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& Anti-HSV-1 (gC1) ELISA (IgG)

= Type-specific quantitative determination of IgG antibodies against HSV-1
= Based on highly purified recombinant glycoprotein C1 (gC1)
= Fully automated processing and evaluation

I Technical data

Antigen Recombinant glycoprotein C1 (gC1) of herpes simplex virus 1
Calibration Quantitative, in relative units per millilitre (RU/ml)
Calibration serum 1: 200 RU/ml
Calibration serum 2: 20 RU/ml
Calibration serum 3: 2 RU/ml

Recommended upper threshold of the reference range for non-infected individuals (cut-off): 20 RU/ml

Sample dilution Serum or plasma, 1:101 in sample buffer

Reagents Ready for use, with the exception of the wash buffer (10x); colour-coded solutions, in most cases
exchangeable with those in other EUROIMMUN ELISA kits

Test procedure 30min /30min / 15min, room temperature; fully automatable

Measurement 450nm, reference wavelength between 620 nm and 650 nm

Test kit format 96 break-off wells; kit includes all necessary reagents

Order number El 2531-9601-2 G

I Clinical significance

Herpes simplex viruses type 1 (HSV-1) and type 2 (HSV-2) cause local skin and mucous membrane infections predominantly in
the mouth and nose area and the genital regions. Initially, blisters occur on a reddened area, which burst and develop into painful
ulcerous lesions. Primary infection and reinfection with HSV may lead to severe illness in pregnant women. The virus is transmit-
ted transplacentally to the unborn child and can cause foetal infection. Infection of the unborn child can lead to intrauterine death,
malformations and premature birth. Systemic herpes infections may affect the skin, whereby the spread of the virus is facilitated
by pre-existing skin disease or burns. The involvement of various visceral organs such as the liver can occur as a complication in
patients with suppressed T-cell-mediated immunity (lymphoma, AIDS). HSV-1 can cause severe cerebral infections, which are fatal
in 70 % of cases if left untreated.

I Diagnostic application

The use of HSV-1 glycoprotein C1 (gC1) as the antigen in the EUROIMMUN Anti-HSV-1 (gC1) ELISA (IgG) allows type-specific detection
of IgG antibodies against HSV-1. A positive test result indicates contact with the virus. When acute processes are suspected, e.g.
genital herpes, especially during pregnancy, or HSV encephalitis, direct detection should be performed.
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I Reference range

The levels of anti-HSV-1 antibodies (IgG) were analysed with the EUROIMMUN Anti-HSV-1 (gC1) ELISA (IgG) in a panel of 500
healthy blood donors. With a cut-off value of 20 IU/ml, 60.4 % of the blood donors were anti-HSV-1 positive (IgG). This is in agree-

ment with the known prevalence in adults.

I Reproducibility

The reproducibility of the test was investigated by determining
the intra- and inter-assay coefficients of variation using 4 sera.

Intra-assay variation, n = 20

Inter-assay variation, n =3 x 10
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I Quality assessment results
52 serologically and/or clinically characterised patient samples @iy EEEeeTTE: e
(quality assessment schemes by INSTAND, Germany) were n =52 » ; ;
. . positive borderline negative
analysed using the EUROIMMUN Anti-HSV-1 (gC1) ELISA —
(IgG). The agreement of the qualitative ELISA results with the EUROIMMUN positive % 0 0
specifications of the quality assessment institute was 98 %. a“g;“s"" EENEER | bewlaiie v v v
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I Sensitivity and specificity
299 precharacterised patient samples (origin: Europe; EUROIMMUN Anti-HSV-1/HSV-2 gG-2
reference method: EUROIMMUN Anti-HSV-1/HSV-2 gG-2 n =299 EUROLINE-WB (1gG)
EUROLINE-WB IgG) were analysed using the EUROIMMUN positive borderline negative
Anti-HSV-1 (gC1) ELISA (IgG). The sensitivity of the ELISA EUROIMIVIUN positive 219 1 1
was 99.5%, with a specificity of 98.6 % (excluding borderline Anti-HSV-1 (gC1) ELISA I —— 1 0 0
sera). (IgG) -
negative 1 8 68
I Cross reactivity
47 sera from patients with other herpes virus infections (posi- Antibodi inst cR
tive IgG results) were investigated with the EUROIMMUN Anti- niibodies agains !
HSV-1 (gC1) ELISA (IgG). No cross reactions (CR) were found. cMv 12 0%
EBV-CA 12 0%
HSV-2 1 0%
vzv 12 0%

I Literature

1.Scheper T, Saschenbrecker S, Steinhagen K, Sauerbrei A, Suer W, Meyer W, Schlumberger W, Wandinger KP. The glycoproteins
C and G are equivalent target antigens for the determination of herpes simplex virus type 1-specific antibodies. J Virol Methods.
2010 Jun;166(1-2):42-7.

2.Looker KJ, Magaret AS, May MT, Turner KM, Vickerman P, Gottlieb SL, Newman LM. Global and Regional Estimates of Prevalent
and Incident Herpes Simplex Virus Type 1 Infections in 2012. PLoS One. 2015 Oct 28;10(10):e0140765.

3.Sauerbrei A. Diagnostik und antivirale Therapie von Herpes-simplex-Virus-Infektionen. Der Mikrobiologe Heft 4/2014.

4.Bergstrom T, Trybala E. Antigenic differences between HSV-1 and HSV-2 glycoproteins and their importance for type-specific
serology. Intervirology. 1996;39(3):176-84.

5.Wutzler P, Doerr HW, Farber |, Eichhorn U, Helbig B, Sauerbrei A, Brandstadt A, Rabenau HF. Seroprevalence of herpes simplex
virus type 1 and type 2 in selected German populations-relevance for the incidence of genital herpes. J Med Virol. 2000 Jun;61(2):
201-7.

Autoimmune diagnostics | % .lﬂ_ ecti Allergology Antigen detection Molecular diagnostics

EUROIMMUNAG - Seekamp 31-23560Luebeck(Germany)-Tel +4945158550-Fax+494515855591 - euroimmun@euroimmun.de-www.euroimmun.com
EI_2531_D_UK_A04, 04/2016




