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Verification of the linear range and the minimum detection limit in real-time fluorescence quantitative PCR for HBV DNA
Zhang Yunhong ,Qin Weichao,He Ling , Huang Jianjun
(Department of Clinical Laboratory ,Jiangjin Center Hospital ,Chongqing 402260 ,China)
Abstract: Objective  Use real-time fluorescence quantitative polymerase chain reaction(PCR) to determine HBV DNA, then
calculate the linear range and the minimum detection limit, which are the main performance indicators in the laboratory verification.
Methods According to the related documents, by serial dilution of high concentration samples, samples of serial concentrations
were obtained which were out of the linear range mentioned in the instructions,then verifid the new linear range. By serial dilution
of low concentration,samples were obtained, the concentrations of which were lower than the minimum detection limit of provide by
the manufacturer, then the new minimum detection limit was verified. Results The linear range of HBV DNA detection was 8. 58 X
102 —8. 41X 10" IU/mL,and the minimum detection limit of HBV DNA detection was 4. 07 X 10?> IU/mL. Conclusion The linear

range and the minimum detection limit of Real-time fluorescence quantitative PCR assessed reaches the expected requirement, and

the method and validation scheme are simple and feasible.
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