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FDA INDICATIONS AND USAGE1 

 

Tepezza® is an insulin-like growth factor-1 receptor inhibitor indicated  

for the treatment of Thyroid Eye Disease. 
 

 APPROVAL CRITERIA1,2,3,4 

 

1. Patient is 18 years of age or older AND; 

2. Prescribed by or in consultation with a specialist in ophthalmology, endocrinology,  

oculoplastic surgery or neuro-ophthalmology AND; 

3. Patient has diagnosis of Graves’ disease AND; 

4. Patient has documentation of one of the following: 

a. Member is euthyroid OR; 

b. Member has mild hypo- or hyperthyroidism (free thyroxine [FT4] and free  

triiodothyronine [FT3] levels <50% above or below the normal limits) AND; 

5. Patient has documentation of a Clinical Activity Score of at least 4 in the more severely 

affected eye(s) AND; 

6. Patient has active phase TED that is non-sight threatening but has a significant impact on  

daily living (I.E., lid retraction ≥ 2 mm, moderate or severe soft tissue involvement,  

exophthalmos ≥ 3 mm above normal for race and gender, and/or inconstant or constant  

diplopia) AND; 

7. Documentation of an inadequate response, or there is a contraindication or intolerance to 

high dose glucocorticoid therapy for at least one month AND; 

8. For female patients of reproductive potential: attestation the patient is not pregnant, and 

appropriate contraception methods will be used before, during, and 6 months after the last 

infusion. 

 

 
DENIAL CRITERIA 1 

 

1. Failure to meet approval criteria OR; 
2. Patient has poorly or uncontrolled diabetes. 

 

CAUTIONS1 

 

• If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate 

medical management. 

• Monitor patients with preexisting IBD for flare of disease; discontinue Tepezza®  if 
IBD worsens. 

• Monitor glucose levels in all patients; treat hyperglycemia with glycemic control 

medications 

 

Tepezza® 

(teprotumumab-trbw) 
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DURATION OF APPROVAL 

• Initial Approval: 6 months  

• Reauthorization not approved. The treatment is 8 infusions total given every 3 weeks.   

  

QUANTITY LIMIT1 

 

• Initiate dosing with 10 mg/kg for first infusion, followed by 20 mg/kg  

every 3 weeks for 7 additional infusions 

• HCPCS – J3490 
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