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Reference number(s) 
1670-A 

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 Indications1 
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 Diarrhea1-3 

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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• 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 improvement in 
signs and symptoms of the condition (e.g., reduction in the number of daily bowel movements). 

References 
1. Xermelo [package insert]. Deerfield, IL: TerSera Therapeutics LLC; September 2022. 
2. Kulke MH, Hörsch D, Caplin ME, et al. Telotristat Ethyl, a Tryptophan Hydroxylase Inhibitor for the 

Treatment of Carcinoid Syndrome. J Clin Oncol. 2017;35(1):14-23. 
3. Lowell AB, Kulke MH, Caplin ME, et al. Long-Term Safety Experience with Telotristat Ethyl Across Five 

Clinical Studies in Patients with Carcinoid Syndrome. The Oncologist. 2019;24(8):e662-e670. 

Xermelo SGM 1670-A P2025.docx © 2025 CVS Caremark. All rights reserved. 

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without 
written permission from CVS Caremark. This document contains prescription brand name drugs that are trademarks or registered trademarks of 
pharmaceutical manufacturers that are not affiliated with CVS Caremark. 

2 


	Specialty Guideline ManagementXermelo
	Products Referenced by this Document
	Indications
	FDA-approved Indications1

	Coverage Criteria
	Carcinoid Syndrome Diarrhea1-3

	Continuation of Therapy
	References


