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The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  THE CLINICIAN SHOULD UTILIZE THIS GUIDANCE AND INTERPRET IT IN THE CLINICAL CONTEXT OF THE INDIVIDUAL PATIENT.  INDIVIDUAL CASES THAT ARE EXCEPTIONS TO THE EXCLUSION AND INCLUSION CRITERIA SHOULD BE ADJUDICATED AT THE LOCAL FACILITY ACCORDING TO THE POLICY AND PROCEDURES OF ITS P&T COMMITTEE AND PHARMACY SERVICES.  The Product Information should be consulted for detailed prescribing information.  See the VA National PBM-MAP-VPE Monograph on this drug at www.pbm.va.gov or http://vaww.pbm.va.gov for further information. 
	Exclusion Criteria If the answer to ANY item below is met, then the patient should NOT receive fidaxomicin.

	(  Fidaxomicin prescribed for the treatment of systemic infections. 
(  Patient with severe, complicated CDAD (e.g., life-threatening or fulminant C.difficile infection or toxic megacolon) (refer to Issues for Consideration)


	Inclusion Criteria The answers to one of the following must be fulfilled in order to meet criteria.

	One of the following:
(  Patient with severe Clostridium difficile-associated diarrhea with second recurrence (who previously received appropriate therapy i.e., vancomycin 125mg orally four times daily for initial and first recurrence).  Alternatively, a provider has the option to prescribe vancomycin taper for second recurrence.  
OR

(  Patients with mild-moderate Clostridium difficile-associated diarrhea with third recurrence (who previously received appropriate therapy, i.e., metronidazole 500mg orally three times daily for initial and first recurrence and then vancomycin taper for second recurrence).  

	Dosage and Administration 

	 One 200 mg tablet orally twice daily for 10 days with or without food

	Issues for Consideration

	· FDA indication is for the treatment of Clostridium difficile-associated diarrhea in adults.  Fidaxomicin was only studied in patients with initial episode or first recurrence (defined as within 3 months of initial episode).  In the clinical trials, fidaxomicin was found to be non-inferior to vancomycin in the primary efficacy endpoint, clinical cure.  Recurrence rates in both phase III studies were significantly lower in patients treated with fidaxomicin.  However, in a subgroup analysis, recurrence rates were NOT significantly lower in fidaxomicin-treated patients who had the hypervirulent BI/NAP1/027 strain.  
· The SHEA/IDSA Clinical Practice Guidelines for C.difficile Infection recommend the following

· Discontinue therapy with the inciting antimicrobial as soon as possible, as this may influence the risk of C. difficile infection recurrence.
· Disease Severity Classifications according to SHEA/IDSA Guidelines:
· Mild Moderate:  White blood cell count <15 cells/mL, serum creatinine <1.5x pre-morbid level
· Severe:  White blood cell count >15 cells/mL, serum creatinine >1.5x pre-morbid level
· Severe, complicated:  Hypotension, shock, ileus, or megacolon
· Patients with multiple CDAD recurrences (i.e., severe or mild-moderate CDAD with greater than two and three recurrences, respectively) or severe, complicated CDAD should obtain ID and/or GI consult for optimal therapy including the use of fidaxomicin and other therapeutic modalities in these complex cases.   
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