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EANS-News: november Aktiengesellschaft
New Tests for Diagnosis of Borreliosis
approved for use as CE IVD Products

01.09.2010 - 15:31 Uhr, november Aktiengesellschaft

Additional CE certified tests fromPROGEN / Multimetrix for a two-step diagnostic of Lyne
Borreliosis are approved for |aboratory diagnosis

Corporate news transnitted by euro adhoc. The issuer/originator is solely
responsi ble for the content of this announcenent.

Product s

Subtitle: Additional CE certified tests fromPROGEN / Miltinetrix for a two-step diagnostic
of Lynme Borreliosis are approved for |aboratory diagnosis

K6l n, Hei del ber, Regensburg, Germany (euro adhoc) - PROGEN Biotechnik / Miltinmetrix, a 100%
subsi di ary of novenber AG are supplenenting their nultiplex product line and offer now new
additional CE marked tests for the | aboratory diagnosis of Lyne borreliosis. The

requi rements for the diagnosis of Lyme borreliosis established by the National Reference
Centre for Lyne borreliosis stipulate a two-step diagnostic procedure. Now the

PROGEN Mul timetrix Lum nex-based tests can inplenent these requirenents. In addition to our
confirmation assays (Borrelia IgMand 1gG new Borrelia Screening 1gG and 1 gM Tests are now
available for the first step of the diagnostic procedure. These tests allow for an

aut omat ed, quantitative and sensitive detection of specific IgMand | gG antibodi es in hunan
sanples. Also, in cases of suspected Lyne neuroborreliosis the Borrelia I gG and | gM Test as
well as the Screening |1gG Test are applicable for the detection of specific antibodies in
cerebrospinal fluid. The PROGEN / Multimetrix multiplex tests for the [ aboratory di agnosis
of Lynme borreliosis are a cost-effective alternative to conventional tests and offer an

i nproved diagnostic reliability for both levels of the diagnostic procedure.

Borreliosis: Lyne borreliosis is the mbst common tick-borne infectious disease in the

Nort hern hem sphere. In nost European endem c regions, 20-40% of the tick vector |xodes
ricinus carry at |east one of the three known pathogeni c bacteria species Borrelia afzelii,
Borrelia garinii, and the nost conmon pathogen, Borrelia burgdorferi sensu stricto. Cinical
synpt ons and di agnosis of Lynme borreliosis is a nulti-systenic disease with initial

mani festations limted to characteristic ring-shaped skin |esions (erythema mgrans), which
can progress to systemic infection. The course of disease is divided into 3 stages (I-111).
The clinical synptons of Lyme di sease are heterogeneous and depend on the tropi smof the
infectious agent. Preferential targets of the pathogen are connective tissue of skin and
joints, and the nervous system A correlation between individual Borrelia species and
defined clinical synptons has been observed. In serum|lgM antibodies are usually not
detectable until week 3 after infection.

Conpani es: novenber AG ( www. novenber.eu) is an investment and hol di ng conpany, listed in
the prinme standard of the regul ated nmarket of the German stock exchange (Deutsche Borse),
with special focus on nedical technol ogy, biotechnology and environnental technol ogies and a
100% shar ehol der of the PROGEN Bi ot echni k GrbH. PROGEN Bi ot echni k GrbH, | ocated in

Hei del berg, Germany, ( www. progen.de) is EN | SO 13485: 2007 certified and a manufacturer of
in vitro diagnostics (Borreliosis, Hanta-Virus, FSME) and research products (antibodies,

pol ypepti des, AAV, hyperphage) as well as specialist for the manufacturing of nultiplex
assays in bead-technol ogy used for the Lum nex® platform The conpany is nain sharehol der of
Mul timetrix GrbH based in Regensburg, Germany ( ww. nultinetrix.con). PROGEN is a nenber of
the VDGH, a Gernman association of diagnostic nmanufacturers.
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