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Syphilis (Treponema pallidum) DFA-TP Assay
ANALYTES TESTED: Treponema pallidum (syphilis)
USE OF TEST: The direct fluorescent antibody (DFA) test is performed on lesion exudate to detect the presence of Treponema pallidum, the causative agent of syphilis.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:


Test Request Form DCH-0583 


Specimen Submission Guidelines

Transport Temperature: Ambient temperature
SPECIMEN TYPE:


Specimen Required: 

Smear from suspected lesions. Source of lesion (i.e., genital, oral, rectal) must be indicated on test requisition form.

Minimum Acceptable Volume: 
Total of 2 smears: two 1" x 3" labeled microscope slides.  
Please write patient name and date of collection on slides.
In addition, 2-3 ml of patient serum should also be submitted for USR, MIA or TP-PA  testing (see note 2).

Container: 

Glass slides: Plastic or cardboard slide containers
Serum: 3 or 5 ml plastic skirted-capped tube.

Shipping Unit: Unit 10
SPECIMEN REJECTION CRITERIA:
Slides must be labeled with patient name.   

Serum specimens lacking two unique patient identifiers (i.e., full name, date of birth) will not be tested.  
TEST PERFORMED:


Methodology: Direct Fluorescent Antibody

Turn Around Time: Two days 

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


Reference Range: Treponema pallidum NOT found
1. Pathogenic Treponema pallidum observed 
In suspect lesions , the presence of fluorescent treponemes by the DFA-TP method is diagnostic evidence of syphilis infection.
2. Treponema-like organisms observed
Weak fluorescence or unusual microscopic characteristics of the organism were observed on the slide.  Weakly fluorescent treponemes observed from oral/rectal lesions will be reported as “Treponema-like organisms observed.”  See Note 3 below.
3. Treponema pallidum not found
T. pallidum was not microscopically observed on the smears.  A negative result does not rule out the possibility of infection due to syphilis. 

FEES: 
N/A

NOTES:
1. Directions for collecting specimens are included in shipping kit. Please outline the periphery of the smears to indicate their location on the microscope slide. 

2. Age or condition of lesion, treatment of the patient before the specimen was obtained, and poor collection technique may result in failure to demonstrate pathogenic treponemes, therefore, a negative result does not exclude syphilis. Syphilis antibody testing should be performed in conjunction with direct examination.

3. The conjugated antibody utilized in this assay does not differentiate between pathogenic and non-pathogenic treponemal species therefore; source of collection must be included on test requisition.  Results from oral and rectal lesions must be interpreted with caution due to the presence of normal nonpathogenic treponemes found at these anatomical sites.
4. This assay was developed and its performance characteristics determined by the Michigan Department of Community Health (MDCH).  It has not been 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. 
ALIASES: Syphilis direct detection, DFA-TP assay  
