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Abstract : Objective To explore the application value of quality control tools in the internal quality control
(IQC) of HBV DNA determination by real time fluorescence quantitation polymerase chain reaction (PCR).
Methods The total allow error (TEa,0.4 LOG) was based on the acceptable range of HBV DNA item which
participated in the clinical laboratory external quality assessment (EQA) of the Ministry of Health and 0. 95
LLOG based on reference. Define the accumulated in coefficient of variability (CV) of the two levels of laborato-
ry internal quality control as the estimation value of imprecision. Use the percentage difference of EQA scheme
as the estimation value of Bias. Normalized Method Decision Chart, Westgard quality control selection grids,
Normalized OPSpecs Chart and Normalized ¢ performance verification Chart were used to evaluate the per-
formance of HBV DNA testing and select quality control rules in the laboratory. Quality goal index (QGI) was
calculated. Results A method with marginal performance was surveyed in high level IQC and poor perform-
ance in low level IQC, and no quality control procedure could be selected on the Normalized OPSpecs and ¢
performance verification Chart for 90% AQA for control rules with N=2 when TEa was defined as 0. 40
LOG. The number of IQC substance and run must increase. A method with excellent performance was sur-
veyed in high and low level IQC,and 1,,(N=2,R=1)single-rule quality control method could be selected in
high level IQC,and 1;,/2,,/R,, (N=2,R=1)multi-rule quality control method could be selected in low level
IQC.When TEa was defined as 0. 95 LOG. Conclusion Quality control tools can be used to evaluate the per-
formance of laboratory HBV DNA testing. The QGI could be used for investigating of the reason for dissatis-
fied performance of the testing,and guiding the improvement of clinical laboratory quality.
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