2019 1 33 1 61

122 MicroRNA-122

WHEE' OBREY, E/NE, BRE, HER, 5O (L a2 s,
AR 6117315 2. ER B AEYRHE A RA R, W#E 6100415 3. T EE 25 Mk EWF9Eke, JbaT 100050 )

S AEAZER 122 (microRNA—122) #92 /AME R#AT3R4E, KT 6 R 2 R ME,
KA miR FLPFE A A WAL S0 . AF Aol R, BN IZE K6 5 AT RS 16 A M ME
7 ik E T A183 copies/ WL, A&MARE #2183 ~ 1500000 copies/ WL, 1R JE-F ¥ =ik &
113.2%, &K E-FH e E942%, Wb Z5RE N3 7%, NAKEELF ZE42%~1.3%; FRAKHFE
B FRE6.4%~25%; WA BTEELFEE4.0%~15%; BNEBTEEFZE41%~1.7%., KA &%
BAC 120 BB e M 4 R G TR FAL I B £ 7. REAIT B 24 0F 436 b 5B 77 & oy e, St4
B o B ATmIRNA — 122480, H6m 2 R 5 AT WA ERATROCH HF o447, CutOff AT A 14136
copies/ WL, 5BEKENAGPSHT HVAE B E B4 ( BRI AEE ) miRNA—1226913356 copies/ WL (95% ) %
A—E, A TmiRNAW D EIEZER (miRNA —122) T E2AMERK LA RBKLER . EHEG.
RSTEIFFAR S, ARG R R NE,

miRNA —122; %421 ; %% PCR; HALFAE

R47 A 1002-7777(2019)01-0061-06
doi:10.16153/1.1002-7777.2019.01.011

Performance Evaluation of MicroRNA-122 Quantitative Detection Technology

You Yanjunl, Chen Rui', Pu Xiaocongl, Peng Lingxiz, Hu Zebin’, Gao Fei’ (1. Sichuan Institute For Food
and Drug Control, Chengdu 611731, China; 2. Chengdu Nuoen Biotechnologies, LTD., Chengdu 610041,
China; 3. National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To evaluate MicroRNA-122 quantitative detection technology and discuss its clinical
application value. Methods: MiRFLP technology enterprise calibration material, reference material and clinical
samples were used to evaluate the analytical performance and clinical value of the technology. Results: The
quantitative lower limit of the method was 183 copies/uL. The standard curve was 183-1500000 copies/uL. The
average recovery rate of high concentrations was 113.2%, the average recovery rate of low concentrations was
94.2%, proportional system error was 3.7%. Inter-human precision coefficient of variation was 4.2%-1.3%, inter-
room precision coefficient of variation was 6.4%-2.5%, inter-batch precision coefficient of variation was 4.0%-

1.5%, and inter-assay precision coefficient of variation was 4.1%-1.7%. There was no difference between test
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results and the expected target value after kit was placed at 4°C for12 hours. The blood samples of 43 patients

with tumor chemotherapy were collected within 24 hours after chemotherapy, and the plasma was separated for

miRNA-122 detection. The clinical detection value of the technology was subjected to ROC methodological

analysis according to the current diagnostic criteria. The CutOff value was set to 14136 copies/uL, which was
basically the same as 13356 copies/uL (95%) of miRNA-122 of the PSHT health volunteer (HV) group (European
population) published by the European Union. Conclusion: The quantitative detection technology based on

miRNA (miRNA-122) has such advantages as good performance, high accuracy, good stability, etc., and has high

clinical application value.
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