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Abstract : Objective

dure according to laboratory accreditation requirements of ISO 15189. Methods

To evaluate the uncertainty of measurement of HBV-DNA quantitative test proce-
The uncertainty of measuring
repeatability of HBV-DNA was obtained from intermediate precision by testing the indoor quality control. The
bias uncertainty of HBV-DNA was obtained from testing results of external quality assessment of National
Center for Clinical laboratories. And then the synthesis calculated the combined standard uncertainty and ex-
The quality control level of HBV-DNA was 4. 03 (LLog) ,and the

relative uncertainty of measurement repeatability introduced in the laboratory was 3. 45%. The relative uncer-

panded uncertainty were calculated. Results

tainty of measurement introduced by bias of HBV-DNA was 5. 27%. The relative standard uncertainty was
6.3% ,and relative expanded uncertainty was 12. 6%. So the relative uncertainty of HBV-DNA at this level
could be expressed as 12. 6%. Conclusion The measurement uncertainty evaluation of hepatitis B virus DNA
can be used as the basis for the continuous improvement of the quality and to explain the clinical results.
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EQA it g EiL (] bi bisrel  RSDg.i s (conssi)
201414 3.92 410 —0.18 —4.39% 3.25%  0.230%
201425 3.82 3.85  —0.03 —0.78% 3.46%  0.245%
201523 4,37 467  —0.30 —6.42% 2.86% = 0.202%
201511 4.80 4,54 0.26  5.73% 2.94%  0.208%
201614 4,66 499 —0.33 —6.61% 2.86%  0.202%
201624 4.51 4.28 0.23 5.37% 3.12%  0.221%

F2  HBV-DNA #y e EHE B 45 R (n=10)

E11R Pl E11R. Pl ik P E11RV T
(Log) (Log) (Log) (Log)
1 4.16 11 3.8 21 4.32 31 3.94
2 3.68 12 3.88 22 4.19 32 4.05
3 3.98 13 4.13 23 3.73 33 4.15
4 3.95 14 3.96 24 4.09 34 4.16
5 3.96 15 4.09 25 4.23 35 3.93
6 3.99 16 4.12 26 4.18 36 4.11
7 3.89 17 3.96 27 4. 00 37 3.96
8 4.22 18 3.98 28 4.25 38 3.93
9 4. 11 19 3.95 29 4. 14 39 3.95
10 4.03 20 3.94 30 4.12 40 4.02
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