MEDICATION POLICY:

Microbiota-based Live Biotherapeutics VVentegra@’
Applicable Drugs: Rebyota (fecal microbiota, Preferred: N/A
lkIJVrpealg)JSIm)l Vowst (fecal microbiota spores, five- Non-preferred: Vowst (fecal microbiota spores,

live-brpk)

VS| Excluded Drugs: Rebyota (fecal
microbiota, live - jsim)

Date of Origin: 2/24/2025
Date Last Reviewed / Revised: 7/16/2026

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | through IX are met)

I.  Documented diagnosis of recurrent Clostridioides difficile infection (CDI) with all of the
following:

A. Presence of diarrhea defined as a passage of 3 or more loose bowel movements within
a 24-hour period for 2 consecutive days

B. Lab documentation of positive nucleic acid amplification testing (NAAT) or glutamate
dehydrogenase (GDH) stool test for Clostridioides difficile (C. difficile) followed by a
positive enzyme immunoassay (EIA) to confirm the presence of C. difficile toxin within
the previous 30 days.

ll.  History of at least 2 recurrent CDI episodes (ie, 3 total CDI episodes) OR documentation of
severe or fulminant CDI in a patient who is a poor surgical candidate

. Documentation that the member’'s CDI is refractory to standard antibiotic therapy with
clinically significant treatment failure, intolerance, or contraindication to both oral
vancomycin and Dificid (fidaxomicin).

IV.  Current episode of CDI must be controlled with less than 3 unformed/loose stools/day for 2
consecutive days) following 10 to 21 days of oral antibiotic therapy

V. Documentation of reasons why fecal microbiota transplantation (FMT) is not appropriate or
unavailable.

VI.  Minimum age requirement: 18 years old

VIIl.  Treatment must be prescribed by or in consultation with an infectious disease specialist or
gastroenterologist.

VIIl.  Request is for a medication with the appropriate FDA labeling, or its use is supported by
current clinical practice guidelines.

IX.  Refer to the plan document for the list of preferred products. If the requested agent is not
listed as a preferred product, must have documented treatment failure or contraindication to
the preferred product(s).
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EXCLUSION CRITERIA

e History or presence of bowel diseases (e.g., toxic megacolon, irritable bowel syndrome, or
inflammatory bowel diseases)

History of major gastrointestinal surgery

History of bariatric surgery

History of prior fecal microbiota tfransplantation

Documentation of frequent antibiotics or long-term antibiotic prophylaxis.

OTHER CRITERIA
e N/A

QUANTITY / DAYS SUPPLY RESTRICTIONS
e Rebyota: one 150 mL dose

e Vowst: 12 capsules

APPROVAL LENGTH
e Authorization: 1 freatment course

¢ Re-Authorization: A second treatment course may be approved with letter of medical
necessity or updated clinic notes from infectious disease consult

APPENDIX
e N/A
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide fo coverage and are not infended to dictate to providers how to practice medicine. Refer
to Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.

CONFIDENTIAL & PROPRIETARY, VENTEGRA WWW.VENTEGRA.ORG



