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Objective: To assess the sensitivity and specificity of two Legionella urinary antigen 

assays (Cassette format and ICT format, Coris BioConcept) for the detection 
of soluble Legionella antigen in urine specimens. Results will be compared 
with the performance of Binax ICT assay (“standard”) using historical test 
results. 

 
 
DESIGN 
 
A collection of 99 samples from patients with proven Legionnaires’ disease (LD) were used 
for validation (sensitivity) [1,2,3]. Samples were collected between 1999 and 2014 and stored 
at –20 °C until processing was performed. Patients with proven LD are defined according to 
EWGLI criteria. To test specificity, 84 urine samples of patients with respiratory tract 
infections other than Legionella were tested in addition. Urine samples were tested without a 
concentration step (Millipore, Minicon) because stored urine samples lack sufficient volume. 
The urinary antigen tests (V- and K-test) were not performed simultaneously with BinaxNow. 
Results were compared with Binax NOW ICT test results using historical data, which is 
different from previous evaluations. In case of discrepant results between the “standard” 
historical test results a discrepancy analysis was performed, using Binax Now. 
 
 
 
RESULTS: 
 
A total of 183 samples were tested with the Legionella V-test (V-test) and Cassette format 
test (K-test). None of the samples tested yielded non-valid results. One sample tested 
positive in Binax, and negative in both V and K test. This discrepant sample was retested 
with Binax NOW and found negative at all time points. After discrepancy analysis, sensitivity 
and specificity were estimated as respectively 81% and 100% for the V-test, and 91% and 
100% for the K-test urinary antigen test after 15 minutes of incubation. Binax NOW had a 
sensitivity of 87% after 15 minutes of incubation. The difference in sensitivity between the 
three tests (V-test, K-test and Binax NOW) did not reach statistical significance (p>0.5). 
The sensitivity of both V-test and K-test increased to 92% if tests were examined after 60 
minutes of incubation (table 1). Sensitivity of BinaxNOW increased to 92% after 60 minutes 
of incubation. Specificity of all three tests was 100% after 15, 30, 45 and 60 minutes of 
incubation. 
 
Table 1: Sensitivity results of ICT tests after 15, 30, 45 minutes and 1 hour of incubation. 

 
Minutes V-test K-test Binax* 
15 80 (81%) 90 (91%) 86 (87%) 
30 88 (89%) 91 (92%) 91 (92%) 
45 91 (92%) 91 (92%) 91 (92%) 
60 91 (92%) 91 (92%) 91 (92%) 

* Historical data 



 
 
CONCLUSION: 
 
These results provide data indicating that both tests have a high degree of sensitivity and 
specificity, with a sensitivity that increased after a prolonged incubation time. Although the 
observed sensitivity of the K-test is higher than the V-test, these differences did not reach 
statistical significance. The K-test is more user friendly with a simple, straightforward 
protocol. A head to head comparison with BinaxNow would strengthen future studies.  
 


