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Ordering Information and Suggested Codes:
Mnemonic:
IgE
Test Name:
Immunoglobulin IgE Total
Test Number:
3000458
Specimen:
Serum, EDTA, or Sodium Heparin Plasma
Refrigerated for 72 hours
Note: Do not freeze plasma
LOINC Codes

33960‐6

CPT Codes

82785

Effective Date: Testing offered beginning on Thursday, September 1, 2016.
Performed: Monday through Saturday, dayshift
Reference Range:
Age
Previous Range (DxI)
Adults
1.31 – 165.3 IU/mL
Pediatric No reference range established

New Range (CPAL)
≤ 164 IU/mL
No reference range established

Background:
Measurement of total serum IgE is often used as a tool in the diagnosis and management of atopic diseases
such as asthma, hay fever, atopic dermatitis, and urticaria. It has been used to distinguish atopic from non-atopic
individuals presenting allergy-like symptoms. In addition, studies have also shown that increased levels of IgE in
cord blood and infants may be predictive of future atopic tendencies.
Normal levels of circulating IgE are extremely low in comparison to other immunoglobulins. Levels of IgE at
birth are almost undetectable but increase in non-allergic adults. Elevated levels are commonly seen in cases of
allergic diseases, parasitic infections, pulmonary aspergillosis, Wiskott-Aldrich Syndrome, and myeloma.
Serum IgE levels may vary as a result of diet, genetic background, geographical location, and other factors. It
is therefore recommended that total IgE measurements be used in conjunction with other clinical tests when
establishing diagnoses.

Principle of Test:
The Immage IgE assay is intended for quantitative determination of total immunoglobulin E (IgE) concentration
in human serum or plasma by rate turbidimetry.
Validation Data:
Precision:
For within run precision, two levels of control were run ten times each, within the same run and on two different
days. The %CVs fall within the Manufacturer’s claim of <7.0% for within run precision and <7.5% for between
run precision. (Table 1)
Table 1: Precision
Test

Within Run Precision

Between Run Precision

Mean Lev 1

CV

Mean Lev 3

CV

Mean Lev 1

CV

Mean Lev 3

CV

45.68

2.55%

165.00

3.77%

46.50

2.70%

165.70

2.78%

IgE

Accept?
Yes

Linearity:
To verify the linearity and analytical measurement range of the assay, a high patient sample was diluted with a
low patient sample to cover the reportable range of 5.0 U/mL to 3000.0 U/mL. The dilutions were run in
triplicate. (Figure 1) The calculated slope is 1.050 with an intercept of 0.172 and an error of 3.8%. The assay is
linear within Allowable Systematic Error 20.0%. The linearity validation is acceptable.

Figure 1: Linearity

Method Comparison:
Forty-two specimens were split and processed utilizing the Beckman Coulter Immage 800 versus results from the
Beckman Coulter DxI 800. (Figure 2). The manufacturer’s suggested reference range of <165 IU/mL for adults
was verified by medical decision point analysis.
Figure 2: Method Comparison

Limitations:
1. Patients with high levels of rheumatoid factor or anti-human IgE autoantibodies may falsely elevate IgE
results.
2. The following substances were tested in serum for interference with this methodology at the initial dilution:

3. Quantitation of IgE by turbidimetry may not be possible in lipemic sera or may produce inaccurate results due
to the extreme light scattering properties of the sample.
4. Dust particles or other particulate matter in the reaction solution may result in extraneous light scattering
signals, resulting in variable sample analysis.

5. For assays employing mouse antibodies, the possibility exists for interference by human anti-mouse
antibodies (HAMA) in the sample. Human anti-mouse antibodies may be present in samples from patients
who have received immunotherapy or diagnostic procedures utilizing monoclonal antibodies or in individuals
who have been regularly exposed to animals. Additionally, other heterophile antibodies, such as human antigoat antibodies may be present in patient samples. Interpretation of results should be done in the context of
the overall clinical presentation of the patient, including symptoms, clinical history, data from additional tests,
and other appropriate information.
6. Pediatric reference intervals for this assay have not been determined. Studies in the U.S. show that newborn
levels of IgE are near the limit of detection of current assays and may not be detected. In general, levels of
IgE in a healthy pediatric population rise during the first 3-4 years of life to approximately adult levels. IgE
continues to rise through age 9-12 years, returning to adult levels by 18 years of age.
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