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Specialty Guideline Management
Xermelo

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Xermelo telotristat ethyl
Indications

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-approved Indications'

Indicated for the treatment of carcinoid syndrome diarrhea in combination with somatostatin analog (SSA)
therapy in adults inadequately controlled by SSA therapy.

All other indications are considered experimental/investigational and not medically necessary.

Coverage Criteria

Carcinoid Syndrome Diarrhea'3

Authorization of 12 months may be granted for treatment of carcinoid syndrome diarrhea in adult
members when both of the following criteria are met:

¢ The member has had an inadequate response to somatostatin analog (SSA) therapy alone
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e The requested medication will be used in combination with SSA therapy

Continuation of Therapy

Authorization of 12 months may be granted for all adult members (including new members) who are using
the requested medication for carcinoid syndrome diarrhea in combination with SSA therapy and who
achieve or maintain a positive clinical response as evidenced by low disease activity or improvementin
signs and symptoms of the condition (e.g., reduction in the number of daily bowel movements).
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