APA ELISA

For Investigational Use Only

The patented APA ELISA is a semi-quantitative ELISA, which detects IgG anti-polymer antibodies
(APA) and identifies certain fibromyalgia patients. Current data suggests that APA-positive
fibromyalgia patients comprise the majority of fibromyalgia patients. The APA ELISA is intended for
use: 1) as an aid in the diagnosis of patients presenting with the symptoms and signs of
fiboromyalgia syndrome, 2) as an aid in differentiating fiboromyalgia patients from patients with other
autoimmune diseases and 3) as an aid in identifying a subgroup of fibromyalgia patients having a
unique characteristic immune response.

e The APA ELISA detects IgG anti-polymer
antibodies (APA) in human serum

e The presence of the antibodies distinguishes
fiboromyalgia patients from other autoimmune
disease patients

e The O.D. correlates closely with various clinical
measures of fibromyalgia symptom severity

e Results are reported in semi-quantitative units
e The easy-to-use test can readily be automated

Published Clinical Specificity and Sensitivity Data

Published data concerning the clinical specificity and

sensitivity of detecting anti—polglmer antibodies was obtained
with an immuno-blot assay®. Serum samples from 30
systemic lupus erythematosus (SLE), 30 systemic sclerosis
(SSc), 15 poly/dermatomyositis (PM), 43 rheumatoid arthritis
(RA) and 47 fibromyalgia (FM) patients were analyzed for
the presence of APA. The prevalence of APA in each patient
population was as follows: SLE=3%, SSc=3%, PM=13%,
RA=9%, OA=19% and FM=47%. As shown in Figure 1, the
prevalence of APA in the FM patients was significantly
higher compared to the other sample populations. All of the
populations were statistically different compared to FM
(p<0.05), except the OA group (p<0.1; approaching
statistical significance), distinguishing FM from other
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Published Data Associates APA with FM Severity

To determine the association between the presence of APA and
symptom severity, samples from patients with mild (n=37) and
severe (n=28) manifestations of FM were tested on an immuno-
blot APA assay”. Sera samples from normal donors (n=21) were
also tested as a control population. The prevalence of APA in the
control group was 19% (4/21) and 30% (11/37) in the mild FM
patients. The prevalence of APA in the severe FM patient
population was 61% (17/28). These results are presented in
Figure 2. The prevalence of APA observed in the severe FM
patients was significantly higher than that found in the mild FM
patients (p<0.05) and in the normal donor group (<0.01),
demonstrating that the presence of APA identifies a subgroup of
FM patients by disease severity.
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Fibromyalgia Syndrome (FMS) is a common chronic disorder of widespread pain that afflicts millions of individuals®.
Associated signs and symptoms include tender points, fatigue, morning stiffness, sleep disorder, headache and
cognitive problems®. Not all of the signs and symptoms are present in every patient, and each individual patient may
have different signs and symptoms at different times. The American College of Rheumatology (ACR) criteria require
that a patient manifest localized tenderness in at least 11 of 18 specific sites on the body (known as tender points) and
have a history of chronic wide-spread pain of greater than 3 months' duration in order to receive a diagnosis of FMS.

The APA ELISA is an objective tool for identifying fibromyalgia patients. The APA ELISA detects antibodies in human
serum which bind to partially polymerized polyacrylamide. These antibodies have been detected in the majority of
fibromyalgia patients tested, and antibody titers correlated with the severity of symptoms in these patients™*. Studies
have also shown that the presence of the antibodies can be used to help differentiate fiboromyalgia from other
autoimmune diseases’.

ELISA Assay Procedure

Dilute Sample 1:101 Conjugate Solution Substrate Stop Solution Read
100 pL/well —> 100 pL/well —> 100 pL/well —> 100 pL/well _» 450nm
60 min (20-25°C) 30 min (20-25°C) 30 min (20-25°C)
Wash Wash
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ELISA Test Kit Contents ‘

96 antigen coated microwells in frame 12 x 8 strips C b r 8 e n I x

Calibrator Serum (human) 0.25 mL

Positive Control Serum (human) 0.25 mL _

Negative Control Serum (human) 0.25 mL Corgenix, Inc.

Conjugate Antibody Solution (anti-human 1gG) 15 mL 12061 Tejon Street

Sample Diluent 60 mL Westminster, Colorado 80234

Wash Concentrate (33x) 2 x 30 mL Toll Free: 800-729-5661

One Component Substrate (TMB/H,0,) 15 mL Telephone: 303-457-4345

Stop Solution (0.36 N sulfuric acid) 15 mL Fax: 303-457-4519 _
Email: techsupport@corgenix.com

www.corgenixonline.com

Corgenix (UK) Ltd.

75 Broadway

Peterborough, PE1 1SY UK
Telephone: +44 (0) 1733 296800
Fax: +44 (0) 1733 296809

APA ELISA

Product # 11440
Quantity: 96 wells
Tests: 44 in duplicate
Storage:  2-8°C

The Anti-Polymer Antibody ELISA is covered by U.S. Patent No. 5,620,859, European Email: sales@corgenix.co.uk
Patent No. 0873518, Australian Patent No. 710252, and other patents and pending patents. WWW.corgenix.co.uk

The test is manufactured under license from Autoimmune Technologies, LLC, 144 Elks ) . .
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