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EUROArray HLA-Cw6 Directy

Clinical signifi cance

Technical data

Substrate  Single-stranded DNA probes, length: 20 to 50 nucleotides

Test procedure  PCR incl. DNA extraction (approx. 60 min) / hybridisation (60 min) / fully automated evaluation;
   Total working time with direct procedure approx. 2 min per sample incl. DNA extraction (with 40 samples 
   per run)

Reagents  Ready for use 

Controls   DNA-negative control and other integrated controls

CE IVD label Complete process incl. DNA extraction is validated

Test kit format  5, 10 or 20 slides, each containing 5 test fi elds or 8 slides, each containing 3 test fi elds

Order number MN 5410 - 0505-V, - 1005-V, - 2005-V, -0803-V

The EUROArray HLA-Cw6 Direct is designed for the detection of disease-associated HLA-C*06 alleles coding for the tissue antigen
HLA-Cw6. In total, 51 different subtypes (C*06:02:01:01 – C*06:55) have been described for HLA-Cw6, which differ only in some 
DNA bases and can all be detected using the EUROArray HLA-Cw6.

HLA-C*06 alleles are the genetic component for the predisposition to the autoimmune reactions that result in psoriasis. Total-
genome association studies have confi rmed that of all gene sites HLA-C shows the highest association with psoriasis, and HLA-
C*06 can be considered as by far the most powerful genetic marker for this disease. Around 67 % of psoriasis patients carry the 
HLA-C*06 allele compared to around 5 to 20 % of the normal population.

In chronic infl ammatory skin diseases the determination of HLA-C*06 is of great signifi cance for differential diagnostics, since the 
presence of the HLA-Cw6 antigen is especially strongly associated with type 1 psoriasis vulgaris (odds ratio OR 16.0) and psoria-
sis guttata (OR 33.6), but only comparatively weakly (OR 2.6) with type 2 psoriasis vulgaris. Type 1 psoriasis vulgaris has a more 
severe course than type 2 psoriasis vulgaris. The occurrence of HLA-Cw6 is therefore associated with a severe course of psoriasis.

Since psoriasis is a systemic disease, it can also affect other organs, in particular the joints (psoriatic artrithis, psoriatic spondylitis) 
together with the corresponding ligaments and neighbouring soft tissue, as well as the eyes (uveitis) and vascular system. An asso-
ciation of psoriatic arthritis with HLA-Cw6 has also been described. The detection of the allele can therefore also be used to support
the diagnosis. This can enable the differentiation from other arthritides especially in psoriatic arthritis patients with ambiguous skin
changes or in patients with an unavailable family anamnesis.

 Only test worldwide for the specifi c detection of the psoriasis-associated HLA-C*06 alleles

 High result security due to various integrated controls

Direct use of EDTA blood: no separate DNA isolation required
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Test principle

Reference samples Reference method
Sensitivity with resp. to 

reference method

Specifi city with resp. to 

reference method

202 DNA samples and 202 EDTA blood samples (blood donors, Germany), of which
44 were characterised as HLA-C*06 positive

158 were characterised as HLA-C*06 negative

molecular genetic 
(CE-marked IVD)

100 % 100 %

50 DNA samples (“International Histocompatibility Working Group”: Sequence 
Polymorphism, Consanguineous and Anthropology Reference Panel), of which
 8 were characterised as HLA-C*06 positive
 42 were characterised as HLA-C*06 negative

molecular genetic
(various test procedures)

100 % 100 %

Sensitivity and specifi city

In an evaluation study, the sensitivity and specifi city were 100 % compared to the reference method.
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The EUROArray is an in vitro test for molecular genetic determination 
of disease-associated HLA-C*06 alleles in human, genomic DNA. EDTA 
blood (direct method) or isolated genomic DNA from the patient are used 
as sample material. In the direct method genomic DNA from blood cells 
is prepared for polymerase chain reaction (PCR) by diluting the blood with 
the extraction solution provided in the test kit and incubating it for one 
minute. In the fi rst reaction step, one section of the HLA-C gene and a 
�-globin gene fragment as positive control are amplifi ed by PCR from the 
extract or, alternatively, from a genomic patient DNA sample. The HLA-C 
gene section is only amplifi ed if the sample contains an HLA-C*06 allele. 
During their formation, all PCR products are labelled with a fl uorescence 
dye. In the second reaction step, the products are analysed using the 
microarray, which contains immobilised probes that are complementary 
to the amplifi ed DNA. The specifi c binding (hybridisation) of the 
fl uorescence-labelled PCR product to the corresponding oligonucleotide 
probe is detected using a special microarray scanner. A fl uorescence 
signal on the HLA-C*06-specifi c spots indicates the presence of an 
HLA-C*06 allele in the patient DNA sample. The EUROArrayScan software 
automatically evaluates all spot signals and, on the basis of these data, 
gives out a test result.

PCR (polymerase chain 
reaction)

DNA microarray
hybridisation

Fully automated
Evaluation

DNA extract
or sample

Blood sample

Direct method
(extraction solution 1 + 2)

For direct use of EDTA blood, the sample is fi rst incubated with extraction solution 1 for one minute and then extraction solution 
2 is added. For PCR an aliquot of the extract or alternatively a purifi ed DNA sample is mixed with the ready-made PCR reagents. 
The PCRs are incubated in the thermocycler and then, using the TITERPLANE technique, on EUROArray slides containing mi-
croarray BIOCHIPs. Scanning and evaluation are performed using the EUROArrayScanner (incl. EUROArrayScan software). This 
provides fully automated evaluation of EUROArray analyses and detailed documentation of results. 

Assay procedure

Robustness

202 samples from blood donors were investigated using the
EUROArray HLA-Cw6 Direct, both with the direct method and
after DNA isolation from EDTA blood. All determinations were
successful and were consistent with the precharacterisation
(see table for results).

Test result n Percentage of samples (%)

HLA-C*06 positive 44 22

HLA-C*06 negative 158 78


