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Introduction
Extractable nuclear antigens (ENA) are a group of acidic (non-
histone) macromolecules extracted from cell nuclei by saline1.
Antibodies against ENA represent a large family of non-organ-
specific autoantibodies, detection of which is of importance in
diagnosis and differentiation of systemic autoimmune
connective tissue diseases. Unlike anti-double stranded DNA
antibodies, antibodies to ENAs do not appear to be affinity
dependent2.

There is few available calibrants for ENA assays. In
conjunction with this there has been reported a high rate of
clinicians, sixty six percent, who view ENAs to be of no clinical
value3. Laboratories have therefore to be robust in assessing
their testing strategies in order t be able to demonstrate the
efficacy of these tests. We therefore undertook an evaluation
of a new to market system with our established and proven
effective ENA assays.

Materials and Methods
Samples were submitted to Medizinische Hoschule Hanover
laboratory as part of the clinical investigation of Connective
Tissue Disease where the sample was positive on Hep-2 IIF.
The samples were tested on two automated assay systems,
EliA (Thermo Scientific), our established methodology and a
chemiluminescent systems IDS iSYS (Immunodiagnostic
Systems) for antibodies to centromere B, SS-A/Ro (60KDa and
52KDa), SS-B/La, Sm, U1-snRNP, Scl-70and Jo-1.

Conclusions
Overall, the two assays performed well in comparison. There is
an issue with the relative specificity of the Sm, SS-A 60 and SS-
B/La which require a clinical review of diagnosis to resolve.

Results
Using our established Thermo Scientific assay as a reference the 
IDS iSYS ENA assays showed good to very good concordance with 
very good sensitivity.  Overall, the specificity was good but the IDS 
iSYS Sm, SS-A 60 and SS-B/La showed a low relative specificity in 
when compared to the Thermo Scientific EliA assay.
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Discussion
Establishment of clinically useful assays for ENA is critical for 
laboratory services to assist clinicians in diagnosis and prognosis 
for patients.  It is therefore imperative that laboratories 
continue you to challenge their testing system through external 
quality assurance, clinical audit and evaluation of new test 
systems.  We have looked here at the initial stage of an 
evaluation process by conducting a comparison against our 
established method of ENA testing.  We can clearly see some 
variability between the two assay systems, while other authors3 

have commented on the variability between different assay 
systems, we present here two very similar technologies but can 
still observe variability.  Therefore, we are looking at  conducting 
further studies with clinical data in order to analyse the data 
using receiver operating characteristics (ROC) curves.

Antigen
Concor-
dance

Relative 
Specificity

Relative 
Sensitivity

U1-snRNP 85% 76% 100% 46

Sm 81% 33% 95% 26

SS-A/Ro 86% 95% 70% 29

SS-A 52 81% 88% 70% 27

SS-A 60 59% 41% 90% 27

SS-B/La 77% 44% 91% 31

Scl-70 96% 75% 100% 28

Centromere B 88% 83% 90% 33

Jo-1 93% 86% 95% 27

Table 1.  Analysis for concordance, relative specificity and sensitivity of the EliA and IDS 
iSYS assays

Fig. 1.  Immunodiagnostics iSYS analyser.


