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Detection and identification of autoantibodies against extractable nuclear antigens (ENA) play a

critical role in the diagnosis and management of several autoimmune diseases. Although the

chemiluminescent immunoassay (CLIA) technology floods the immunometric assay domain, few

studies are available to conclude about the performance of this approach in the field of

autoimmunity.

n=482 consecutive patients with a medical prescription for antinuclear autoantibodies screening,

were enrolled over a period of 1 month.

Automated assays for searching anti-SSA/Ro (60 kDa), -SSA (52 KDa)/TRIM-21, -SSB/La, -

RNP, -Sm, -CENPB, -Jo1, -Scl-70 IgG autoantibodies (ab) in patient’s sera were systematically

performed with both ImmunoCap 250™ and iSYS™ analyzers for samples with positive ENA

screening test

For each parameter, both concordance rate and Cohen’s Kappa were calculated
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The aim of the study was to compare CLIA (iSYS™, Immunodiagnostic Systems) and

fluorescence enzyme immunoassay (EliA™, ImmunoCap 250, Phadia™, Thermo Fisher

Scientific) for screening and identification of ENA

iSYS™ provided an easy-to-use, sensitive and fast technology for both detection and

identification of ENA autoantibodies in routine practice of high throughput clinical laboratories

Comparison between IDS™ CLIA and Phadia™ EliA™ showed moderate agreement for

screening test and from fair to almost perfect agreement for ENA identification

Further studies are necessary to improve ENA characterization. In particular, cut-off values

could be adjusted in the light of our results and according to indirect immunofluorescence

patterns (HEp-2) and patients‘ clinical data.

Samples were analyzed using CLIA and EliA ™. ENA screening evaluation showed a global

concordance of 0.896 and a moderate Kappa agreement of 0.585. The identification of ENA

revealed a Kappa agreement almost perfect for anti-SSA 60 kDa (0.843) and anti-TRIM21

(0.843), substantial for anti-CENPB (0.757), moderate for anti-RNP (0.563), anti-SSB (0.541),

anti-Sm (0.526), and anti-Jo1 (0.496), and fair for anti-Scl70 (0.396). Results are summarized in

the following table:

Concordance (%) Kappa Agreement

Symphony™ Phadia™

vs ENA Screen IDS™

89,6 0,585 Moderate

anti-Scl70 ab 98,8 0,396 Fair

anti-Sm ab 98,5 0,526 Moderate

anti-SSA (60 kDa) ab 98,9 0,833 Almost perfect

anti-TRIM21 ab 98,3 0,843 Almost perfect

anti-SSB ab 99 0,541 Moderate

anti-Jo1 ab 99,2 0,496 Moderate

anti-CENPB ab 99 0,757 Almost perfect

anti-RNP ab 96,7 0,563 Moderate
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