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BUREAU OF LABORATORIES

Lyme IgG/IgM Antibody Assay (EIA) 

Rev. 3/25/2014

Lyme Antibody Determination  
(IgG and IgM)  
ANALYTES TESTED: Borrelia burgdorferi (Lyme disease)
USE OF TEST: Detection of IgM and IgG antibody to whole-cell sonicated Borrelia burgdorferi (B31 strain) by enzyme immunoassay (EIA). 
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:


Test Request Form DCH-0583 


Specimen Submission Guidelines
Serum Specimen Collection  DCH-0811

Transport Temperature: Frozen, wet ice or ambient temperature
SPECIMEN TYPE:


Specimen Required: Serum or cerebral spinal fluid (CSF).*
*CSF should be accompanied by a serum specimen obtained the same day.  


Minimum Acceptable Volume: 1ml

Container: 3 or 5 ml plastic skirted-capped tube 

Shipping Unit: Unit 8
SPECIMEN REJECTION CRITERIA:
Specimens lacking two unique patient identifiers (i.e., full name, date of birth) will not be tested.
Plasma, contaminated or grossly hemolyzed specimens are unacceptable for testing and will be reported as Unsatisfactory.
TEST PERFORMED:


Methodology: EIA

Turn Around Time: One week.  Positive, equivocal or repeats – up to 14 days.

Where/When Performed: Lansing/Tuesday
RESULT INTERPRETATION:


Reference Range: NEGATIVE (no antibody detected)
1. Negative Result:

The absence of antibody response does not rule out the possibility of Borrelia burgdorferi infection.  The timing of specimen collection is critical.  False negative results may be obtained if serum samples are drawn too early (< 2 weeks) after onset of disease.  If the Lyme EIA test is negative and early
disease is suspected, a second specimen collected 2-4 after the initial specimen, should be submitted for testing.  

2. Positive Result:

The detection of IgG and/or IgM antibody indicates possible immunologic response to Borrelia burgdorferi however, due to the lack of specificity of this assay positive or equivocal specimens will receive IgM and IgG Lyme Western Blot (W.B.) testing.  Results from western blot testing will be reported.
3. This assay detects both IgM and IgG antibody and does not differentiate between the two immunoglobulins.

FEES: 
N/A

NOTES:
1. Sera from patients with other pathogenic spirochetal diseases such as syphilis, yaws, leptospirosis, relapsing fever, and periodontal disease may give false positive results.

2. Other disease conditions or infectious agents such as lupus, mononucleosis, (Epstein-Barr virus), and cytomegalovirus may also give false positive results.

3. Due to the significant number of false positive EIA results, patients with signs or symptoms not closely related to Lyme disease should not be tested.  Travel history, tick exposure and outdoor activity should all be considered in the diagnosis of Lyme disease.
4. This assay is designed for the detection of Borrelia burgdorferi antibodies. Infections caused by other Borrelia species (B. afzelii, B. garinii) may test negative. 

CSF TESTING:
1. This procedure is not standardized or FDA approved for CSF specimens.  Test results on CSF specimens are for research purposes only and should not be used for clinical diagnosis.

ALIASES: Lyme disease, Lyme EIA, Borrelia burgdorferi antibody 
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