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Construction and optimization of drug regulatory inspection
risk early warning mechanism based on big data

Yuehua Huang

Comprehensive Law Enforcement Team of Market Supervision and Administration, Dongchao Economic and Techno-
logical Development Zone, Ningde, Fujian, 352100, China

Abstract

Drug quality directly impacts public health and safety, making the development of risk early-warning mechanisms for pharmaceutical
supervision increasingly imperative. Confronted with limitations in traditional regulatory models—including insufficient testing
samples, delayed data updates, and inefficient information flow—that fail to keep pace with the pharmaceutical industry’s rapid
expansion, innovative reforms are urgently needed. This study leverages big data technology to explore new pathways and
optimization strategies for building drug regulatory inspection risk warning systems. By integrating multi-source data resources, we
achieve comprehensive coverage of testing samples and real-time data updates, breaking down information barriers to establish an
efficient and precise early-warning framework. These measures aim to enhance drug safety supervision effectiveness, strengthen
public health safeguards, and drive high-quality development in the pharmaceutical industry.
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