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Abstract: Objective
Methods
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To provide a reference for the application of quality control materials in vaccine quantitative determination.
The role and value, selection principles and key points of use and preservation of quality control materials in the
quantitative determination of vaccines were analyzed, then combined with the actual case of quantitative determination assay by
enzyme — linked immunosorbent assay (ELISA) of recombinant novel coronavirus protein vaccine (CHO cell). By regularly testing
quality control samples and drawing Levey — Jennings quality control charts,combined with outlier detection rules,the accuracy and
reliability of experimental data were monitored. Results The adsorption rate test results of the 18th, 19th,and 20th quality control
samples were between the alert upper limit and the out of control upper limit on the same side of the centerline, indicating
abnormal state 5. Through checking the operation of personnel, instruments, and related equipment,it was found that the issue was
caused by the testing personnel not strictly following the standard operating procedures. The retest results were normal after
replacing the personnel. Conclusion Reasonable selection and correct application of quality control materials can deeply evaluate
the long — term stability and consistency of the vaccine quantitative determination assay system, effectively identify and correct
systematic or accidental errors in the experimental process,and significantly improve the scientific and effective results of vaccine
quantitative determination assays. It is expected to open up new perspectives and practical paths for quality control in the field of
vaccine quantitative determination,and promote the standardization and normalization of experimental techniques.
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Tab.1 Description of abnormal states,possible causes and corrective actions of quality control material data
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Tab.2 Adsorption rate of continuous determination of quality

control materials(first 20 times)
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Fig.1 Normal curve of adsorption rate results for quality
control materials
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Fig.2 Levey — Jennings quality control chart of adsorption rate

results for quality control materials
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