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Applicable States 
 
This Medical Benefit Drug Policy applies to Individual Exchange benefit plans in all states except for Massachusetts, Nevada, 
and New York.  
 

Coverage Rationale 
 
Zinplava is proven and medically necessary for the treatment of Prophylactic reduction of recurrence of Clostridium 
difficile infection (CDI) when all of the following criteria are met: 
 Patient is 18 years of age or older; and 
 Patient has confirmed diagnosis of CDI with documentation of both: 

o Passage of three or more loose stools within 24 hours or less; and 
o Positive stool test for toxigenic Clostridium difficile from a stool sample collected not more than 7 days prior to 

scheduled infusion 
and 

 Toxin testing completed with detection of the presence of Clostridium difficile Toxin B; and 
 Patient is at high risk for CDI recurrence by meeting at least one of the following: 

o Individual 65 years of age or older, with a history of Clostridium difficile infection in the past 6 months; or 
o Immunocompromised state; or  
o Severe Clostridium difficile infection at presentation; or 
o Clostridium difficile ribotype 027 
and 

 Patient is currently receiving antibacterial therapy for CDI including fidaxomicin, metronidazole, or vancomycin; and 
 Zinplava dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
 Authorization is for no more than 1 month 

 

Related Policies 
None 
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Applicable Codes 
 
The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive. 
Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered health service. 
Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws that may 
require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or guarantee claim 
payment. Other Policies and Guidelines may apply. 
 

HCPCS Code Description 
J0565 Injection, bezlotoxumab, 10 mg 

 
Diagnosis Code Description 

A04.71 Enterocolitis due to Clostridium difficile, recurrent 

A04.72 Enterocolitis due to Clostridium difficile, not specified as recurrent 
 

Background 
 
C difficile is a gram-positive, anaerobic, spore-forming bacillus that is responsible for the development of antibiotic-associated 
diarrhea and colitis. C difficile infection (CDI) commonly manifests as mild to moderate diarrhea, occasionally with abdominal 
cramping. Pseudomembranes (adherent, yellowish white plaques on the intestinal mucosa) are occasionally observed (refer to 
the images below). In rare cases, patients with C difficile infection can present with an acute abdomen and fulminant, life-
threatening colitis. Approximately 20% of individuals who are hospitalized become colonized with C difficile during 
hospitalization, and more than 30% of these patients develop diarrhea. Thus, C difficile colitis is currently one of the most 
common nosocomial infections. The diagnosis of C difficile should be suspected in any patient with diarrhea who has received 
antibiotics within the previous 3 months, has been recently hospitalized, and/or has an occurrence of diarrhea 48 hours or 
more after hospitalization. However, more recent studies have shown that C difficile can be the cause of diarrhea in community 
dwellers without previous hospitalization or antibiotic exposure; therefore, the diagnosis should be suspected in this population 
as well.  
 
Once infected with C difficile, the rate of disease recurrence is 20-40%, especially when first-line agents such as metronidazole 
and vancomycin are not successful. In patients with CDI who develop fulminant colitis, early surgical intervention is crucial. Note 
that although intravenous immunoglobulin (IVIG) and tigecycline have been used in patients with severe refractory disease, 
delaying surgery may lead to worse outcomes. In addition, the use of tigecycline in oncology patients with CDI has been 
reported with breakthrough CDIs in those who received it for non-CDI indications.3 

 

Clinical Evidence 
 
Reference the Clinical Studies information provided in the product labeling.1 
 

U.S. Food and Drug Administration (FDA) 
 
This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage. 
 
Zinplava is a human monoclonal antibody that binds to Clostridium difficile toxin B, indicated to reduce recurrence of 
Clostridium difficile infection (CDI) in patients 18 years of age or older who are receiving antibacterial drug treatment of CDI and 
are at a high risk for CDI recurrence. Limitation of Use: Zinplava is not indicated for the treatment of CDI. Zinplava is not an 
antibacterial drug. Zinplava should only be used in conjunction with antibacterial drug treatment of CDI. 
 

References 
 

1. Zinplava [prescribing information]. Whitehouse Station, NJ: Merck & Co, Inc; October 2016. 



 

Zinplava™ (Bezlotoxumab) Page 3 of 3 
UnitedHealthcare Individual Exchange Medical Benefit Drug Policy Effective 01/01/2023 

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc. 
 

2. Kelly C, Lamont T, Bakken J. Clostridioides difficile infection in adults: Treatment and prevention. UpToDate. Accessed 
September 30, 2022.  

3. Kelly C, Lamont T, Bakken J. Clostridioides difficile infection in adults: Clinical manifestations and diagnosis. UpToDate. 
Accessed September 30, 2022. 

4. Wilcox MH, Gerding DN, Poxton IR, et al. Bezlotoxumab for prevention of recurrent Clostridium difficile infection. N Engl J 
Med 2017;376:305-17. 

5. CDC. Clostridioides difficile (C. diff): FAQs for clinicians about C. diff. July 10, 2019. 
https://www.cdc.gov/cdiff/clinicians/faq.html. 

6. Johnson S, Lavergne V, Skinner AM, et al. Clinical practice guideline by the Infectious Diseases Society of America (IDSA) 
and Society for Healthcare Epidemiology of America (SHEA): 2021 focused update guidelines on management of 
Clostridioides difficile infection in adults. Clin Infect Dis. 2021;73(5):e1029-e1044. Accessed October 3, 2022. 

 

Policy History/Revision Information 
 

Date Summary of Changes 
01/01/2023 Applicable States 

 Revised language to indicate this Medical Benefit Drug Policy applies to Individual Exchange benefit 
plans in all states except for Massachusetts, Nevada, and New York  

Supporting Information 
 Updated References section to reflect the most current information 
 Archived previous policy version IEXD0228.02 

 

Instructions for Use 
 
This Medical Benefit Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When deciding coverage, 
the member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ 
from the standard benefit plan. In the event of a conflict, the member specific benefit plan document governs. Before using this 
policy, please check the member specific benefit plan document and any applicable federal or state mandates. 
UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical Benefit Drug Policy is 
provided for informational purposes. It does not constitute medical advice. 
 
UnitedHealthcare may also use tools developed by third parties, such as the InterQual® criteria, to assist us in administering 
health benefits. UnitedHealthcare Medical Benefit Drug Policies are intended to be used in connection with the independent 
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical 
advice. 
 

https://www.cdc.gov/cdiff/clinicians/faq.html
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