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[ Abstract ) Objective  Application of Clinical and Laboratory Standards Institute evaluation
protocols-12 approved guideline 2" edition ( CLSI EP12-A2) and EP15-A2 documents in the performance
evaluation of Adenovirus IgM CLIA microparticles. Methods Referring to the EP15-A2 method , three
samples of high and low concentration were selected. Each sample test was repeated 4 times one day for 5
days, and the total imprecision was calculated. Referring to the EP12-A2 method , samples of Cg,, Cy,-20%
and Cgy+20% were prepared and repeated 40 times, to verify Cg, +20% bounds the Cy ~ Cys interval.
Compared with diagnostic accuracy criteria, the sensitivity and specificity were calculated. Compared with
ELISA method , the concordance rate and Kappa value were calculated. Results The total imprecision CV
(%) was less than 8%, lower than that announced by manufacturer. C50+20% concentration fall outside the
C5~C95 interval. Compared with diagnostic accuracy criteria, the sensitivity was 100% (95%CI ; 79. 6% ~
100% ) , specificity was 97.8% (95% CI: 94.5% ~99.1%), Kappa value was 0.871. Compared with
ELISA method , the positive concordance rate was 66.7% (95% CI. 53.6% ~ 77.7%), negative
concordance rate was 97. 4% (95%CI : 95. 4% ~98. 5% ) total concordance rate was 93. 9% (95%CI: 91. 6%
~95.6%) , Kappa value was 0. 678. Conclusions The performance of Adenovirus IgM CLIA microparticles

can meet clinical requirements.
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Fig.1 Imprecision curve of diffrent concentration

with 40 times tests of positive samples
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Tab.1 Repeatability verification of the critical value sample

—_— Cso Cso+20% Cs0-20%
FH (%) e FH (%) ZE5ip B (%) it

E B 16/40(40.0) R 38/40(95.0) FEBUN 40/40( 100) biiEus
55241t 18/40(45.0) 1A 39/40(97.5) JE i 39/40(97.5) FERu)
EREi 22/40(55.0) 1E#f 40/40(100) & 40/40(100) EiiEu)
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Tab.2 Precision of 3 batches reagents with diffrent concentration

o Stk F-HE bR A
S/CO SD CV(%)

%14t 5.01 0.22 4.39

R EREAR 9524t 4.97 0.23 4.63
%34t 4.97 0.21 4.23

ERE 3.77 0.19 5.04

P REA R 3.73 0.18 4.83
EHRE 3.75 0.20 5.33

S 1.07 0.07 6.54

A AR A %24t 1.19 0.06 5. 04
34t 1. 11 0.07 6.31

R 3 AR ZOG 1M S RIS bR o X2
Tab.3 Comparison of magnetic particle chemiluminescence

[gM with clinical diagnostic criteria
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Tab.4 Comparison of IgM results between magnetic particle

chemiluminescence and ELISA
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Fig.2 Changes of [gM S/CO value in double sera of 15 nucleic acid positive patients (no. S1 on admission, no. S2 on discharge)
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