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[ Abstract] Objective To prepare and evaluate internal quality control (IQC) plasma for the quantification
of hepatitis B virus (HBV) DNA and hepatitis C virus (HCV) RNA by the COBAS AmpliPrep/TagMan
48 detection system. Methods The plasma samples with high HBV DNA level (10’ magnitude) or HCV
RNA level (10° magnitude) were diluted by the HBV and HCV-free plasma from a healthy volunteer
and subpackaged into several tubes as internal quality controls (IQCs). The HBV DNA or HCV RNA
concentrations of IQCs were quantified 20 times by the COBAS AmpliPrep/TagMan 48 detection system.
After each quantitative detection, the separation index (SI) values were calculated for the IQC analysis by
the instant method. Results The SI values of IQCs were all under control. The mean values (log) of IQCs
with low and high HBV DNA levels (10° and 10> magnitude) were 2.24 and 5.72, respectively. The standard
deviations (SD) were both 0.12. The coefficients of variation (CVs) were 5.41% and 2.17%, respectively. The
mean value (log), SD and CV values of HCV IQCs (10° magnitude) were 2.26, 0.13 and 5.80%, respectively.
Conclusions The self-prepared internal quality control plasma is suitable and applicable for the quantification
of HBV DNA and HCV RNA by the COBAS AmpliPrep/TagMan 48 detection system.

[ Key words] Hepatitis B virus DNA; Hepatitis C virus RNA; Fluorescent quantitative polymerase
chain reaction; Quality control
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