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Abstract: Objective To explore the analytical performance verification of CYP2C19 genotyping analysis
by fluorescence PCR. Methods Based on "Guidance on the Application of Accreditation Criteria for the Medi-
cal Laboratory Quality and Competence in the Field of Molecular Diagnostics", the relevant performance verifi-
cation of CYP2C19 genotyping by fluorescence PCR for accuracy, precision, sensitivity,specificity, critical val-
ue and minimum detection limit were achieved. Results The coincidence rate of CYP2C19 genotyping detected
by fluorescent PCR and sequencing was 100%. The “CV” indicated the precision of CYP2C19 genotyping by
fluorescent PCR. The CV of FAM and ROX fluorescence channel were less then 10% through 2G,2A,3G and
3A reaction system. Based on sequencing results,diagnostic sensitivity and specificity results were both 100 %.
The cut off value of 2G reaction system was 0. 95 and 2A reaction system was 0. 84. Both the value were less
than the set cut off value 5. The cut off value of 3G reaction system was 1. 47 and 3A reaction system was 1.
43,both were less than the set cut off value 7. The minimum detection limit was 10 ng/uL. Conclusion The
indicators of performance validation of CYP2C19 genotyping by fluorescence PCR meet the requirements,
which could be carried out in the laboratory.
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