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Ref: 1030014 

SYPHILITOP® 

Rapid test for the qualitative detection of anti-Treponema Pallidum (TP) antibodies (total immunoglobulins) in plasma or serum. 
 
 

1. INTENDED USE 
SYPHILITOP® is a rapid immunochromatographic test for the qualitative detection of anti-
Treponema Pallidum antibodies (total immunoglobulins) in serum or plasma samples. This 
test is to be used as an aid in the diagnosis of syphilis.  
 
2. SUMMARY 
Treponema Pallidum (TP) is the causative agent of venereal disease called syphilis. TP is 
a spirochete-type bacterium with an outer shell and a cytoplasmic membrane1. According 
to the CDC (Center for Disease Control) the number of syphilis cases has significantly 
increased since 19852. Some key factors have contributed to this increase, especially the 
epidemic of crack cocaine use and the large increase in prostitution among drug addicts3. 
Besides, a study reported a substantial epidemiologic correlation between HIV virus 
transmission and syphilis4. Multiple clinical stages as well as extended latency periods and 
asymptomatic infection are characteristic of syphilis. The primary stage of syphilis is 
defined by the presence of chancres at the inoculation site. The immunological response 
of the body to the presence of TP can be detected by the presence of specific antibodies 
within 4 to 7 days after the appearance of chancre. The infection remains detectable until 
the patient receives adequate treatment5.  
The SYPHILITOP® rapid test uses a combination of two antigens combined with particles 
and a syphilis and two antigens immobilized on the membrane, to qualitatively and 
specifically detect anti-TP antibodies (total immunoglobulins) in serum or plasma.  
 
3. PRINCIPLE 
The SYPHILITOP® rapid test is an immunochromatographic test for the qualitative 
detection of anti-TP total immunoglobulins in serum or plasma. The test uses a 
combination of two antigens coupled to latex particles in the sample zone (S) which are 
used to capture antibodies potentially present in the sample. An antigenic solution is 
immobilized on the membrane in the test zone (T) and is used for test revelation. During 
the test, positive sample containing anti-TP antibodies will react with the latex particles-
coupled antigens to form antigen-antibody complexes. These complexes will migrate by 
capillarity along the membrane and be captured by the immobilized recombinant antigens 
in the test zone (T), thus forming a visible colored band and indicating a positive result. If 
the sample does not contain anti-TP antibodies, no colored band will appear in the test 
zone (T), thus indicating a negative result.  
An internal procedure control band appears in the control zone (C), indicating the validity 
of the result, that a sufficient sample amount was used and that the capillary rise took place 
on the membrane.  
 
4. REAGENTS 
The test contains particles-coupled syphilis antigens and syphilis antigens immobilized on 
the membrane.  
 
5. KIT CONTENT 

- Test cassettes - Pipettes 
- Dropper bottle containing diluent - Instructions for use 

 
6. EQUIPMENT REQUIRED BUT NOT PROVIDED 

- Sample collection container  - Centrifuge  
- Lancet  - Timer 
- Laboratory micropipettes (80 µL)  

 
7. STORAGE AND STABILITY 
- The test must be stored in its sealed pouch at room temperature or refrigerated (2-30°C).  
- The test is stable until the expiry date indicated on its pouch.  
- The test must remain in its sealed pouch until use. 
- DO NOT FREEZE. 
- Do not use after the expiry date. 
 
8. PRECAUTIONS 
- For in vitro diagnostic by professionals only. 
- Do not eat, drink or smoke in areas where samples or test cassettes are used. 
- Do not use the test if the pouch is damaged. 
- Handle samples as if they contained infectious agents. Observe precautions against 

microbiological hazards by following standard procedures for sample disposal. 
- Wear appropriate protective clothing such as lab coat, disposable gloves and safety 

goggles, when handling samples. 
- Once used, the test must be discarded in accordance with local regulations. 
- Humidity and temperature may affect the results.  
 
 

9. SAMPLES COLLECTION 
The SYPHILITOP® rapid test can be performed on serum or plasma.  
Use only clear, non-hemolyzed samples.  
Separate the serum or plasma from the blood as soon as possible to avoid hemolysis.  
 
10. SAMPLE STORAGE 
For better results, patient samples should be tested immediately. Do not leave samples at 
room temperature for extended periods.  
 
In case of medium prolonged storage, serum and plasma can be stored at 2-8°C for up to 
3 days.  
In case of long-time storage, serum and plasma samples can be stored at -20°C for 6 
months. Avoid repeated cycles of sample freezing-thawing (limit to 3 maximum freeze-
thaw). 
 
Samples must be brought back to room temperature before performing the test. 
 

