
Lutathera Policy 

Purpose  

To describe the CVS Radiation Oncology External Policy for Lutathera. 

Scope  

The scope of this document applies to CVS Health clients who have signed up for the CVS 

Radiation Oncology program under CVS Health Solutions.  This document includes the 

external policy details for the Lutathera policy. 

Policy  

Lutetium Lu 177 Dotatate (Lutathera) 

Criteria for Initial Approval  

CVS Health considers lutetium Lu 177 dotatate (Lutathera) medically necessary for 

members with the following indications:  

A. Neuroendocrine tumors (NETs)  

1. Tumors of the gastrointestinal (GI) tract (carcinoid tumor) - four doses total for 

treatment of somatostatin receptor-positive NETs of the gastrointestinal tract when the 

member has recurrent, locoregional advanced disease and/or distant metastases 

and one of the following criteria is met:  

a. Member has clinically significant tumor burden; or  

b. Member experienced disease progression on octreotide or lanreotide;  

2. Tumors of the pancreas - four doses total for treatment of somatostatin receptor-

positive NETs of the pancreas when both of the following criteria are met:  

a. Member has symptomatic disease, clinically significant tumor burden, or 

progressive recurrent, locoregional advanced disease and/or distant 

metastases; and  

b. Member experienced disease progression on octreotide or lanreotide;  

3. Neuroendocrine tumors (NETs) of the lung and thymus (carcinoid tumors) - four 

doses total for treatment of somatostatin receptor-positive NETs of the lung and 

thymus when one of the following criteria is met:  



a. Member has recurrent or locoregional unresectable disease and has 

progressed on octreotide or lanreotide; or  

b. Member has distant metastatic disease, has experienced progression on 

octreotide or lanreotide, and meets one of the following criteria:  

1. Clinically significant tumor burden and low grade (typical 

carcinoid) histology; or  

2. Evidence of disease progression; or  

3. Intermediate grade (atypical carcinoid) histology; or  

4. Symptomatic disease;  

4. Well-differentiated grade 3 NETs with favorable biology - four doses total for 

treatment of well-differentiated grade 3 unresectable locally advanced or metastatic 

NETs with favorable biology (e.g., relatively low Ki-67 [less than 55%], positive 

somatostatin receptor [SSTR]-based PET imaging) when member meets one of the 

following criteria:  

a. Clinically significant tumor burden; or  

b. Evidence of disease progression;  

B. Carcinoid Syndrome  

Four doses total for treatment of poorly controlled carcinoid syndrome when all of 

the following criteria are met:  

1. Member has somatostatin receptor-positive neuroendocrine tumor 

of the gastrointestinal tract, lung or thymus; and  

2. Member experienced progression on octreotide or lanreotide; and  

3. The requested medication will be used in combination with either:  

4. octreotide LAR or lanreotide for persistent symptoms (i.e., flushing, 

diarrhea) or  

5. telotristat for persistent diarrhea in combination with octreotide LAR 

or lanreotide;  

C. Pheochromocytoma/paraganglioma   

Four doses total for treatment of somatostatin receptor-positive 

pheochromocytoma/paraganglioma when the member meets one of the following criteria:  

1. Member has locally unresectable disease; or  

2. Member has distant metastases.  



CVS Health considers lutetium Lu 177 dotatate (Lutathera) experimental and investigational 

for all other indications. 

Procedure  

Dosage and Administration  

Lutetium Lu 177 dotatate is available as Lutathera for injection as 370 MBq/mL (10 mCi/mL) 

in single-dose vial for intravenous use.  

Somatostatin receptor-positive gastroenteropancreatic neuroendocrine tumors (GEP-

NETs), including foregut, midgut, and hindgut neuroendocrine tumors in adults:   

The recommended dose is 7.4 GBq (200 mCi) every 8 weeks (± 1 week) for a total of 4 doses. 

Administer premedications and concomitant medicatiions as recommended.  

Source: Advanced Accelerator Applications USA, 2023  

Experimental and Investigational  

CVS Health considers lutetium Lu 177 dotatate (Lutathera) experimental and investigational 

for the treatment of:  

• Medullary thyroid carcinoma  

• Meningioma.  
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