Al-LFA dsDNA

Rapid assay for the qualitative determination of anti-dsDNA IgG autoanti-

bodies in human serum or plasma

For Systemic lupus erythematosus (SLE) the appea-
rance of circulating 1gG autoantibodies against de-
fined intracellular targets including double stranded
deoxyribonucleic acid (dsDNA), U1-ribonucleoproteins
(RNPs), Smith antigen (Sm), histones, proliferating cell
nuclear antigen (PCNA) and ribosomal phosphopro-
teins (Rib-P) is confirmed. Currently, more than 100
different antigens have been described as target of
autoantibodies in sera of SLE patients. Anti-dsDNA
antibodies are known as sensitive and specific marker
for SLE. Anti-dsDNA antibodies can be detected in 20-
90% of SLE patients depending on the test system, the
genetic background of the patients and the setting of
the patient group under investigation. The strength of
the reaction of anti-dsDNA antibodies correlates with
the disease activity of the patients. In rare cases, an-
ti-dsDNA antibodies can be found in patients with rela-
ted connective tissue diseases or with viral infections.

The AI-LFA dsDNA (Autoimmune Lateral Flow Assay)
is a rapid assay for the qualitative determination of an-
ti-dsDNA IgG autoantibodies in human serum or plas-
ma. Al-LFA dsDNA enables the user to perform a spe-
cific autoimmune test very fast and reliable and offers
highest sensitivity and specificity.

Al-LFA dsDNA Specification

A Serum or plasma applicable

A Short assay time (Test results after 20 - 25 min )

A Interpretation of the results only with the LFA
(Lateral Flow Assay) Reader (no visual examinati-
on)

Al-LFA dsDNA REF 186028 " 10

Al-LFA dsDNA Principal

The AI-LFA dsDNA is available as single test (REF
186028). To perform the test the patient’s sample is
transferred to the sample application point (S) of the
Basis Set. Immediately afterwards, the anti-IgG con-
jugate solution is applied. During incubation of 20-25
min the liquid is driven through the device by capillary
flow. The antigen specific IgG of the sample binds spe-
cifically to the antigen at the test line. At the same time,
the slgG bound to the antigen is bound by an antibody
coupled to colored particles (conjugate) (see figure 1).
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Abbildung 1  Test principle Al-LFA dsDNA

The intensity of the color reaction at the test line is
proportional to the amount of immune complexes con-
sisting of immobilized dsDNA antigen, anti-dsDNA au-
to-antibodies from the patient sample and IgG specific
goldconjugate. The signal intensity ranges from faintly
pink (low titer of anti-dsDNA autoantibodies) to dark
ruby (high titer of anti-dsDNA autoantibodies).

Access conjugate, which is not bound at the test line,
forms a dark ruby control line (C) after 20-25 min of
incubation.
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Performance data
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At an adjustment to 100% sensitivity a specificity of % 08 |
100% was determined in comparison to dsDNA ELISA § 0'7 ]
of Dr. Fooke Labs (see figure 2), where as a specifici- ; 0'6 ]
ty of 63% was determined in comparison to an ELISA E 0'5 |
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Figure 2

ROC Analysis of Al-LFA dsDNA vs. dsDNA ELISA (Dr. Fooke

Labs)
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