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Construction of a Quality System of Vaccine Lot Release Network Laboratory
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Abstract Objective: Based on the requirements of ISO/IEC 17025, combining the requirements of LT
sector indexes, according to a new batch of issuing institution, to construct a network laboratory, so as to meet
the assessment requirements of the National Regulatory Authority (NRA) of WHO. Moreover, to ensure the
consistency of network laboratory technology and quality management in the COVID-19 vaccine lot release

agencies, and ultimately guarantee the quality of lot release. Methods: In accordance with the Pharmaceutical
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Administration Law of the People's Republic of China, Vaccine Administration Law of the People's Republic of
China, the Regulations for Implementation of the Drug Administration Law of the People’s Republic of China, and
Measures for the Administration of Lot Release of Biological Products, together with reference to the requirements
of ISO/ IEC 17025, GPCL and WHO-GBT, and further combined with the solutions in the actual work of lot
release, the expert consensus on the quality system of its network laboratory from 15 aspects was established,
including the organizational structure, personnel, environmental facilities, equipment, traceability, experimental
methods, samples, documents and records, quality assurance and risk control of inspection ability, reports, data
control and information management, revision and implementation of lot release strategy and frequency, OOS,
performance appraisal and immune monitoring. Results and Conclusion: ISO / IEC 17025: 2017 could be
adopted as the core guide for lot release network laboratory in China, and the requirements of the WHO global
benchmarking tool laboratory testing (LT) sector should be appropriately included, to established the quality
management system of lot release network laboratory in China, ensure the consistency of the quality management

system of lot release network laboratory, and meet the needs of WHO-NRA evaluation, COVID-19 vaccine lot

releasing and the construction of a lot release network laboratory.
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