11. PROCEDURE 
Bring the tests, samples, diluents and / or controls at room temperature (15-30 ° C) 
before testing. 
1. Remove the test cassette from its sealed pouch and use it as soon as possible. 
2. Place the cassette on a clean, flat surface. Hold the pipette vertically and add 1 drop of 

serum or plasma (approximately 40 μL) to the sample well (S) of the test cassette, then 
add 1 drop of diluent (approximately 40 μL) and start the timer. See illustration below. 

3. Wait for the colored line to appear and read the results after 5 minutes. Do not 
interpret the results after 20 minutes. 

 
 
12. RESULTS INTERPRETATION 
 

POSITIVE:  
Two colored bands appear on the membrane. One band appears in the control 
zone (C) and one band appears in the test zone (T).  
 

*Note: intensity of the colored band may vary depending on the concentration 
of the analytes present in the sample. Any shade of colored band in the test 
zone (T) should be considered as positive.  
 

NEGATIVE: 
Only one colored band appears in the control zone (C). No band appears in 
the test zone (T).  
 
 

 

INVALID: 

No control band appears. In the absence of a control band, no result should 
be interpreted. Please, review the procedure and start over with a new test. 
If the problem persists, stop using the kit and contact the local distributor.  

 
 

QUALITY CONTROL 
An internal control of the procedure is included in the test. A colored band appearing in the 
control zone (C) confirms that a sufficient sample volume and a correct technical procedure 
were used.  
Standard controls are not provided in this kit. However, good laboratory practice 
recommends testing positive and negative controls to confirm the test procedure as well 
as to validate correct performance for an operator.  
 
14. TEST LIMITS 
1. The SYPHILITOP® rapid test is for professional in vitro diagnostic use. This test should 
be used for the qualitative detection of TP antibodies in serum or plasma samples only. 
Neither the quantitative value nor the kinetics of TP antibodies can be determined with this 
qualitative test.  
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2. The SYPHILITOP® rapid test only indicates the presence of TP antibodies in the sample 
and should not be used as the sole diagnostic criterion for PT infection. 
3. As with any other rapid test, all results should be interpreted in combination with other 
clinical information available to the physician. 
4. As with any other rapid test, all results should be interpreted in combination with other 
clinical information available to the physician. 
 
15. EXPECTED VALUES 
The SYPHILITOP® rapid test was compared to another commercially available rapid test 
demonstrating an overall correlation greater than or equal to 99.8%. 
 
16. PERFORMANCE CHARACTERISTICS 

Sensitivity and specificity 
The SYPHILITOP® rapid test correctly identified samples from a seroconversion panel and 
was compared to a commercially available syphilis detection test (TPPA) using clinical 
samples. The results show that the relative sensitivity of the SYPHILITOP® rapid test is > 
99.9% and the relative specificity is 99.7%. 
 

Method Other rapid test (TPPA) Tota
l 

SYPHILITOP® 
(Serum/Plasma) 

Result Positive Negative 

Positive 130 1 131 

Negative 0 299 299 

Total 130 300 430 
 

Relative sensitivity: >99.9% (95%CI*: 97.7%~100.0%) 
Relative specificity:  99.7% (95%CI*: 98.2%~100%) 
Accuracy: 99.8% (95%CI*:98.2%~100%)  
* Confidence interval 
 

Accuracy 
Intra-assay: intra-assay precision was determined using 15 replicates of four samples: a 
negative, a low positive, a medium positive, and a strong positive. The negative, the weak 
positive, the average positive and the strong positive have been correctly identified in more 
than 99% of cases. 
 

Inter-assay: The inter-assay precision was determined by 15 independent tests on the 
same four samples: a negative, a low positive, a medium positive and a strong positive. 
Three different lots of SYPHILITOP® tests were tested over a period of 3 days, using all 4 
samples. Samples were correctly identified in more than 99% of cases. 
 
Cross-reactivity 
No cross-reactions were detected for the SYPHILITOP® test for samples positive for 
HAMA, RF, HBsAb, HbeAg, HBeAb, HBcAb, HIV, HCV, H. Pylori, MONO, CMV, Rubella 
et anti TOXO.  
 
Interfering substances 
The following substances that may potentially interfere with the SYPHILITOP® test have 
been added to positive and negative Syphilis samples: 

- Acetaminophen: 20 mg/dL - Albumin: 2g/dL 
- Caffein: 20 mg/dL - Creatin: 200 mg/dL 
- Acetylsalicylic acid 20 mg/dL - Hemoglobin: 1.1g/dL 
- Gentisic acid: 20 mg/dL - Bilirubin: 1.1g/dL 
- Ascorbic acid: 2g/dL - Oxalic acid: 600mg/dL 

None of these substances at the above mentioned concentrations showed any interference 
with the test. 
 
Detection limit 
The limit of detection of the test determined from WHO International Standard 05/122 Anti-
syphilitic plasma IgG is 2.5 mIU / mL. 
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