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Establishment of performance confirmation method for non-matching detection
system of novel coronavirus nucleic acid”
HUANG Yun .WANG Qiu,XIA Yong”
Department of Medical Laboratory , Peking University Shenzhen Hospital ,
Shenzhen ,Guangdong 518036 ,China
Abstract: Objective To confirm the performance of the non-matching detection system for SARS-CoV-2
nucleic acid in the laboratory,so as to determine whether it can meet the clinical needs or not. Methods Ac-
cording to the requirements of ISO15189,the coincidence rate, precision rate,detection limit and cross reaction
of non-matching detection system composed of SARS-CoV-2 nucleic acid Daan extraction and BioGerm amplif-
ying agent were confirmed in laboratory of Peking University Shenzhen Hospital. Results The non-matching
detection system was tested on different fluorescent quantitative PCR amplification instruments in the labora-
tory,and the coincidence rate of the method was 100. 00%. The results of precision confirmation test showed
the coefficients of variation of ORFlab gene and N gene were all less than 5%. The detection rate of ORFlab
gene was 98. 33% (118/120), and N gene was 91. 67% (110/120), but the effective detection rate was
100. 00% (120/120). Pathogens with the same infection site or similar infection symptoms did not have cross-
reaction. Conclusion The performance for the non-matching detection system should be confirmed to meet
the requirement of quality assurance for the SARS-CoV-2 nucleic acid.
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