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Abstract:Objective To evaluate the clinical performance of an automated, quantitative and random-ac-
cessed Chemiluminescent Immunoassay (CLIA) on testing of anti-extractable nuclear antigen antibody (anti-
ENA). Methods Sera from patients who suffered from connective tissue disease (CTD,n=323) and diseases
other than CTD (Non-CTD,n=123) together with sera from normal controls (NCs,n=70) were collected and
tested with CLIA,Immuno-Dot (ID) and Multiplex Flow Immunoassay (MFI) in parallel for antibodies to ri-
bonucleoprotein/smith antigen (RNP/Sm), smith antigen (Sm), SSA/Ro060, SSB/La, Scl-70, Jo-1 and ribo-
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some P protein(Rib-P). The qualitative agreement between CLIA and other two assays were analyzed sepa-
rately. Discrepant samples between CLIA and other two assays were retested with Enzyme Linked Immu-
nosorbent Assay (ELISA). Results The positive rate for each antibody tested by CLIA in PEI and Non-CTD
were lower than 5% and 10% respectively. In CTD cohort,the total agreement between CLIA and ID for each
antibody was higher than 85. 0% except anti-SSA/Ro60 (71.21%) ,while the total agreement between CLIA
and MFI was greater than 75. 0% with the exception of anti-SSB(69. 66 % )and anti-Sm(73. 07%). After all
discrepant samples between CLIA and ID were confirmed by ELISA, the total agreement for anti-SSA/Ro060
were raised to 96. 28 %. The diagnostic efficacy analysis in CLIA and MFI,the AUC area of anti SM antibody
was 0.516 3 and 0. 814 9,respectively,and the AUC area of anti SSB antibody AUC was 0. 738 0 and 0. 747 0
respectively. Conclusion CLIA shows the best specificity in PEI cohort together with a comparable total a-
greement in CTD cohort,when comparing with ID and MFI for the detecting of anti-ENA. Since different as-
says may yield different sensitivity and specificity,it is strongly recommended for a laboratory to perform a

comprehensive comparison based on clinical information and assay features (including automation,quantitative

output and random-access) , when choosing a method for the detection of anti-ENA.
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