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[ Abstract] Direct data capture (DDC) by means of digital health technology ( DHT) has been played a
significant role in the evaluation of clinical benefits in either traditional centralized clinical trials or novel decentral-
ized clinical trials of medicinal products. As a part of e-source data, a trial execution with the regulatory compli-
ance of the DHT is one of the challenges in clinical data flow managements. In the views of developmental trends in
GCP and global regulatory and supervisory requirements, DHT applications in clinical trials should meet the valida-
tion standards of an e-clinical system, conforming to the ALCOA principle regarding the trial data flow managements
with roles and qualifications of relevant stakeholders, such as sponsors, investigators and subjects. In the stand-
points of project management views, this paper discusses how the DHT application is complied with regulations, ra-
tional monitoring and supervisions on the DHT data flow, and responsibilities of relevant stakeholders, ensuring the
approvability of clinical outcomes on DHT-based clinical data by regulatory authorities.
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