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Performance verification and evaluation of cumulative
internal quality controls data of HBV-DNA reagent kit

Shao Xuanxuan' > Guan Shihe' Yang Kai' et al

(' Dept of Clinical Laboratory The Second Affiliated Hospital of Anhui Medical University Hefei 230601 ;
*Dept of Clinical Laboratory The 105th Hospital of People’s Liberation Army Hefei 230031)
Abstract HBV-DNA reagent kit was used to assess the precision accuracy limit of quantitationand linear range
according to the United States of America Clinical and Laboratory Standards Institute (CLSI). The HBV-DNA inter—
nal control sera were collected from March to August in 2016 and the mean value(X) standarddeviation(SD) and
coefficient variability(CV) of internal control results slope rate intercept and correlation coefficient of standard
curves were calculated. The intra-assay precision coefficient of variation and inter-assay precision coefficient of vari—
ation are 1.08% ~4.41% and 2.17% ~2.74% respectively. Both of them achieve the performance analysis
standard of gene amplification test project regulated by Medical Laboratory Quality and Competence Accreditation
Criteria. The overall mean bias in of Ministry of Health External Quality Assessment( EQA) was 2. 03% in the first
half of 2016 and the accuracy met the requirements of the Ministry of Health. The correlation coefficient is
0.999 9 the linear range met the requirement. High concentration serum was diluted to 500 IU/ml with negative
serum and 22 of them were detected positive in 25 continuous assays the limit of quantitation achieved the limit re—
quirement. The cumulative mean (X +2s) of internal controls’ logarithm was 4. 34 (4. 20 ~ 4. 48) falling within
the reference range during March to August in 2016. It is verified that the technical performance of HBV-DNA rea—
gent kit and the results of the internal quality control in our hospital fulfilled the requirement of Medical Laboratory
Quality and Competence Accreditation Criteria and established the basement for providing instant and accurate
clinic reports.
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