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[Abstract] Objective

Performance evaluation of Roche LightCycler Nano fluorogenic quantitative PCR instrument”

To evaluate the major performance indexes of American Roche LightCycler Nano 32
holes fluorogenic quantitative PCR instrument. Methods  According to the evaluation standard formulated by the
Clinical and Laboratory Standars Institute(CLSI), the precision,accuracy, sensitivity, reportable range and compari-
son between the instruments were evaluated. Results The coefficients of variation(CV) for within-run assays were
2.63% and 1. 51% respectively; CV for between-run assays were 6. 2% and 4. 15% respectively; comparing the accu-
racy with the between-run quality control material, the five samples were within the target value range; CV for sensi-
tivity was << 10 % ; the reportable range of the maximum dilution was 1 ¢ 100;the bias of the comparison results with
the comparative instrument was less than 15%. Conclusion The verified 5 items of performance in the Roche Light-

Cycler Nano fluorogenic quantitative PCR instrument conform to the performance parameters provided by the manu-

>

facturer,indicating that this instrument can be applied in clinical testing in our laboratory.
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