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Syphilis Antibody Determination Multiplex ImmunoAssay (MIA)
ANALYTES TESTED: Treponema pallidum (syphilis) antibody 
USE OF TEST: The Multiplex ImmunoAssay (MIA) is a qualitative ImmunoAssay used for the detection of Treponema pallidum IgG antibodies in human sera.  This confirmatory assay is routinely performed on all reactive nontreponemal (i.e., Unheated Serum Reagin assay) serum specimens.  
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 ml

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, chylous or grossly hemolysed or icteric specimens are unacceptable for testing and will be reported as Unsatisfactory.
TEST PERFORMED:


Methodology: Multiplex ImmunoAssay (MIA)

Turn Around Time: One week.

Where/When Performed: Lansing/Monday, Wednesday, Friday
RESULT INTERPRETATION:


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

A reactive result indicates the presence of Treponema pallidum specific antibodies.

2. Nonreactive Result:

A non-reactive result indicates the absence of Treponema pallidum specific antibodies.
3. Uninterpretable or Equivocal Result:

An uninterpretable result means that a non-specific reaction occurred when testing the patient sample. An equivocal result is obtained when the sample index is just below the positive assay cutoff value. In these situations, a TP-PA will be performed to determine the presence of T. pallidum antibodies.

FEES: 
N/A

NOTES:
1. The MIA is usually reactive in primary and secondary syphilis infection. Like other treponemal serological tests, the MIA is usually reactive for life, and therefore, is not suitable for monitoring treatment.

2. This assay is used to confirm a reactive nontreponemal syphilis tests. MIA will be performed on a negative nontreponemal specimen when early primary or late syphilis is suspected or if specifically requested by the physician. Please indicate previous syphilis results on the test requisition. 
3. Cerebral spinal fluid (CSF) or plasma is not FDA approved for MIA testing.

4. A nonreactive result does not totally exclude a recent (within the last 2-3 weeks) T. pallidum infection. Therefore results need to be interpreted with caution.
5. The Syphilis IgG kit is not, in and of itself, diagnostic for syphilis and should be considered in conjunction with other laboratory test results and the clinical presentation of the patient. Only a physician should interpret the results.
6. Detection of treponemal antibodies may indicate recent, past or successfully treated syphilis infections and therefore cannot be used to differentiate between active and cured cases.
7. The Syphilis IgG kit may be reactive with sera from patients with Yaws (T. pallidum subspecies pertenue) or Pinta (T. carateum).
8. Nonreactive USR/Reactive MIA Result:
The above results may be due to:
a. Early primary syphilis

b. Early latent or late latent syphilis

c. Previous syphilis infection (treated or non-treated)

d. False positive. If syphilis is suspected, a convalescent serum specimen obtained 2-4 weeks after the initial specimen should be submitted for testing.

9. Reactive USR/Nonreactive MIA
The above results may be due to:
a. Early primary syphilis (rarely seen).
b.
False positive USR test may be due to anti-phospholipid antibodies, drug abuse, pregnancy, autoimmune disease, etc.  The predictive value of a reactive USR test in the serologic diagnosis of syphilis is increased when combined with a reactive treponemal assay.
ALIASES: MFI (Multiplex Flow ImmunoAssay)
