdensome. No significant differences in burden scores for electronic versus paper AE reporting were observed either between arms or within each arm.
Discussion. This study demonstrated the feasibility and reliability of self-administration with a wearable device and remote AE reporting, and identified app/web-based methods as imposing the lowest recording burden. 
