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Performance verification of SDC2 and TFPI2Z gene methylation combined detection reagent
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Abstract: Objective To verify the performance of syndecan-2 (SDC2) and tissue factor pathway inhibitor 2
(TFPI2) gene methylation combined detection kit (fluorescence PCR) ,and to provide reference for the application of
this reagent in colorectal cancer early screening in clinical laboratory. Methods According to the requirements of
relevant guidelines,the performance of the kit was evaluated by selecting clinical specimens and reference ma-
terials that met the experimental conditions. The method coincidence rate,detection limit, precision and anti-
interference ability were evaluated. Results The coincidence rate between the detection results of the kit and
colonoscopy or/and pathological diagnosis was 96. 7%. The lowest detection limit was 10 000 copy/mL. The
coefficient of variation of cycle threshold within and between batches was <<5%; Interference material fresh
ethylenediamine tetraacetic acid anticoagulant blood/glycerol has no effect on the detection results of the kit,
and the anti-interference ability is qualified. Conclusion The SDC2 and TFPI2 gene methylation detection kit
(fluores cence PCR) is qualified and can be used for the detection of clinical samples.
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