
 
 
 
 

 

This clinical policy has been developed to authorize, modify, or determine coverage for individuals with similar conditions. Specific care and treatment may vary 
depending on individual need and benefits covered by the plan. This policy is not intended to dictate to providers how to practice medicine, nor does it constitute a 
contract or guarantee regarding payment or results.  This document may contain prescription brand name drugs that are trademarks of pharmaceutical manufacturers 
that are not affiliated with RxAdvance. 
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Clinical Policy Title: benralizumab 

Policy Number: RxA.637 

Drug(s) Applied: Fasenra® 

Original Policy Date: 07/30/2020 

Last Review Date: 07/20/2026 

Line of Business Policy Applies to: All lines of business (except Medicare) 

  

Criteria 

 
I. Initial Approval Criteria 

A. Severe Asthma with Eosinophilic Phenotype (must meet all): 
1. Diagnosis of severe asthma; 
2. Patient has an absolute blood eosinophil count ≥ 150 cells/mcL within the past 3 months or blood 

eosinophil count ≥ 300 cells/mcL within the past 12 months; 
3. Patient has experienced one of the following within the last 12 months (a or b):  

a. Two or more asthma exacerbations requiring systemic corticosteroid treatment;   
b. One or more asthma exacerbations requiring  hospital admission;  

4. Patient is currently being treated with the following medications, unless there is a contraindication or 
intolerance (a or b): 

a. High dose inhaled corticosteroid (ICS) and additional asthma controller medication (e.g., 
long-acting beta-2 agonist (LABA) or leukotriene modifier (LTRA)); 

b. One maximally-dosed combination ICS/LABA product. 

 
B. Eosinophilic Granulomatosis with Polyangiitis (must meet all): 

1. Diagnosis of eosinophilic granulomatosis with polyangiitis; 
2. Patient's disease has relapsed or is refractory to standard of care therapy (e.g., corticosteroids, 

immunosuppressants); 
3. Patient is currently receiving corticosteroid therapy, unless contraindicated or clinically significant 

adverse events are experienced. 
Approval Duration 
All Lines of Business (except Medicare): 12 months  
 
C. Hypereosinophilic Syndrome (must meet all): 

1. Diagnosis of hypereosinophilic syndrome; 
2. Patient has pre-treatment blood eosinophil count greater than or equal to 1000 cells/microliter; 
3. Patient is Fip1-like1-platelet-derived growth factor receptor alpha (FIP1L1-PDGFRA)-negative; 
4. Trial and failure, contraindication, or intolerance to one of the following (a or b): 

   a. corticosteroid therapy (e.g., prednisone)  
   b. cytotoxic/immunosuppressive therapy (e.g., hydroxyurea, cyclosporine, imatinib). 

Approval Duration 
All Lines of Business (except Medicare): 12 months  
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II. Continued Therapy Approval 
A. Severe Asthma (must meet all): 

1. Member is currently receiving medication in the past 120 days that has been authorized by RxAdvance 
or the member has met been initial approval criteria; 

2. Patient continues to be treated with an inhaled corticosteroid (ICS) with or without an additional asthma 
controller medication (e.g., LTRA, LABA) unless there is a contraindication or intolerance to these 
medications. 

Approval Duration 
All Lines of Business (except Medicare): 12 months 
 

B. Eosinophilic Granulomatosis with Polyangiitis (must meet all): 
1. Member is currently receiving medication in the past 120 days that has been authorized by RxAdvance 

or the member has met been initial approval criteria. 
Approval Duration 
All Lines of Business (except Medicare): 12 months 
 

C. Hypereosinophilic Syndrome (must meet all): 
1. Member is currently receiving medication in the past 120 days that has been authorized by RxAdvance or 

the member has met been initial approval criteria 
Approval Duration 
All Lines of Business (except Medicare): 12 months 
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2. Dosing information was updated for maximum 
dose as 30 mg/dose. 

3. Clinical policy verbiage was updated to “The 
provision of provider samples does not 
guarantee….”. 

4. APPENDIX B: Therapeutic Alternatives verbiage 
was updated to "Below are suggested therapeutic 
alternatives based on clinical guidance...." 

5. Dosing regimen and maximum dose were 
updated for therapeutic alternatives (inhaled 
corticosteroids). 

6. Aerospan®, Zyflo® CR, Deltasone® were removed 
from therapeutic alternatives table because of 
discontinuation. 

7. References were updated. 

Policy was reviewed: 
1. Appendix A: Updated to include abbreviation BEC. 
2. Appendix B, Drug Name: Updated to remove 

unavailable generic therapeutic alternatives 
ciclesonide, fluticasone propionate, fluticasone 
furoate, mometason, salmeterol, 
mometasone/formoterol, fluticasone/vilanterol. 

3. Statement about drug listing format in Appendix 
B is rephrased to "Therapeutic alternatives are 
listed as generic (Brand name®) when the drug is 
available by both generic and brand; Brand 
name® when the drug is available by brand only 
and generic name when the drug is available by 
generic only". 

4. Disclaimer about contraindications 
"Contraindications listed reflect statements made 
in the manufacturer's package insert..." was 
added to Appendix C. 

5. References were reviewed and updated 

01/31/2022 04/18/2022 

Policy was reviewed: 
1. Initial Approval Criteria, I.A.5: Updated criteria 

pertaining to indication from Patient has 
experienced ≥ 1 exacerbations to Patient has 
experienced ≥ 2 exacerbations. 

2. Appendix B, Drug Name: Updated to remove 
discontinued therapeutic alternatives: 
a. beclomethasone (QVAR®); 
b. Flovent®; 
c. Serevent®; 
d. Dexamethasone (Decadron®) oral tablets. 

3. Appendix B, Drug Name: Updated to include 
generic therapeutic alternative fluticasone 

01/25/2023 04/13/2023 
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furoate/vilanterol trifenatate. 
4. References were reviewed and updated. 

Policy was reviewed. 10/19/2023 10/19/2023 

Policy was reviewed. 
1. Removed age criteria. 
2. Removed prescriber criteria. 
3. Removed dosing criteria. 
4. Removed reauthorization requirement for 

positive response to therapy. 

12/12/2023 11/30/2023 

Policy was reviewed. 

1. Updated criteria in asthma exacerbation within 
the past 12 months 

2. Added “One maximally-dosed combination 
ICS/LABA product [e.g., Advair (fluticasone 
propionate/salmeterol), Breo Ellipta 
(fluticasone/vilanterol)]  “ as another treatment 
option. 

4/01/2024  

Policy was reviewed: 
1. Updated continuation of therapy language. 

03/21/2025 04/10/2025 

Policy was reviewed: 

1. New FDA approved indication added 
(Hypereosinophilic syndrome) 

07/20/2026 N/A 

 
 


