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Abstract:Objective To evaluate the analytical performance of fluorescence quantitative PCR in detecting
human CYP2C19 gene polymorphisms. Methods According to the requirements of ISO15189 accreditation,
the accuracy (compared with the gold standard) ,specificity, precision,limit of lowest detection and anti-inter-
ference ability of the reagent kit were evaluated. Results In the comparison of the results between fluores-
cence quantitative PCR and Sanger sequencing for detecting 20 clinical samples,the coincidence rate of accura-
cy was 100% (which of sequencing results was 100%) ;in 10 clinical samples,the results of 3 genotype locus
detected by fluorescence quantitative PCR and Sanger sequencing all were wild type, the coincidence rate of
specificity was 100 % ;the results of 15 times repeated detection in clinical sample by fluorescence quantitative
PCR were in full accord, moreover the Ct value CV<{5% ; the lowest detection limit of the kit was 0. 550
ng/ul;after adding three interfering substances of hemoglobin, bilirubin and triglyceride into the blood sam-
ples with known genotype,and the results determined by the kit had 100% coincidence rate with the control
results. Conclusion  The performance verification of fluorescence of quantitative PCR for detecting human
CYP2C19 polymorphisms meets the ISO15189 accreditation requirements and is suitable for the clinical appli-
cation.
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Sanger | 5 I A I 25 B BERAF AR =902,
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CYP2C19( » 2) CYP2C19( % 3) CYP2C19( % 17)

E11R.

FAM jifi i VIC jifi i FAM jifi i VIC jifi i FAM jifi ji VIC jifi i
1l 25.207+0. 34 24.6740.74 24.81+0. 33 24, 80=0. 39 25.18+0. 16 25.030. 06
55 2 it 25.26+0.57 24,36+0.11 25. 4640, 14 25.3740.17 24, 8340. 32 25.1640. 08
5341t 24.55+0. 57 25.08+0. 15 24,7140, 35 24.8540. 31 25.18+0. 15 25.00=+0. 12
ERE 25.197+0. 44 24.36=+0. 10 25.37+0. 24 25.4740.08 24.83+0. 27 25.207+0.08
5554t 24, 98+0. 24 24.30740. 09 25.44+0. 07 25.42+0. 06 24.93+0. 07 25.1940. 04
BRI 25.04740. 48 24.54740. 40 25.16=+0. 40 25.18=+0. 36 24.99+0. 25 25.1240. 11
CcVv 1. 938 1. 650 1. 618 1.459 1.028 0.463
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CYP2C19( * 2) CYP2C19( % 3) CYP2C19( % 17)
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FAM jffi i VIC il ji FAM i i VIC il & FAM il i VIC jifi i
1t 24.724+0.50 =>36. 00 24, 84+0.27 =>36. 00 25.24+0. 42 =>36. 00
o552 it 24, 9840.55 =36.00 24.82+0. 22 =36.00 26.000. 13 =36.00
55341 25.2940.53 =36.00 25.59+0.23 =36.00 24.84+0. 28 =36.00
249t 25.0340. 22 =>36. 00 25.2040. 48 =>36. 00 24, 8140. 44 =>36. 00
%54t 24.93+0. 20 >36. 00 25.374+0.16 >36. 00 24.8140.63 >36. 00
BRME 24,9940, 41 >>36. 00 25.17+0. 39 >>36. 00 25.20+0. 61 >36. 00
CcVv 1.653 — 1.584 — 2. 443 —

T — Fon
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, 45 B H i
(ng/mL) FAM i it VIC 3 i FAM i i VIC 3# i FAM 5 jif VIC 58 ji
1.100 33.51+0. 50 33.32+0. 40 29.66+3. 89 >36. 00 33.69+0. 58 >>36. 00 %1/ %2
0.550 34,5740, 89 34,7140, 33 33,2140, 49 >36. 00 34,8440, 48 >36. 00 x1/ %2

0.275 37.63%+1.21 35.86+0.55 34.2540.12 >36.00 36.7440. 64 >36.00 A ] ) s
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®6 CYP2C19( * 1/ * 1)L FiRBE AN Co E (T L)

CYP2C19( % 2)
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CYP2C19C % 17)

i H 2 A
FAM jifi i VIC i i FAM jii i VIC i & FAM jiii i VIC i i

1217 2 25. 0470, 04 =>36. 00 24.8340. 24 =>36.00 26.05+0. 14 =>36. 00 x1/ %1
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