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Comparative analysis on domestic and imported fluorescent quantitative PCR reagents for detecting HBV-DNA"
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[Abstract] Objective
quantitative PCR reagents for detecting HBV-DNA and to explore their difference in clinical application. Methods

To analyze the correlation between the domestic and imported real-time fluorescent

The domestic and imported reagents were used to parallelly detect the plasma HBV-DNA content in 262 cases of hep-
atitis B. The domestic reagent adopted the sample extracting by adopting the manual method and the amplification for
nucleic acid was performed by the Roche LightCycler480 [l (LLC480 [l );the imported reagent used the Roche CO-
BAS AmpliPrep (CAP) and COBAS Taqman48 (CTM) for conducting the sample extracting and amplification; the
HBV DNA viral load data (logl0) was performed the logarithmic transformation and the 2 sets of data were conduc-
ted the correlation analysis. Results The detection results of the domestic and imported reagents were performed the
linear fitting,R*=0. 814 3. The sample with the concentration range of 10— 10° IU/mL,R*= 0. 300 6;the sample
with the concentration range of 10' —10° IU/mL,R*= 0. 411 8;the sample with the concentration range of 10° —10°
IU/mL,R*=0.801 7. The positive detection rate of the imported reagent was 75. 57 % (198/262) ,which was signifi-
cantly higher than 65.65% (172/262) of the domestic reagent. Conclusion There is a good correlation between the
domestic reagent and imported reagent. The correlation is the highest when the HBV-DNA concentration in the range
of 10°—10% TU/mL;the correlation is general when the concentration in the range of 10 —10° IU/mL;the correlation
is lowest when the concentration in the range of 10—10° IU/mL, there is a significant difference between the domes-
tic reagent and imported reagent and the sensitivity of the domestic reagent remains to be further improved.
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7100 L AR 45 2L 390 I SC PR TARZER . WAk 1.
1 XBEFAMBEETHEER(2=16)

10 (L. 100 L

415

TEs E(%)  CV(%0) ZEs EC(%)  CV(%)

A 9.7240.32 —2.8 3.29 100.8£0.50 0.8 0.50

B4 8.9540.76 —10.5  8.50 98.940.59 —1.1 0. 60
(O] 8.76£0.29 —12.4  3.31 98.8£0.43 —1.2 0.44

D4 6.21£0.90 —37.9 14.49 98.1£0.93 —L9 0.95
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