BHEFE5KK 2023451 A% 20%% 13 Lab Med Clin,January 2023, Vol. 20, No. 1 o1 -

-8 % - DOI: 10. 3969/j. issn. 1672-9455, 2023. 01. 001
A CYP2C19 E B 4 B4 st 57 1 BE 3 i

B E'.RHAM LK L E R LVE O OZLKREMLEZER A B
IR AT TE—ER/ ATERRFIHNESTERZEFAEBS B3, 5 & T 210006;
2ILHBARER/HFTERKRFSE —WEERLZRA, ILHE T 210000

H E.HR @d%itemeEBmsA CYP2C19 AR 45 A &0 XA & %R A8 R 2 (PCR) & 3
ATHEARINGE GE L M R T ER, FHiE A8 CNASGL039:2019 o F 4 i sh 42 5 ML b iE 3 & ) &
R AFFSEHEEHEOHER, PAERB CYP2C19 A B oA AN XA SR eREABRFTLAR A G LN,
BARFES MGt RN EREEITE T EREE, LT EAGEAHER IR ERAR TR S,
R ISHBEABEANOFHRERAFSHHFARXANELMNEZERSLFAENFERZA—K, T EHFEGEHA
10095 5 246 A B IRIE XA & Z AR B R4 10 ng/pL; CYP2C19 1 % /1 * & (c. 681G = c. 636G) s K 4 A
P, AN CYP2C19 % 17 42 A B (c. —806C>T) A Bl iR A B CYP2C9 (c. 1075A>C) % & A Fi kx4 45 R 473
A 1x/1* B, HRRXIXBEBEIEEZR; FHM R (s E 20.0 g/L, Hid =8 11. 0 mmol/L, B2 % 60.0
pmol/L) stk A &M & R A H TS, &Eik A CYP2C19 A B oA AR & A & (R E PCR &%)
PE AR TR AE AR

KHERCYP2C19 AE; AREH>AE; HEKIE; #d

REESE S RL46 MHEFRERD A XERS:1672-9455(2023)01-0001-04

Performance verification of human CYP2C19 genotyping test reagent”
LYU Yuan',ZHU Liying® ,ZHANG Jian',LI Ping' ;WU Lan",
ZHANG Xiumei' \ZWANG Haipeng',YU Yang'®
1. Section of Laboratory Diagnosis ,Department of Nuclear Medicine , Nanjing Municipal
First Hospital/ Af filiated Nanjing Hospital ,Nanjing Medical University , Nanjing ,Jiangsu
210006 ,China ;2. Department of Hematology Jiangsu Provincial People’s Hospital/
First Affiliated Hospital s Nanjing Medical University s Nanjing »Jiangsu 210000,China

Abstract: Objective To verify the performance of human CYP2C19 genotyping test reagent kit (fluores-
cence PCR method) by reasonably designed the experiments to confirm the reliability of the detection results.
Methods Referring to the requirement of 2019 version of Guideline for Performance Verification of Molecular
Diagnostic Test Procedures in CNAS-GIL.039, the samples meeting the experimental conditions were selected
to conduct the genotype detection strictly according to the operation process of CYP2C19 genotyping test rea-
gent kit. The performance of the detection kit conducted a multi-faceted assessment,including the coincidence
rate,detection limit,cross reaction and anti-interference ability by data analysis and statistics. Results The kit
test results of 15 clinical samples (10 cases of mutant type and 5 cases of wild type) were consistent with the
gold standard sequencing results. The method coincidence rate was 100%. The minimum detection limit of the
kit verified by gradient dilution was 10 ng/pL.In 1 * /1 % (¢. 681G and c. 636G) clinical samples of CYP2C19,
adding the mutant plasmids of CYP2C19 x 17 allele (c. — 806C > T) and homologous gene CYP2C9
(c. 1075A>C). The results of CYP2C19 genotyping were still 1 ¥ /1 % , which met the requirement of the
cross reaction verification. Three interfering substances (heme 20. 0 g/L,triglyceride 11. 0 mmol/L,total bili-
rubin 60. 0 pmol/L) had no influence on the test results. The anti-interference ability was qualified.
Conclusion The performance of human CYP2C19 genotyping test reagent kit (fluorescence PCR method) is
verified to be qualified.
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