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Abstract Objective: To explore the performance confirmation method of in-use nucleic acid test system in
small and medium-sized blood stations, and verify its performance and operability. Methods: The performance of
the system was evaluated by throughput test, stress test, sensitivity verification, parallel test, anti-cross-contami-
nation test and accuracy of external quality assessment. Results: Haoyuan nucleic acid test system completed a
batch of full load of 384 samples of 8 mixed sample detection, stress test equipment software and hardware testing
process without failure. The positive rates of HBV DNA, HCV RNA and HIV1 RNA in the 0. 5LOD range were
100%, 75% and 60% , respectively, 1.0 LOD and 2. 0 LOD HBV DNA, HCV RNA, HIV1 RNA detection rates
were 100% , and the statistical coefficient of variation of CT value of positive samples was less than 5%. The re-
sults of parallel test and anti-cross-contamination test were consistent with the expected results. The accuracy rate

of EQA was 100%. Conclusion: The operation performance, analysis sensitivity, anti-cross-contamination ability
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and detection ability of Haoyuan nucleic acid test system could meet the expected requirements.

Key words performance validation; analysis sensitivity; quality control; nucleic acid test system
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