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Introduction
Rheumatoid Arthritis (RA) is a common autoimmune disease
in which there is chronic inflammation of the synovial joints.
Schellekins et al1 in1998 showed that patients with RA had
high levels of antibodies to peptides and proteins containing
citrulline. Subsequently commercial tests have been
developed using synthetic cyclic citrullinated peptide (CCP).
Anti-CCP testing has become a routine tool in the diagnosis of
RA and is present in up to 80% of patients at presentation2. It
is a key component in the patient’s diagnosis and treatment
pathway.

There has been much discussion in the literature as these tests 
have evolved through different generations of design.  While 
van Gallen et al clearly demonstrated a diagnostic advantage 
between the first and second generation (anti-CCP2).  
Comparative studies that have been undertaken to look at the 
performance of second and third generation assays have not 
shown any significant differentiation between anti-CCP2 and 
anti-CCP3 assays3.

It is therefore critical that diagnostic laboratories can 
demonstrate that anti-CCP assays give comparative results.  
We therefore compared a new to market assay, the 
Immunodiagnostic Systems iSYS CCP, which offered a more 
efficient operation in comparison to the current assay used in 
the Medizinische Hoschule Hanover laboratory to evaluate 
their performance characteristics using routine clinical 
samples.

Materials and Methods
Samples were submitted to the Medizinische Hoschule Hanover
laboratory as part of the clinical investigation of suspected
rheumatoid arthritis. The samples (n=129) were tested on two
automated anti-CCP2 assay systems, EliA CCP (Thermo Scientific) a
luminescent system and a chemiluminescent systems iSYS CCP
(Immunodiagnostic Systems). Results were analysed on Microsoft
Excel.

Discussion
Both assays show good concordance of results and have a
strong correlation (R2=0.8944). Both assays are comparable and
suitable for routine use as a part of the diagnosis of rheumatoid
arthritis.

Results

Table 1.  Concordance analysis of the anti-CCP assays.

The two tests showed a good overall concordance of 92% with 
both showing equal number of discrepant results.  If we take the 
Thermo Fisher EliA CCP as a base line, as this is the longer 
established assay, then we can see Immunodiagnostic Systems 
iSYS CCP has a relative specificity of 87% and relative sensitivity of 
94%.

The Thermo Fisher EliA CCP and the Immunodiagnostic Systems 
iSYS CCP were tested to look at their comparative performance by 
linear regression.  The two tests showed a strong correlation with 
an R2=0.89.

Fig. 1.  Linear regression analysis of anti-CCP assays.

Fig. 2.  Immunodiagnostics iSYS analyser.
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Neg 5 85 90 

        

Total 39 90 129 
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