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Figure 7. 13 (Common Wasp/Yellow Jacket)
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Figure 8. F13 (Peanut)
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Figure 9. F3 (Cod)
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Figure 10. T7 (White Oak)
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Figure 11. M6 (Alternaria tenuis)

Quantitation of Low-End Positives
Reported results are somewhat different for very low samples. Table 1 (below) compares results for a

group of patients with very low response to common wasp (yellow jacket) venom as an example. The

HYCOR Ultra-Sensitive EIA System is capable of quantitating results below 0.1 kU/L and thus provides
quantitative results for these samples, most of which fall in the equivocal or Class | range.

HYCOR ID
13-007
13-008
13-021
13-024
13-025
13-057
13-061
13-064
13-066
13-068

FEIA (KU/L)

<0.10
<0.10
<0.10
<0.10
<0.10
<0.10
<0.10
<0.10
<0.10
<0.10

HYCOR (kU/L)

<0.04
0.05
0.1
<0.04
<0.04
0.06
0.06
<0.04
0.09
0.07

Table 1. FEIA and HYCOR Ultra-Sensitive EIA System results for a selection of low positive, equivocal, and
negative samples specific for allergen 13, common wasp (yellow jacket).
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FEIA results reported by the reference laboratory do not quantitate in this range and report all the samples as
negative. We do not consider this to be discordance, but rather a difference created by the different low-end
report format. In the example shown in Table 1, there is an apparent discordance in results only in one case:
Patient 13-021 is reported as 0.11 kU/L, positive, whereas the reference laboratory reported the FEIA results
as less than 0.10 kU/L. Since the report from the reference lab using FEIA did not quantitate below 0.10 kU/L,
samples in that region are not included in quantitative comparison.

International Units and Class Scores

Many clinicians use Class Scores in evaluating their patients.” In the Modified Class Scoring (MCS) system,
each of the six classes encompass a broad range of specific IgE mass (reported in kU/L), recognizing that the
mass may not be strongly correlated with strength of allergic response. For example, the difference between a
class score of 0, 1, or equivocal may not be clinically significant, and asymptomatic patients with class scores
of 2 and higher are not uncommon. Thus a patient may have a specific IgE response that varies over an order
of magnitude in kU/L without detectable difference in physiologic response. Each clinician must determine the
best measure to use to aid in diagnosis of allergy.

Summary

The HYCOR Ultra-Sensitive EIA System for Allergen-Specific IgE provides an automated method for determining
allergen-specific IgE in serum. The assay demonstrates dilution linearity, industry-leading limits of detection

and quantitation, and gives results comparable to those seen with FEIA. Patient to patient differences are

not generally greater than one “class,” and we suspect such cases are created by different approaches to
antigen presentation by the two companies. Only in the case of very low positives do we find a difference in
clinical sensitivity between the two methods and this is due mare to the HYCOR Ultra-Sensitive EIA System’s
quantitation ability in this area.

Determination of specific IgE in serum by this system provides excellent sensitivity at low IgE levels. Such
determination can provide additional information toward diagnosis and treatment planning for allergy patients.
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HYCOR, an Agilent Technologies division, manufactures and markets
high-quality diagnostic products used in clinical laboratories throughout the
world. We are committed to providing clinicians with the highest value in terms
of innovation, reliability, and customer service. Agilent Technologies, a premier
measurement company, shares this commitment and brings substantial resources
to the task. Agilent Technologies’ Life Sciences are helping scientists advance
basic research, discover the genetic causes of disease, and accelerate the
discovery and development of biomarkers and therapies. In close collaboration
with colleagues throughout Agilent, HYCOR is advancing new products and
technologies that are designed to improve patient care and contribute to

healthcare cost containment on a global basis.
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