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Zinplava (bezlotoxumab) 
DRUG.00090 

 

Override(s) Approval Duration 

Prior Authorization One time approval per authorization request 

 

Medications 

Zinplava (bezlotoxumab) 25 mg/mL intravenous solution for injection 

 
 
APPROVAL CRITERIA 
 

A single injection of Zinplava (bezlotoxumab) may be approved to reduce recurrence of 
Clostridium difficile infection in individuals 18 years of age or older when the following criteria 
are met: 
 

A. Individual has a confirmed Clostridium difficile infection when both of the criteria below 
are met: 
1. Passage of three or more loose stools within 24 hours or less; AND 
2. Positive stool test for toxigenic Clostridium difficile from a stool sample collected not 

more than 7 days prior to scheduled infusion; AND 
B. Individual is currently receiving antibacterial therapy for Clostridium difficile infection; 

AND 
C. Individual is at high risk of Clostridium difficile infection recurrence meeting any one of 

the following:  
1. Individual is 65 years of age or older, with a history of Clostridium difficile infection in  

the past 6 months; OR  
2. Immunocompromised state; OR  
3. Severe Clostridium difficile infection at presentation (meeting any one of the three  
    definitions of severe Clostridium difficile in the definitions section*); OR   
4. Clostridium difficile ribotype 027.  

 
 
 
*Clinically severe Clostridium difficile infection (CDI): As defined by one of the following: 

I. American College of Gastroenterology (ACG) definition (Christina, 2013)- 
A. Albumin < 3g/dl plus one of the following: 

1. White blood cell (WBC) > or equal to 15,000 cells/mm3 
2. Abdominal tenderness 
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II. Infectious Disease Society of America (IDSA) definition (Cohen, 2010): 
A. WBC > or equal to 15,000 cells/mm3 and serum Cr level > 1.5x baseline creatine 

level 
III. ZAR score ≥ 2 (Zar, 2007): 

A. Age >60 years old (1 point); 
B. Body temperature >38.3°C (>100°F) (1 point); 
C. Albumin level ˂2.5 mg/dL (1 point);  
D. Peripheral white blood cell count >15,000 cells/mm^3 within 48 hours (1 point); 
E. Endoscopic evidence of pseudomembranous colitis (2 points); and  
F. Treatment in Intensive Care Unit (2 points) 

 
The use of bezlotoxumab may not be approved when the above criteria are not met, and for all 
other conditions, including but not limited to first-line therapy. 
 

 

State Specific Mandates 

State name 
N/A  

Date effective 
N/A 

Mandate details (including specific bill if applicable) 
N/A 
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