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[ Abstract] In response to the limitations of the traditional quality control (QC) model for clinical trials of
new traditional Chinese medicine (TCM) drugs, this paper explores the construction of a full-process intelligent QC
system centered on artificial intelligence ( Al) technology. From the perspective of clinical trial institutions, by
integrating currently relatively mature Al technologies, this paper proactively plans QC application scenarios for
clinical trials of new TCM drugs and proposes an intelligent QC system architecture covering the entire process
before, during, and after the trial. It focuses on elaborating the framework, module composition, main functions,
key technical features, and implementation pathways of the intelligent QC system, including data security, management
of drugs and biospecimens, protocol evaluation and start-up preparation, intelligent screening and recruitment, risk

monitoring and early warning, data governance and quality assessment, and knowledge accumulation and mining.
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The clinical trial QC system deeply integrated with Al technology can enable institutions to achieve a paradigm shift

in QC, shifting from passive response to active prevention and from post-hoc verification to real-time monitoring,

thereby improving the quality and efficiency of clinical trials.
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