
      
 

                                  PHARMACY BENEFITS MANAGER                                                     DEPARTMENT OF PHARMACY SERVICES 

 

P.261 Approval Criteria 
 

                                                                                                    

Tepezza 
 

 

I. Generic Name: 

a. Teprotumumab 

  

II. Brand Name: 

a. Tepezza 

 

III. Medication Class: 

a. Monoclonal antibody; Insulin-like growth factor-1 receptor (IGF-1R) 

antagonist 

IV. FDA Approved Uses: 

a. Thyroid eye disease: Treatment of thyroid eye disease 

 

V. Application of Criteria: 

a. The following criteria apply to Michigan Medicaid, Illinois Medicaid, and 

Meridian Choice (HIX) 

 

VI. Criteria for Use: 

a. Documentation of an FDA approved indication 

b. Member must be 18 years of age or older 

c. Request submitted by Endocrinology with Ophthalmology consult 

d. Current clinical documents with plan of care recommending treatment 

with Tepezza 

e. Documentation of reversal of hyperthyroidism if present 

f. Documentation of use of local measures (e.g. eye shades, artificial tears, 

raising head of the bed at night) 

g. Documentation that the member is currently not smoking and has not 

smoked in the previous 6 months 

h. Clinical evidence of moderate to severe or progressive symptoms 

i. Documentation that symptoms began within 9 months of starting therapy 

j. Clinical documentation of adequate trial and failure of oral and IV 

glucocorticoids 

k. Clinical documentation of adequate trial and failure of mycophenolate 

mofetil 

 

VII. Required Medical Information: 

a. Proper diagnosis and documentation of an FDA approved indication 

b. Current endocrinology and ophthalmology progress notes detailing the 

diagnosis with current plan of care 

c. Complete endocrinology and ophthalmology progress notes documenting 

the disease and treatment history 
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d. Documentation of dose, date ranges of therapy, and clinical outcomes for 

all medications previously tried and failed 

e. Current negative serum cotinine lab work and progress notes documenting 

that the member has not smoked in the previous 6 months 

f. Chart notes showing compliance to previous therapy and office visits  

 

VIII. Contraindications: 

a. There are no contraindications listed in the manufacturer’s labeling 

IX. Not Approved If: 

a. Patient shows non-compliance with previous treatment 

b. Patient has severe disease that requires surgery 

c. Patient has mild disease 

d. Request is for a non-FDA approved indication or dose 

e. Member is a current smoker or has smoked in the previous 6 months 

f. Request for additional courses of treatment (only one course of treatment 

is covered when criteria for coverage are met) 

X. Length of Authorization: 

a. Initial: Two doses 

b. Continuation: Three doses 

c. Maximum of 8 doses allowed total with documentation of tolerance and 

plan to continue therapy with each request 

XI. Dosing: 

a. 10 mg/kg IV as a single dose, followed by 20 mg/kg IV every 3 weeks for 

7 additional doses 

 

XII. Criteria for Continuation of Therapy: 

a. Initial therapy was tolerated 

b. Patient must be compliant with taking the medication as prescribed 

c. Patient must not be experiencing any severe adverse reaction while taking 

the medication 

d. Current office visit notes/clinical update submitted with each request 

 

XIII.          Criteria for Discontinuation of Therapy: 

a. Patient is non-compliant with pharmacologic/non-pharmacologic  therapy 

b. No demonstrable clinically significant improvement after initiation and 

stabilization of drug therapy 
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c. Patient is non-responsive to FDA-approved dosing 

d. There is evidence that the member is smoking 
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