
 

 

Pharmacy Policy Bulletin: J-0222 Dificid (fidaxomicin) – Commercial and 
Healthcare Reform 

Number: J-0222 Category: Prior Authorization 

Line(s) of Business: 

☒ Commercial 

☒ Healthcare Reform 

☐ Medicare 

Benefit(s): 
Commercial: 
Prior Authorization (1.): 

1. Miscellaneous Specialty Drugs Oral = 
Yes w/ Prior Authorization 
 

Healthcare Reform: Not Applicable 

Region(s): 

☒ All 

☐ Delaware 

☐ New York 

☐ Pennsylvania 

☐ West Virginia 

Additional Restriction(s): 
None 

Version: J-0222-010 Original Date: 05/01/2019 

Effective Date: 10/08/2025 Review Date: 09/17/2025 
 

Drugs 
Product(s): 

• Dificid (fidaxomicin) tablets and oral suspension  

FDA-
Approved 
Indication(s): 

• Adult and pediatric patients 6 months of age and older for the treatment of 
Clostridium difficile-associated diarrhea (CDAD). 

 

Background: • Dificid, a locally-acting macrolide antibiotic, is bactericidal via inhibition of RNA 
polymerases primarily against Clostridia species including Clostridium difficile.  

• A 2021 focused update to the Infectious Diseases Society of America (IDSA) 
guidelines for the treatment of Clostridium difficile infection recommends 
fidaxomicin rather than a standard course of vancomycin for the treatment of 
an initial C. difficile episode. 

• Per the Centers for Disease Control and Prevention (CDC), laboratory tests 
that are commonly used to diagnose C. difficile infection include molecular 
tests (nucleic acid amplification tests [NAAT] or polymerase chain reaction 
[PCR] tests), the glutamate dehydrogenase (GDH) test, enzyme immunoassay 
(EIA) tests (for detection of toxin A and/or B produced by C. difficile), and a 
positive stool culture. 

• Prior authorization is utilized to ensure appropriate use in C. difficile infection. 

• Prescribing considerations: 
o To prevent the development of drug-resistant bacteria, Dificid should 

only be used for infections proven or strongly suspected to be caused 
by C. difficile.  

 

Approval Criteria 
 
I. Initial Authorization 

When a benefit, coverage of Dificid (fidaxomicin) tablets or Dificid oral suspension may be approved 
when all of the following criteria are met (A., B., and C.): 



 

 

A. The member has a diagnosis of CDAD (ICD-10: A04.7), confirmed by all of the following (1. and 
2.): 
1. The member has ≥ 3 unexplained and new-onset loose bowel movements in < 24 hours 
2. The member has one (1) of the following (a. through d.): 

a. A positive nucleic acid amplification test (NAAT) or polymerase chain reaction (PCR) 
result for C. difficile 

b. A positive glutamate dehydrogenase (GDH) test result 
c. A positive enzyme immunoassay (EIA) for C. difficile toxin 
d. A positive stool culture for C. difficile 

B. If the request is for brand Dificid tablets, the member has experienced therapeutic failure or 
intolerance to generic fidaxomicin tablets.  

C. If the request is for Dificid oral suspension, the member meets one (1) the following (1. or 2.): 
1. The member has an inability to swallow capsules/tablets. 
2. The member has experienced therapeutic failure or intolerance to generic plan-preferred 

fidaxomicin tablets. 
 

II. Reauthorization 
When a benefit, coverage of Dificid (fidaxomicin) tablets or Dificid oral suspension may be approved 
when all of the following criteria are met (A., B., and C.): 
A. The member has a recurrence of CDAD (ICD-10: A04.71, A04.72), confirmed by all of the 

following (1. and 2.): 
1. The member has experienced an episode of symptom onset (for example, unexplained or 

new onset loose bowel movements). 
2. The member has one (1) of the following (a. through d.): 

a. A positive nucleic acid amplification test (NAAT) or polymerase chain reaction (PCR) 
result for C. difficile 

b. A positive glutamate dehydrogenase (GDH) test result 
c. A positive enzyme immunoassay (EIA) for C. difficile toxin 
d. A positive stool culture for C. difficile 

B. If the request is for brand Dificid tablets, the member has experienced therapeutic failure or 
intolerance to generic fidaxomicin tablets. 

C.  If the request is for Dificid oral suspension, the member meets one (1) the following (1. or 2.): 
1. The member has an inability to swallow capsules/tablets. 
2. The member has experienced therapeutic failure or intolerance to generic plan-preferred 

fidaxomicin tablets. 

 
III. An exception to some or all of the criteria above may be granted for select members and/or 

circumstances based on state and/or federal regulations. 

 

Limitations of Coverage 
 

I. Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved 
indications should be denied based on the lack of clinical data to support effectiveness and safety in 
other conditions unless otherwise noted in the approval criteria. 

II. For Commercial or HCR members with a closed formulary, a non-formulary product will only be 
approved if the member meets the criteria for a formulary exception in addition to the criteria outlined 
within this policy. 

 

Authorization Duration 

 
Initial Authorization 
 

• Commercial and HCR Plans: If approved, up to a 10 day authorization may be granted. 
 



 

Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They 
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of 
the benefit contract. 
 
The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of 
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is 
permitted for individual use. 

Reauthorization:  
 

• Commercial and HCR Plans: If approved, up to a 1 month authorization will be granted. 
 
At the time of authorization, Dificid may be authorized in quantities as follows: 

Product Indication Approvable quantity 

Dificid Recurrence of CDAD 20 tablets per 10 days 
150 mL bottle per 10 days per 
occurrence 

 

 

Automatic Approval Criteria 
 

None 
 
For previous versions of the Commercial and HCR policy, please see policy J-0358. 
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