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Abstract: Objective

Wt R EFREEH44 XA (PCR) M Z T A X J% &4 8 (HBV DNA) M & R # & 69 3% 2 5 I R 5

To explore the estimation and application value of the uncertainty of hepatitis B virus DNA determina-
tion by fluorescence quantitative PCR, Methods The uncertainty of Type A was evaluated by the data of within-run and be-
tween-run imprecision. The uncertainty of Type B was evaluated according to the data of external quality assessments from
the National Center for Clinical Laboratory. The combined uncertainties and expanded uncertainties were evaluated and ana-
lyzed. The model of uncertainty of HBV DNA results were established and the different results could be compared and ana-
lyzed by the uncertainty. Results The expanded uncertainties (Ul) estimated by bias and standard deviation of bias in 10°
1U/ml and 10° TU/ml concentrations were 0. 330 2 and 0. 249 6 (k=1. 96, n=2) ,according to the data from bias uncertainty
[ Uqiwo ] calculated by the target value of EQA,and the U; estimated by method and laboratory bias were 0. 307 6 and 0. 239
4. The U, were 0.315 9 and 0. 230 4,according to the data from U, calculated by the same method group mean of EQA,
and the U, were 0. 292 2 and 0. 219 3. The difference of the two results had statistically significant difference as it was grea-
ter than 0. 46 (LOG,U=0.330 2) when the results detected both in our lab. Conclusion

compared in different results of HBV DNA by fluorescence quantitative PCR,and it also could help clinic to evaluate viral

Expanded uncertainty could be

replication levels of patients and clinical efficacy of anti-viral therapy.
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