
For Professional Use
Specimen: Serum/Plasma
Format: Cassette

Syphilis Test is a rapid chromatographic immunoassay 
for the qualitative detection of antibodies to Treponema 
Pallidum (TP) in serum or plasma to aid in the diagno-
sis of syphilis.

Syphilis Test Cassette

Syphilis Test contains a qualitative membrane strip 
based immunoassay for the detection of TP antibodies 
in serum or plasma. In this test procedure, recombinant 
syphilis antigen is immobilized in the test line region of 
the device. After a serum or plasma specimen is 
dropped to the sample well, it reacts with antigen 
coated gold particles that have been applied to the 
sample pad. This mixture migrates chromatographically 
along the length of the test and interacts with the immo-
bilized syphilis antigen. If the specimen contains TP 
antibodies, a colored line will appear in the test region 
indicating a positive result. If the specimen does not 
contain TP antibodies, a colored line will not appear in 
this region indicating a negative result. To serve as a 
procedural control, a colored line will always appear at 
the control region indicating that proper volume of 
specimen has been added and membrane wicking has 
occurred.



Syphilis Test uses an antigen that is highly specific for 
detecting TP antibodies in serum or plasma. The 
results show that the relative specificity of the Syphilis 
Test is 99.1 %.
Relative Sensitivity: 98. 6%
Relative Specificity: 99.1%

Syphilis Test has correctly identified specimens of a 
seroconversion panel and has been compared to a 
leading commercial TPPA syphilis test using clinical 
specimens. The results show that the relative sensitivity 
of the Syphilis Test is 98. 6%.
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test should be used for the detection of TP antibod-
ies in serum or plasma specimen only. Neither the 
quantitative value nor the rate of increase in TP 
antibodies can be determined by this qualitative test.
Syphilis Test will only indicate the presence of TP 
antibodies in the specmen and should not be used 
as the sole criteria for the diagnosis of TP infection.
As with all diagnostic tests, all results must be inter-
preted together with other clinical information avail-
able to the physician.

Syphilis Test has been compared with a leading com-
mercial TPPA syphilis test, demonstrating an overall 
accuracy greater or equal to 98%.

Materials Provided
1.Syphilis Test Cassettes
2. Instruction for Use
3. Buffer                 4. Pipette
5. Sterile lancet      6. Alcohol wipes
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