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Abstract : Objective To explore the correlation between two domestic fluorescent quantitative Polymerase
Chain Reaction (RT-qPCR) reagents and Roche reagent in the detection of hepatitis B virus nucleic acid
(HBV-DNA) ,analyze the differences between each method, compare the clinical application performance of
the two domestic reagents,and select the reagent that is more suitable for the laboratory. Methods The ser-
um of 71 patients with hepatitis B detected by Roche reagent were collected, A and B reagents were used for
parallel detection,then the results were compared, and the correlation and difference between the three rea-
gents were analyzed. The performance indexes of A and B reagent,such as the limit of detection, the limit of
quantification, the linear range,the repeatability precision,accuracy,etc. were verified. Results The detection
rates of reagent A and B were higher than that of Roche reagent,and the detection rate of reagent B was the
highest,and there was no significant difference between the quantitative results two dommestic reagents with
Roche reagent (P>>0.05). The coincidence rate between reagent A and Roche reagent was higher than that of
reagent B. The quantitative results of reagent A and B were well correlated with Roche reagent,and the corre-
lation coefficients were 0. 896 and 0. 908, respectively, and differences were statistically significant (P <<
0. 05). The limit of detection of reagent A was 20 IU/mL,and the limit of quantification of reagent A was 100
1IU/mL,the linear equation was Y= —0.996X +8. 925 (R* =0. 999). The linearity was good in the linarity
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range 1. 0X10°—1. 0 X 10° ITU/mL. The coefficient of variation of high concentration value was 2. 99% ,the co-
efficient of variation of low concentration value was 4. 70% ,and the absolute value of bias with Roche reagent
was 6. 69%. The limit of detection of reagent B was 20 IU/mL,and the limit of quantification of reagent B was
20 TU/mL, the linear equation was Y= —0. 985X +8. 57(R*=0. 999). The linearity was good in the linarity
range 2. 0X10'—1. 0 X 10° ITU/mL. The coefficient of variation of high concentration value was 0. 73% , the co-
efficient of variation of low concentration value was 3. 64 % ,and the absolute value of bias with Roche reagent
was 6. 08%. Conclusion Reagent B has higher nucleic acid extraction rate, higher sensitivity and accuracy,
better repeatability,and has a wider linear range, but the degree of automation is relatively low. In general,in
recent years, the performance of some domestic HBV-DNA reagents has been gradually optimized, which
could meet the basic requirements of antiviral and treatment monitoring of hepatitis B patients,and has a good
correlation with Roche quantitative reagents. By comparison,reagent B is more suitable for the laboratory.
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BRFRWEZ $<<3/5 TEa(0.24),CV=<5.00%"%, (D
EH IR . % EP15-A2 ST, DLW FP 7 ¥ 6] AR
ARG WL L 3O B0 TE IE A . LA Roche & X F 2 10
WA A LB IRF R L5557
1.4 Siitsphb SR SPSS17. 0 B4 sk 4743 Fr i
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