AR EESE 358 5 2020429 T Mod Lab Med, Vol. 35, No. 5, Sept.2020 113

IR ™ 3 e AR R A 3. 7 5 P 40 Tk
FEw, ok T, KRR, e, BRRE, 20X, ZHH, KEN
(1. RO D W E B A B A IS g0 2, T ARIRIIN 5180015 2. LRI TR BE"#BE, ZH0fERT 232001)

W E: B R E SR D REFE (SARS-CoV-2 ) B M) X ) &% 5 it L le /R SARS-CoV-2 B A % K
Fik KA 15 6] SARS-CoV-2 4% 88 Fa A= 15 4] SARS-CoV-2 8% M P69 16 JRAE A, 1 % SARS-CoV-2 RNA F#-#7 /&
Sb, S MR EMAE SRS LM EAAL B, iR A &4 SARS-CoV-2 I Fefatd o5 WEE, b Hidfe
TR HATIIE, G5 20 I M A= 20 4] Fa AR A 69 N A B A= ORFlab £ B B A& F39 4 100%., 2 4] FapAE A
ORFlab £ B & L CV H 0.41%~0.56%, TN AR TH M, NAKFF ORFlab AR EL R, ERETERHETECY
< 5%, #EFRER 20 ka9 A 100%, SARS-CoV-2 54 IL=FeR il 5% Rk . 5 SARS-CoV-2 R4 & (Ad
ABmE 1A, SmAE. MERS, SARS, WAZAARAE. CARBRRAE. THKAHAE HKUINL63,229E F» OC43 ) Z iR
FAXLR R, I ZRAANEMRESSFE—35, T4 MHIF, SARS-CoV-2 5% L FRid %Rk, &5 SARS-CoV-2 [
B FRAE AT AR, R TR 55 F fete M AL AT SARS-CoV-2 ML i & .

KR AR R AR PEBETEAT

FESZES: R373.19; R446 XHfERIREE: A XEHS: 1671-7414 (2020 ) 05-113-05
d0i:10.3969/j.issn.1671-7414.2020.05.029

Performance Evaluation of A Domestic New Coronavirus Detection Kit
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Abstract: Objective To evaluate whether a domestic novel coronavirus (SARS-CoV-2) nucleic acid detection kit meets the
requirements of clinical new coronavirus nucleic acid detection. Methods Fifteen positive and negative clinical samples, one
SARS-CoV-2 RNA dry powder standard, and five positive and negative reference samples were collected to verify the negative
and positive coincidence rate, precision, detection limit, and cross-reactivity for SARS-CoV-2. Results The negative and
positive coincidence rate of both N gene and ORF1ab gene were 100% (20 negative and positive samples). CV of ORFlab gene
repeatability was 0.41%~0.56% and better than that of N gene. The CV of repeatability and total laboratory imprecision of both
N gene and ORFlab gene were all less than 5%. The detection rate was 100% with 20 repeats. Common respiratory pathogens
and viruses of the same genus as the new coronavirus (human parainfluenza virus type 1, rhinovirus, MERS, SARS, influenza
a virus, influenza b virus, coronavirus HKU1, NL63, 229E, OC43) were no cross-reaction with the SARS-CoV-2. Conclusion
The kit had the same negative and positive coincidence rate, and good reproducibility. SARS-CoV-2 did not have cross-reaction
with common respiratory pathogens and viruses of the same species as the SARS-CoV-2. It is suitable for clinical laboratory and
testing institutions for SARS-CoV-2 nucleic acid screening.
Keywords:SARS-CoV-2; nucleic acid detection; performance verification

BRI EE (SARS-CoV-2) J2F1 20194 12 FRIWEM .. TUEAMR SRR D, &G T
H 2R BHAUE YN EE, — R A RNA JHEE, PR R g AEAR e . ARSHERR P 3E . BRI R AT
J& B MR EEIE M. 2020 4F 1 A PEBIEMAIBAGE . 2020 4F 1 A 20 H, SARS-Cov-2 B A (it
aod i 3 U R AR AR A T2 R Y R R 2 P81 NI E LGSR G ) MUE i LKL 049%, JF
& BRI B IT B B2 AE (ORFs) . #Zscf I N A SR RAL YU B s i e A B, [R5 DAl
FIELIREE 1 E S A B A g ™Y IR FERATY 1~ AR BHER RE12Y T 1 M T 4% gRT-

EEWHE: ERARPEEGE LWH (81772921) , G EERIFZE A HERZRTBH (JCYI20180306172209668 ) , VRN TAETFA:Ze%
BHEERENHFATE (S2XJ2017018), WHIHTBEYT T4 =4 T (SZSM201601062)

PEERIT: SWGH (1992-) , Lo, TEEpFseE, EEMR S F2BRINEREY 7 m, E-mail:1445385411@qq.com.

WBIEE: KEW, ZdZ, ELHIT, E-mailizxm0760@163.com,



114 BLACHG IR B2 27 25

$35E HS5I 2020429 7 J Mod Lab Med, Vol. 35, No. 5, Sept. 2020

PCR K RIGIIVE Jy SARS-CoV-2 12 “4shrie” 1,
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