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Application of Remote Inspection in Post—-market Supervision of Medical Devices
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Abstract: Purpose: Provides a reference for drug regulatory authorities to conduct remote post-marketing inspections of
products. Methods: This study reviews relevant remote inspection regulations both domestically and internationally, analyzes
the current state of post-market supervision of medical devices in China, explores the piloting of remote inspections within
medical device regulatory oversight processes, and identifies key quality control points. Results and Conclusions: Regulatory
authorities should conduct remote inspections following "risk-oriented" and "one enterprise, one policy", integrate them with
extended inspections and supervision of entrusted production, accelerate intelligent platform construction, and improve the
classification system to safeguard the medical industry's high-quality development.
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