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Key points for on-site inspection and typical defects analysis of mRNA vaccine
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Abstract: With the successive approval of messenger ribonucleic acid (mRNA) vaccines for market, more attention is being paid to
their production site inspections. Production site inspection includes personnel, plant facilities and equipment, material management,
confirmation and verification, quality control, and quality assurance inspections. This article analyzes the key points of on-site
inspection for mRNA vaccine production, and provides examples of typical defects in inspection by production enterprises, such as
confirmation and verification, production management and factory facilities and equipment, quality control and quality assurance,
material management, institutional personnel and document management, in order to improve the level of production quality
management and ensure drug safety.
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