
                                                              
 
 

 
 
 
 
 
 



                                                              

 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 



                                                              

 
 
 
 
 
 
 
 



                                                              

 
 

 

 

 

Outcomes Table ANNEX III



                                                              
Urea Breath Test1 

 ≤ 4 4 <  < 5 5 ≤  

NEG 
UNCLEAR 

Repeat2 

(4 weeks later) 
POS 

 

CLIA 

<0.90 Index 0,9-1,1 ≥1.10 Index 

NEG 

Equivocal 
Retested using a new 

extraction from the 
original sample 

POS 

 

1 Urea Breath test is the Gold Standard.  
2 A new stool sample must be obtained for the same date. 


