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The National Supervision and Sampling Inspection for Rubella Virus IgG
Antibody Detection Kits

Qu Shoufang, Huang Jie, Yu Ting" (National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To evaluate the quality of Rubella virus IgG antibody detection kits (ELISA &
Chemiluminescence) according to the working program of national supervision and sampling inspection for
in vitro diagnostic reagent (IVD). Methods: The accuracy, specificity, limit and repeatability of the sampling
kits were tested using the national and company references of Rubella virus IgG antibody. Results: The
passing number of 17 different batches of the kits was 16 using the company reference according to the product
registration standard. But the passing number was 10 using the national reference. The results of national negative
reference were positive in 6 batches and the result of national limit reference was suspicious in one batch.
Conclusion: The different results of sampling inspection using the national or company reference suggested that
national reference should be used as the unified standard to strengthen the supervision of related products in the
national supervision and sampling inspection for IVD in the future.
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