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POLICY

FDA-APPROVED INDICATIONS

To reduce the development of drug-resistant bacteria and maintain the effectiveness of Xifaxan and other antibacterial
drugs, Xifaxan when used to treat infection should be used only to treat or prevent infections that are proven or strongly
suspected to be caused by susceptible bacteria. When culture and susceptibility information are available, they should be
considered in selecting or modifying antibacterial therapy. In the absence of such data, local epidemiology and
susceptibility patterns may contribute to the empiric selection of therapy.

Hepatic Encephalopathy

Xifaxan is indicated for reduction in risk of overt hepatic encephalopathy (HE) recurrence in adults.

In the trials of Xifaxan for HE, 91% of the patients were using lactulose concomitantly. Differences in the treatment effect
of those patients not using lactulose concomitantly could not be assessed.

Xifaxan has not been studied in patients with MELD (Model for End-Stage Liver Disease) scores > 25, and only 8.6% of
patients in the controlled trial had MELD scores over 19. There is increased systemic exposure in patients with more
severe hepatic dysfunction.

Irritable Bowel Syndrome with Diarrhea

Xifaxan is indicated for the treatment of irritable bowel syndrome with diarrhea (IBS-D) in adults.

COVERAGE CRITERIA
Xifaxan will be covered with prior authorization when the following criteria are met:
e Xifaxan is being prescribed to reduce the risk of overt hepatic encephalopathy recurrence
OR
e The patient has the diagnosis of irritable bowel syndrome with diarrhea
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CVS Caremark is an independent company that provides pharmacy benefit management services to CareFirst and BlueChoice members.
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