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MICHIGAN DEPARTMENT OF HEALTH & HUMAN SERVICES



BUREAU OF LABORATORIES

Syphilis IgM Western Blot Assay

Rev. 7/11/2016

Syphilis Antibody Assay (IgM Western Blot)
ANALYTES TESTED: Treponema pallidum (syphilis) IgM antibody
USE OF TEST: To detect the presence of IgM antibodies to T. pallidum specific proteins (47, 17 and 15.5 kD) by Western Blot immunoassay for the diagnosis of congenital or primary syphilis.
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

Minimum Acceptable Volume: 1 - 2 ml

Container: 3 to 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, cord blood, contaminated, chylous or grossly hemolyzed specimens are unacceptable for testing and will be reported as Unsatisfactory.
TEST PERFORMED:


Methodology: Western blot immunoassay

Turn Around Time: One week (includes USR and MIA/TP-PA testing).

Where/When Performed: Lansing/Monday through Friday
RESULT INTERPRETATION:


Reference Range: NON-REACTIVE (no antibody detected)
1. Reactive Result:

The presence of IgM antibodies directed against any two of the three significant protein bands constitute a reactive/positive result.  A reactive result suggests current or past infection with pathogenic Treponema pallidum.  However, results of nontreponemal testing (i.e., USR) and treponemal testing (i.e., MIA, TP-PA) should be considered in the clinical diagnosis.  
2. Non-reactive Result:

A nonreactive result suggests that a recent or current infection is unlikely.  
3. Indeterminate Result:

An indeterminate result means only one of three significant protein bands was observed.  Another specimen collected one to two weeks after the initial draw date should be submitted for testing.

4. Unsatisfactory Result:

Indicates an insufficient level of immunoglobulins in the serum specimen to be accurately tested.  Another specimen obtained 2-3 weeks after the initial draw date should be submitted for repeat testing.
Interpretation of Syphilis IgM Western Blot Results for the Diagnosis of Congenital Syphilis:

Infant's Syphilis IgM Western Blot Result: 
Nonreactive (consider repeat testing)
Clinical Signs/Symptoms in Infant: 

Present
Mother's Treatment History: 


Inadequate or Untreated Syphilis
Serodiagnosis: 



Congenital Syphilis


Infant's Syphilis IgM Western Blot Result: 
Nonreactive (consider repeat testing)
Clinical Signs/Symptoms in Infant: 

Absent
Mother's Treatment History: 


Inadequate or Untreated Early Syphilis

Serodiagnosis: 



Possible Incubating Congenital Syphilis

Infant's Syphilis IgM Western Blot Result: 
Nonreactive (consider repeat testing)
Clinical Signs/Symptoms in Infant: 

Absent
Mother's Treatment History: 


Inadequate or Untreated Latent Syphilis

Serodiagnosis: 



Unknown Risk of Congenital Syphilis

Infant's Syphilis IgM Western Blot Result: 
Reactive
Clinical Signs/Symptoms in Infant: 

Present
Mother's Treatment History: 


Inadequate or Untreated Syphilis
Serodiagnosis: 



Congenital Syphilis

Infant's Syphilis IgM Western Blot Result: 
Reactive
Clinical Signs/Symptoms in Infant: 

Absent
Mother's Treatment History: 


Inadequate or Untreated Syphilis
Serodiagnosis: 



Suggestive of Congenital Syphilis

FEES: 
N/A

NOTES:
1. The Western Blot immunoassay for detecting IgM antibodies to T. pallidum is considered an investigational status test; thus the results obtained should not be used as the sole criteria for the confirmed diagnosis of the presence or absence of syphilis.  Clinical symptoms of the neonate and treatment history of the mother must also be considered.

2. This test method has been validated by the Michigan Department of Community Health (MDCH) but not cleared or approved by the U.S. Food and Drug Administration (FDA).  The FDA has determined that such clearance or approval is not necessary if performance characteristics are verified at the testing laboratory.
3. Infants under one year of age will automatically be tested for IgM antibody regardless of the nontreponemal and treponemal syphilis test results.  

ALIASES: N/A
