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Self-made SARS-CoV-2 Antibody Detection Quality Control Products and
Its Evaluation for Clinical Use

DING Weijie'”, YI Zheng'’, WANG Xueliang"?, SHEN Xingzhong’, HUANG Weigang"* ( 1.Shanghai Center for
Clinical Laboratory, Shanghai 200126, China; 2. Shanghai Academy of Experimental Medicine, Shanghai 200126,
China; 3.National Institute of Measurement and Testing Technology, Chengdu 610021, China )

Abstact: Obejctive To prepare SARS-CoV-2 antibody quality control products and assess their performance and clinical use
on various detection systems. Methods SARS-CoV-2 antibody quality control products were prepared by using IgG or (and)
IgM positive quality control substance of anti SARS CoV-2 nucleocapsid protein(NP) monoclonal antibody and SARS CoV-
2spike monoclonal antibody. The self-made control products’ applicability, homogeneity and stability were evaluated. SARS-
CoV-2 antibody survey samples were prepared by diluted SARS-CoV-2 antibody quality control products, and distributed to
clinical laboratories. According to the results, the clinical use was assessed. Results SARS-CoV-2 antibody quality control
products can be applied to 17 SARS-CoV-2 detection systems, their applicability were acceptable. SARS-CoV-2 antibody testing
quality control products’ homogeneity meet the requirement in colloidal gold detection system D, and their detection results(S/
Co) in chemiluminescence detection system K, J and I were 397.67 + 23.83 ( F=0.77, P=0.74) , 2.80 = 0.23 ( F=0.38,

P=0.76 ) and 36.09 = 0.50 ( F=0.55, P=0.91) , and their homogeneity was acceptable. The #-value of 15 repeated freeze-thaw
cycles was between 0.022 and 1.44, and the #-value of long-term storage for 6 months was between 0.024 and 1.950. Compared
with the results of the 0 day(times) , their P-value were all above 0.05, and their stability was acceptable. In this study, 95 survey
results were returned, which consisted of 8 colloidal gold systems and 11 chemiluminescence systems. The occurrence of “false

negatives” in some detection systems was mainly related to the sensitivity of the detection system. Conclusion The self-made
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SARS-CoV-2 antibody detection quality control products’ performance which including applicability, homogeneity and stability

are acceptable. They can meet the requirements of clinical quality control and can be applied to indoor quality control and

external quality assessment in SARS-CoV-2 antibody detection items.

Keywords: SARS-CoV-2 antibody; serum control products; laboratory evaluation
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