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FDA INDICATIONS AND USAGE1,2,4 

 

Injectable calcitonin gene-related peptide (CGRP) receptor antagonists are indicated for the 

preventive treatment of migraine in adults. Oral CGRP antagonists are indicated for the acute 

treatment of migraine with or without aura in adults. 
 

APPROVAL CRITERIA1,2,3,4,5,6 

 

Injectable CGRP indicated for preventative treatment 

1. Patient is within the age range recommended by the FDA label AND; 

2. Prescribed in consultation with or is a headache specialist, pain specialist, or neurologist 

AND; 

3. Patient has the diagnosis of episodic or chronic migraine AND; 

4. Patient is experiencing 4 or more migraine days per month AND; 

5. Medication is being used for prophylaxis AND; 

6. Patient has trialed at least 2 prophylactic medications from different therapeutic classes 

(i.e. beta blocker, antiepileptic, antidepressant, etc) for at least 2 months each.  

 

Oral CGRP indicated for treatment of acute migraine 

1. Patient is within the age range recommended by the FDA label AND; 

2. Patient has the diagnosis of migraine with or without aura AND; 

3. Prescribed in consultation with or is a headache specialist, pain specialist, or neurologist 

AND; 

4. The provider has ruled out medication overuse as a cause of migraines AND; 

5. Patient has trialed at least 1 prophylactic medication (i.e. beta blocker, antiepileptic, 

antidepressant, etc.) for at least 2 months AND; 
6. Patient has trialed 2 different triptans or has a contraindication (i.e. cardiovascular) to their use 

AND; 
7. Patient is not taking any strong CYP3A4 inhibitor concomitantly.   

 

 

DENIAL CRITERIA1,2,3 

 

1. Failure to meet approval criteria. 

 
CAUTIONS1 

  

 Most common adverse reaction were injection site reactions for the injectables. 

  Calcitonin gene-related peptide 

receptor antagonists oral and 

injectable (i.e. fremaexumab, 

ubrogepant, etc.) 
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 Concomitant use of strong CYP3A4 inhibitors is contraindicated with oral CGRP 

inhibitors.  
 

 

DURATION OF APPROVAL 

 Initial : up to 3 months  

 Reauthorization: up to 12 months  
 

 

 

QUANTITY LIMITS 

 34 days 
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