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[ Abstract] The 2025 edition of the Good Manufacturing Practice for Medical Devices (hereinafter
referred to as the new GMP) will come into force on November 1, 2026. It imposes strict compliance requirements
on high-risk, long—cycle, high-implantable high—end implantable and interventional medical devices, including
full life cycle management, pre—positioned risk control, digital intelligent management and control, and full
coverage of entrusted chains. Combined with clinical scenarios such as vascular intervention, structural heart
disease, and orthopedic implantation and device use risks, this paper takes new GMP promulgated by National
Medical Products Adminstration (NMPA), GB/T 42062 (ISO 14971), ISO 13485:2016, European Union Medical
Device Regulation, and unique device identification implementation specifications as compliance basis, integrates
quantitative data such as inspection defect rate, verification pass rate, rectification cycle, and cost investment,
constructs a full-process path from gap analysis, system reconstruction, key module upgrading, verification and
confirmation to implementation and operation, and proposes a clinical-quality—regulatory integrated compliance

strategy for high-risk links such as design and development, risk management, traceability system, contract
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manufacturing, and data integrity, so as to provide a implementable and verifiable implementation framework for

enterprises to achieve smooth transition, reduce inspection defect rate, control compliance costs, and achieve

high—quality development.
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