B DIAGNOSTIC KITS AND COMPONENTS

Innovative panel for the diagnosis of
AUTOIMMUNE GASTRISTIS and PERNICIOUS ANEMIA
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DESCRIPTION DETERMINATIONS
Intrinsic Factor ELISA 96
Gastric Parietal Cell Antibody ELISA 96
DESCRIPTION DETERMINATIONS
COMVI Mouse Kidney/Stomach 48
COMVI Rat Kidney/Stomach 48

COMVI II HEp-2/Mouse Kidney/Stomach 100
COMVI III Mouse Liver Kidney/Stomach 48
COMVI III Mouse Liver Kidney/Stomach 96

COMVI-III Rat Kidney/Stomach/Liver 48
COMVI-III Rat Kidney/Stomach/Liver 96
Mouse Kidney/Stomach slide 8 well
Mouse Kidney/Stomach slide 10 well
Mouse Liver/Kidney/Stomach slide 10 well
Mouse Liver/Kidney/Stomach slide 8 well
Mouse Stomach slide 6 well
Rat Stomach slide 6 well
HEp-2/M-Kidney/Stomach slide 10 well
HEp-2/M-Liver/Kidney/Stomach slide 8 well
AGPA Positive Control 0.5 ml
IFA Negative Control 0.5 ml
IgG Conjugate 5 ml
Mounting Medium 5 ml

* For reasearch use only in the USA
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Disease background

AUTOIMMUNE GASTRITIS AND PERNICIOUS ANEMIA MAY CAUSE VITAMIN B12 DEFICIENCY.

Autoimmune Gastritis and Pernicious Anemia

DIAGNOSTICS

focus on AUTOIMMUNE GASTRITIS and PERNICIOUS ANEMIA

A malfunctioning immune system can target
the stomach lining resulting in autoimmune
gastritis, characterized by chronic inflamma-
tion of the gastric mucosa. Individuals

with autoimmune gastritis may progress to
pernicious anemia. Autoimmune gastritis

is characterized by the presence of serum
autoantibodies against gastric parietal cells
(AGPA), Ht/K* - ATPase (proton pump)
and against the cobalamin absorbing protein,
intrinsic factor.

Pernicious anemia is one of the most com-
mon causes of vitamin B12 (cobalamin)
deficiency, which can result in hematological,
neurological and psychiatric conditions.
Pernicious anemia is histologically character-
ized by the destruction of the gastric mucosa.

Between 2% and 5% of the population over
the age of 60 have undiagnosed pernicious
anemia.”* Proper treatment of this condi-
tion requires prompt and accurate diagnosis.
This is especially important because of the
immediate consequences related to untreated
anemia and long term effects associated with
pernicious anemia, including elevated rates
of carcinoma and neurological damage.

IMMCO offers highly sensitive and specific
tools for diagnosis of these conditions.

The IMMCO Anti-Intrinsic Factor Antibody
ELISA is unique in that it employs a propri-
etary glycosylated recombinant antigen.

This non-radioactive assay has demonstrated
performance superior to RIA. IMMCO also
offers simple and accurate immunofluores-
cence and ELISA assays to detect AGPA.



IMMCO Diagnostics, Inc. | www.immco.com

B INTRINSIC FACTOR ANTIBODY ELISA

Il GASTRIC PARIETAL CELL ANTIBODY ELISA AND IFA

to aid in the diagnosis of PERNICIOUS ANEMIA to aid in the diagnosis of AUTOIMMUNE GASTRITIS

and PERNICIOUS ANEMIA

recombinant native
MW apo-IF purified IF

v
7 49 e
45
N | 34

F VPP

vy w

THE RECOMBINANT HUMAN INTRINSIC FACTOR USED IN THE IMMULISA™ ASSAY IS EXPRESSED IN PLANTS. RHIF IS GLYCOSYLATED AND HAS THE SAME BINDING CHARACTERISTICS AS HUMAN
GASTRIC IF. OUR RHIF PRODUCT IS HIGHLY PURIFIED AND NOT CONTAMINATED WITH OTHER VITAMIN B1,-BINDING PROTEINS.

focus on INTRINSIC FACTOR

Intrinsic Factor is a 45-60 kD
glycoprotein produced by the parietal
cells of the stomach lining and enables
absorption of vitamin B1. In perni-
cious anemia there is a significant
decrease in Intrinsic Factor expression
due to the loss of Intrinsic Factor
producing gastric parietal cells. This
results in the body’s inability to absorb
vitamin B1; in the stomach. Intrinsic
Factor antibodies occur in 50-70% of
pernicious anemia cases.3

Until recently, the gold standard for
detecting anti-Intrinsic Factor antibod-
ies has been radioimmunoassay (RIA).
However, with the introduction of the
ImmulLisa™ Intrinsic Factor ELISA,

a non-radioactive assay has become
available demonstrating equivalent
sensitivity and significant advantages
in specificity over RIA. Comparison
studies using clinical specimens, controls
and specimens spiked with vitamin B,
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IMMCO'S ENHANCED INTRINSIC IMMCO ELISA detection of AGPA, the ImmulLisa™ DISEASE GROUP % INCIDENCE OF AGPA
FACTOR ASSAY PROVIDES HIGH Gastric Parietal Cell Antibody Autoimmune Gastritis 75-95
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clearly indicate the advantages of the
IMMCO system, over competitor assays
(below). 4©

ADVANTAGES OF THE IMMULISA™
INTRINSIC FACTOR ELISA

Superior specificity
Superior sensitivity

Recombinant fully glycosylated
human intrinsic factor

Antigen produces specific binding
to Type I and Type II antibodies

Antigen expressed in transgenic

International: 1-716-691-0091

focus on GASTRIC PARIETAL CELL antibodies [AGPA ]

Gastric Parietal Cell Antibodies
(AGPA) can be detected in patients
with autoimmune gastritis prior to the
development of pernicious anemia.
AGPA react with the alpha and beta
subunits of gastric H+K+ATPase
(92 and 60-90 kD, respectively).
The membrane-bound gastric
H*K*ATPase is a proton pump
responsible for the acidification of
the stomach lumen.

Gastric parietal cell antibodies occur
in >90% of patients with autoimmune

Performance studies comparing

the IMMCO AGPA ELISA with
other commercially available assays
demonstrate the higher sensitivity
and specificity of the IMMCO Assay.
Results obtained with the ImmuLisa™
system have been confirmed by dot
blot. Positivity rates of this assay
reflect incidence of AGPA in disease
and control populations as reported
in the literature.> 7 % 1°

For detection of AGPA by immunoflu-
orescence, the preferred substrate is
mouse stomach tissue. IMMCO
manufactures single substrate kits as
well as multi-substrate COMVI assays
to detect and differentiate a variety

of autoantibodies, including AGPA.

A listing of IFA products available

for AGPA detection appears on the
following page. These systems have
been optimized for high sensitivity
and low background.




