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il CBH 3 EE S Xk £ 9% (chemiluminescence immunoassay, CLIA ) 3% 7 4 i 42 W Ik A% 8 & % AR 34k
(thyrotropln receptor antibody, TRAb) 91 ak3t 474045, JFIRITH GRS AL, Fik 73%%3 &R 5= E AR AL
e A7), E CLIA A fe i TRAb 0945 % B A0, B4, KEEEURLAH RE#FE0; ki
2019 4 6~12 A fe 0 B AR E R W 2 st F 3t 489 168 4 FIRAEAR £ 598 B4 (BT X% 121 #; HAKFTRE L
2405 EB G BT RETRIELES 19 45 AT TR 6 41 ) R 60 B4 AR 4 g kA, 4% A B F CLIA
F Faik o AL KK 9% (electrochemiluminescence immunoassay, ECLIA) X 7|44 do i TRAb /K-F, A # F 4K 77 69
Ao 28 R BHATAR K M Ao — BUME IR, FFIRME £ TRAD CLIA XA 4 Wi A& X Armedstak, 8 B /= CLIA XA #4&mn
. J&7K-F TRAb #9 & & 1 (coefficient of variation, CV) 4% 4 2.04% F= 6.08%, T % N EEHFH 2.62% F=
6.50%; #2000 IU/MmI &) FARAEIRE & Fo4k . 2 000 TU/ml 49 TR AR BAL B B4R . 1 000 mIU/L #4948 W AR AR & |
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Performance Evaluation and Clinical Application Value of Domestic
Chemiluminescence Immunoassay Reagent in Detecting
Thyrotropin Receptor Antibody
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(Department of Radioimmunity Center, Shaanxi Provincial People’s Hospital, Xi’an 710068, China)

Abstract: Objective To evaluate the performance of a domestic chemiluminescence immunoassay (CLIA) reagentin detecting
of Thyrotropin receptor antibody (TRAb) and furtherly explore its clinical application value. Methods According to the series
documents of American Clinical and Laboratory Standards Institute(CLSI), evaluated the precision, specificity, accuracy, linear
range and reference interval of the domestic CLIA reagent in detecting serumTRADb.The serum samples in this study were
collected from patients who were admitted to department of Endocrinology, Shaanxi Provincial People’s Hospital from June to
December 2019(121 cases of Graves’ disease, 22 cases of Hashimoto’s thyroiditis, 19 cases of non-autoimmune benign thyroid
nodule, and 6 cases of differentiated thyroid cancer) and 60 healthy persons. All serum samples were subjected to analyze the
TRAD levels by CLIA assay and electrochemiluminescence immunoassay (ECLIA) assay. A comparative evaluation between
the two assays was performed and the concordance of qualitative results was also assessed. Additionally, the diagnostic efficacy
of CLIA assay for detecting TRAD in Graves’ disease was also evaluated. Results The repeatability and within-laboratory
imprecision (% coefficient of variation) of the CLIA were 6.08% and 6.50% at 1.87 IU/L, and 2.04% and 2.62% at 24.07 IU/
L, respectively. The results of detecting 2 000IU/mL thyroglobulin antibody, 2 000 IU/mL thyroid peroxidase antibody, 1 000
mlU/L thyroid stimulating hormone, 10 000IU/L luteinizing hormone , 10 000 IU/L follicle stimulating hormone, and 50
000IU/L of human chorionic gonadotropin were all less than 0.31U/L. The relative biases of high and low levels of World
Health Organization international standard 2nd international standard for thyroid stimulating antibody were 5.05% and 1.33%,
respectively. Meanwhile, the 0.65 ~ 44.21 TU/L range of CLIA assay showed a good linear (+*=0.999, P < 0.000 1). The serum
TRADb levels of 20 healthy people were less than 2.0 IU/L. The two assays had a good correlation (+*=0.939 6, slope=1.058).
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The overall coincidence rate of the two assays was 97.37%. The Kappa value was 0.947 (P < 0.000 1). The sensitivity of CLIA

assay in detecting TRAD for Graves’disease was 95.04%. Conclusion The main performance of the domestic TRAb CLIA

reagentmeets the requirements of the relevant standards, which can satisfy the clinical requirements.
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PS5 DX ] AR I PR S 56 2 X6 (e BR AR 11
B o

2.6 FriEFatipss AN, SR CLIA K
FIFT ECLIA 20551 43 73 I 52 228 5] 1 AR I 35 AR
BEAG I 25 R R 4T Passing—Bablok 814347, WifhA:
TR 22 6] S I A (17=0.939 6, &ER N
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