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Detection performance verification of chemiluminescence assay for adiponectin and
comparative analysis of consistency in latex-enhanced immunoturbidimetric assay "
PENG Jiaqi WANG Jinquan ,PENG Huanzi XU Yingqian s HE Kun .XI1E Xiaobing“
Medical Laboratory Center ,First Affiliated Hospital s Hunan University of
Chinese Medicine ,Changsha s Hunan 410007 ,China

Abstract: Objective To verify the performance indexes of the adiponectin chemiluminescence immunoas-
say (CLIA) Kkit,to compare its consistency with the detection results of latex particle-enhanced turbidimetric
immunoassay (LETIA) and evaluate the clinical application value of this methodology. Methods The preci-
sion,accuracy, biological reference interval,linear range and anti-interference performance of adiponectin CLLTA
kit were evaluated by referring to the relevant guidelines of the United States Clinical Laboratory Standards
Institute (CLSI). The consistency of the kit was compared with the adiponectin LETIA kit,and the receiver
operating characteristic (ROC) curve was drawn to judge the diagnostic value of CLIA for detecting adiponec-
tin in type 2 diabetes mellitus (T2DM). Results The intra-run coefficient of variation (CV) of adiponectin
low-value and high-value quality control samples by CLIA were 3.51% and 2. 82% ,and the inter-run CV were
1.44% and 1. 89% respectively,and the total CV were 3.21% and 2. 98% respectively. The bias of the tracer
T1 and T2 by 3 times for repetition detection was —1.29% and —0. 08% respectively. The linearity of adi-
ponectin concentrations detected by CLIA was good in the range of 0. 16 —38. 25 pg/mL (»=0. 998 6). Hemo-
globin,free bilirubin,conjugated bilirubin and lipid emulsion were used as interference substances for interfer-
ence evaluation,and the interference rate of adiponectin detected by CLIA was 10%. The Passing-Bablok re-
gression equation of CLIA and LETIA was Y=0. 167+0. 986X (P >>0.05). The results of Bland-Altman a-
nalysis showed that the bias of the two detection systems was — 0. 08 (P >>0. 05). The test results were
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grouped by the clinical reference value as the judgment standard,and the total coincidence rate was 94.62%,
and the Kappa=0. 867 (P <C0. 001). The ROC curve analysis results showed that the area under the curve
(AUC) of CLIA in detecting adiponectin for diagnosing T2DM was 0. 654 ,and the best cut-off value was 4. 425 pg/
mL. The positive and negative predictive values were 49. 32% and 80. 70% ,respectively. Conclusion The adi-
ponectin CLIA reagent kit meets the performance verification standards and requirements of manufacturer

statements,and has good consistency with adiponectin LETTA reagents, which could be used as the diagnosing

indicator of T2DM and has clinical promotion value.
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