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Application and Challenges of Artificial Intelligence in Drug Clinical Trials

CAO Shang', WANG Jingzhao™, PAN Jianhong™’

( 1. Yangtze River Delta Center for Drug Evaluation and Inspection of National Medical Products Administration, Shanghai 201210,
China, 2. Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China; 3. State Key Laboratory of
Drug Regulatory Science, Beijing 102629, China )

[Abstract] The application of artificial intelligence (AI) technology in drug clinical trials has becoming increasingly widespread,
significantly improving trial efficiency. This is mainly evident in areas such as patient recruitment and stratification, trial design
optimization, data processing and analysis, and pharmacovigilance and safety monitoring. However, the application faces challenges in
the areas of data standardization and quality, technical reliability and security, ethical and legal responsibilities, as well as regulatory and
compliance aspects. To address these challenges, it is necessary to establish unified data standards, improve technical evaluation systems,
strengthen ethical review, and promote international regulatory coordination. These efforts aim to strike a balance between innovative
development and risk control and to lay a foundation for the standardized application of Al technology in drug development. This review
summarizes the progress and challenges of Al technology in drug clinical trials.
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