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On-Study New Episode of 
Diarrhea (>3 unformed stool in 

24 hours for 2 consecutive 
days)

 Central Laboratory
C. difficile testing 

Meets diarrhea definition  
(>3 unformed stool in 24 
hours for 2 consecutive 
days) AND
Multistep central laboratory 
positive C. difficile-related 
diarrhea

Patient provided the 
option to enter Part B 

(Open-Label Treatment 
Arm) of Protocol

Yes

Probable C. difficile-
related diarrhea

C. difficile-related 
diarrhea unlikely and 
patient to continue in 

Part A

No

Meets diarrhea definition 
OR symptoms are clinically 
consistent with CDI 
recurrence AND
No multistep laboratory 
positive C. difficile-related 
diarrhea**

 Patient continues 
follow-up on Part A of 

Protocol 

Unlikely C. difficile-
related diarrhea

Symptoms are clinically 
consistent with CDI 
recurrence AND 
Multistep† central or local 
laboratory positive C. 
difficile-related diarrhea* 

Investigator Evaluation of the new 
episode of diarrhea

a) Review of diarrhea data
b) Assessment of stool C. difficile testing 
by central laboratory testing algorithm
c) Clinical decision to start a course of 

standard-of-care CDI antibiotics

Does not meet diarrhea 
definition BUT strong 
clinical suspicion of C. 

difficile-related diarrhea 
by Investigator 

Probable C. difficile-
related diarrhea

Inconclusive

†Multistep laboratory testing may include highly sensitive and highly specific testing
*Under extenuating circumstances

 

C. difficile-related 
diarrhea unlikely and 
patient to continue in 

Part A

No

Discuss case with 
Medical Monitor 

and obtain approval 
for Central 

Laboratory testing

Yes Yes

No
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