


6) Although the test demonstrates superior accuracy in detecting Treponema pallidum, a low incidence of false 
results can occur. Therefore, other clinically available tests are required in case of questionable results. As with all 
diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but should only be 
made by the physician after all clinical and laboratory findings have been evaluated. 

 
10. PERFORMANCE CHARACTERISTICS 

1) Diagnostic Sensitivity and Specificity 
The clinical performance of One Step TP Test has been evaluated by a comparison study with a currently 

marketed TP test device at external clinical sites. 320 clinic samples were studied, of them, only 2 samples showing 
discordant, the details of result are tabulated below 

 Results of commercial kits Subtotal 
Positive Negative 

Results of One-Step 
TP test 

Positive 151 1 152 
Negative 1 167 168 

Subtotal 152 168 320 
Specificity: 167/168=99.4% 
Sensitivity: 151/152 = 99.3% 
Overall agreement: (151+167) / 320 = 99.4% 
2) Analytic Specificity 
The effect of seromarkers associated with unrelated medical conditions on the specificity of the One Step TP 

Antibody Test was assessed using a panel of specimens. The seromarkers studied were: Human immunodeficiency 
virus(HIV), hepatitis B virus seromarkers (HBsAg, anti-HBc IgG/IgM, and anti-HBs), hepatitis A virus IgM 
(anti-HAV), herpes simplex virus IgG (HSV), cytomegalovirus(CMV) IgG/IgM, Epstein-Barr Virus 
(EBV )lgG/lgM, human T- Lymphotrophic virus(HTLV), rubella IgM, anti-E. Coli, Helicobacter pylori(HP) 
IgG/IgM, mycoplasma IgM, C- reactive protein (CRP), antistreptolysin O titre (ASOT), rheumatoid factor (RF). 
Two tests from each of the two lots of HCV Antibody Rapid tests were carried out for each of the panel samples. 
The test panel was comprised of 185 HCV antibody negative specimens. Of the 185 specimens, 85 contained one 
or more of the seromarkers while 100 were health negative specimens. The results demonstrated that One Step TP 
Antibody Test kits have no significant cross-reactivity with these specimens. 

3) Reactivity with Low Titre TP Antibody Performance Panel 
A low titre TP antibody panel consisting of 6 specimens and a Performance panel consisting of 20 members, 

obtained from a commercial source (Syphilis Qualification Panel QSS701, ACCURUN 155 Anti-Treponema 
Positive control Series 5000), were tested in comparison with CE licensed anti-TP EIA tests. The results of the 
study demonstrated that One Step TP Antibody Test was capable of detecting antibodies against TP similarly to the 
licensed anti-TP EIA tests. 

4) Reactivity with National Reference of Anti-Syphilis Serum Control Panel (National Institute for the 
control of Pharmaceutical and Biological Product 

One Step TP Antibody test device has been test with SFDA standard panel consist of very specific 10 positive 
and 20 negative samples. For positive samples, TP device test positive for all 10 positive sample; For 20 negative 
samples, there is 1 samples tested very weak positive. The test results meet the requirement of panel. The detail 
results show as table below: 

Panel Positive Sample Test 
Sample NO P1 P2 P3 P4 P5 P6 P7 P8 P9 P1
Test Result + + + + + + + + + +

Panel Negative Sample Test 

Sample NO N1 N2 N3 N4 N5 N6 N7 N8 N9 N1
Test Result - - - - - - - - - -
Sample NO N1 N1 N1 N1 N1 N1 N1 N1 N1 N2
Test Result - + - - - - - - - -

 
5) Interference 
The following substances and conditions were found not to interfere with the test. List of potentially interfering 

chemical analytes and concentrations tested are as follows: 
Acetaminophen 20 mg/dl Cannabinol 10 mg/dl 

Acetylsalicylic acid 20 mg/dl Ethanol 1% 
Ascorbic acid 20 mg/dl Methanol 1% 
Caffeine 20 mg/dl Heparin 1% 
Gentesic acid  20 mg/dl Citrate 3.2% 
Phenylpropanolamine 20 mg/dl Albumin 2,000 mg/dl 
Salicylic acid 20 mg/dl Glucose 2,000 mg/dl 
EDTA 80 mg/dl Bilirubin 2,000 mg/dl 
Benzoylecgonine 10 mg/dl Hemoglobin 2,000 mg/dl 
Atropine 20 mg/dl   
6) Reproducibility 
The precision was determined by replicate assays of both positive and negative samples with devices from three 

different production lots. The resultant data indicated no appreciable difference between lot variation when testing 
both positive and negative samples across three different lots. 
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