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[Abstract] Clinical research has entered a new era characterized by unprecedented growth in health data, rapid advances
in digital technologies, and the rapid development of artificial intelligence. However, more data do not automatically produce
good evidence, and complex algorithms do not necessarily yield reliable, fair, or clinically useful results. This article examines
the evolving roles of data, digital transformation, and artificial intelligence in clinical research, finding that digital transforma-
tion permeates the entire research lifecycle, fundamentally reshapes the paradigm of clinical research, and creates new opportu-
nities. The core challenge of clinical research is no longer data generation, but data governance. In the era of big data and artifi-

cial intelligence, successful clinical research requires not only smarter algorithms, but also smarter governance.
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