Tepezza (teprotumumab-trbw)

Override(s) Approval Duration

Prior Authorization *One course of treatment; defined as a total of

8 intravenous infusions of Tepezza
(teprotumumab-trbw) administered every 3
weeks

Medications Dosing Limit

Tepezza (teprotumumab-trbw) 500 mg vial | Initial dose: One 10 mg/kg infusion

Subsequent doses: 20mg/kg every 3 weeks
for seven infusions

APPROVAL CRITERIA

Requests for one course* of Tepezza (teprotumumab-trbw) may be approved if the following
criteria are met (Douglas 2020):

Individual has a diagnosis of Thyroid Eye Disease; AND
Documentation is provided that individual has symptomatic moderate to severe disease,
as defined by one or more of the following:
A. Lid retraction 22 mm; OR
B. Moderate or severe soft tissue involvement; OR
C. Proptosis 2 3 mm above normal for race and gender; OR
D. Intermittent or constant diplopia; AND
Documentation is provided that individual has a clinical activity score (CAS) greater than
or equal to 4 in the more severely affected eye; AND
Documentation is provided that one of the following applies:
A. Thyroid function tests are provided and are within normal limits as defined by
laboratory standard (i.e. individual is euthyroid); OR
B. Thyroid function tests show free thyroxine (T4) and free triiodothyronine (T3)
levels less than 50% above or below normal limits as defined by laboratory
standard.

Tepezza (teprotumumab-trbw) may not be approved for the following:

More than one course* of treatment; OR

Individual has had prior orbital irradiation or eye surgery for TED; OR

Individual has decreased best-corrected visual acuity due to optic neuropathy as
defined by decrease in vision of 2 lines on the Snellen chart, new visual field defect, or
color defect; OR

Individual has unresponsive corneal decompensation; OR

When the above criteria are not met and for all other indications.
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APPROVAL CRITERIA



Requests for one course* of Tepezza (teprotumumab-trbw) may be approved if the following criteria are met (Douglas 2020):



I. Individual has a diagnosis of Thyroid Eye Disease; AND

II. Documentation is provided that individual has symptomatic moderate to severe disease, as defined by one or more of the following:

A. Lid retraction ≥ 2 mm; OR

B. Moderate or severe soft tissue involvement; OR

C. Proptosis ≥ 3 mm above normal for race and gender; OR

D. Intermittent or constant diplopia; AND

III. Documentation is provided that individual has a clinical activity score (CAS) greater than or equal to 4 in the more severely affected eye; AND

IV. Documentation is provided that one of the following applies:

A. Thyroid function tests are provided and are within normal limits as defined by laboratory standard (i.e. individual is euthyroid); OR

B. Thyroid function tests show free thyroxine (T4) and free triiodothyronine (T3) levels less than 50% above or below normal limits as defined by laboratory standard.



Tepezza (teprotumumab-trbw) may not be approved for the following:



I. More than one course* of treatment; OR

II. Individual has had prior orbital irradiation or eye surgery for TED; OR

III. Individual  has decreased best-corrected visual acuity due to optic neuropathy as defined by decrease in vision of 2 lines on the Snellen chart, new visual field defect, or color defect; OR

IV. Individual has unresponsive corneal decompensation; OR

V. When the above criteria are not met and for all other indications.
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Prior Authorization  * One course of treatment; defined as a total of  8 intravenous infusions of Tepezza  (teprotumumab - trbw )  administered  every   3   weeks  


   


Medications  Dosing   Limit  


Tepezza (teprotumumab - trbw) 500 mg vial  Initial dose : One 10 mg/kg infusion    Subsequent doses : 20mg/kg every 3 weeks  for seven infusions  


    APPROVAL CRITERIA     Requests for one course* of Tepezza (teprotumumab - trbw) may be approved if the  following  criteria are met (Douglas 2020):     I.   Individual has a diagnosis of Thyroid Eye Disease;   AND   II.   Documentation is provided that i ndividual has symptomatic moderate to severe disease,  as defined by one or more of the following:   A.   Lid retraction  =  2 mm;  OR   B.   M oderate or severe soft tissue involvement ; OR   C.   Proptosis  =  3 mm above normal for race and gender;  OR   D.   Intermittent or constant diplopia;  AND   III.   Documentation is provided that i ndividual has a clinical activity score (CAS) greater than  or equal to 4 in the more  severely affected eye;  AND   IV.   Documentation is provided that  one of the following applies:   A.   T hyroid function tests  are provided and are within normal limits as defined by  laboratory standard (i.e. individual is euthyroid) ;  OR   B.   Thyroid function tests  show free thyroxine (T4) and free triiodothyronine (T3)  levels less than 50% above or below normal limits as defined by laboratory  standard.     Tepezza (teprotumumab - trbw) may not be approved for the following:     I.   More than one course* o f treatment;  OR   II.   Individual has had prior orbital irradiation or  eye  surgery for TED;  OR   III.   Individual   has decreased best - corrected visual acuity due to  optic neuropathy  as  defined by   decrease in vision of 2 lines on the Snellen chart, new visual field defect, or  color defect;  OR   IV.   Individual has unresponsive corneal decompensation;  OR   V.   When the above criteria are not met and for all other indications.    


