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Introduction 

Toxigenic strains of Clostridium difficile cause infections from mild diarrhoea to 

pseudomembranous colitis, potentially leading to death.  

Due to the lack of sensitivity of toxins A&B rapid diagnostic tests,  recommended 

algorithms for testing for toxigenic C. difficile infection require detection of the C. 
difficile GDH as antigenic marker in stool as a first step. This test should have the 

highest possible negative predictive value to ensure that no infected patients are 

missed.  

Test Development 

Conclusion 
Clostridium K-SeT allows the specific detection of C.difficile's GDH in stool specimen with 100% 
concordance to an ELISA assay.This test has further been evaluated in prospective studies in 
reference centers, confirming the excellent sensitivity of the test. 
Samples with a positive Clostridium K-SeT result should be investigated to determine the 
toxigenic status of the strain.  

Development and Evaluation of a Rapid Diagnostic Test for 
Detection of Clostridium difficile antigen in  faecal samples 

We conducted a first evaluation on 65 stored human stool samples with an ELISA test as 

reference method. From the 42 positive stools (with reference test), no false negative 

or positive was observed. 

Using pure GDH from C. difficile, detection level of Clostridium K-SeT was defined at 

0,5ng/ml, as observed with an immunoenzymatic assay. 
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Test Evaluation 

We first developed new monoclonal antibodies with high specificity towards the C. difficile 
GDH by ensuring no cross-reactivity against highly homologous GDH from other Clostridium 

species. Amongst 25 antibodies, the 2 best ones were selected for developing the Clostridium 

K-Set, a rapid membrane-based lateral flow assay for direct testing on clinical faecal samples. 

This Clostridium K-SeT  test was checked for specificity by testing other bacterial, parasitic or 

viral pathogens known to be aetiological agents for diarrhoea. No cross-reactivity was found. 

Clostridium K-SeT Total 

+ - 

C. diff. 
GDH 
ELISA 

+ 42 0 42 

- 0 23 23 

Total 42 23 65 
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