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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Fasenra™ (benralizumab) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1 x Next Review:  12/23 

Pharmacy- Formulary 2 x Date of Origin: 5/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 12/17, 12/18, 12/19, 12/20, 12/21, 10/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Fasenra (benralizumab) is a humanized afucosylated, monoclonal antibody (IgG1, kappa) that directly binds to 

the alpha subunit of the human interleukin-5 receptor (IL-5Rα) with a dissociation constant of 11 pM. The IL-5 

receptor is expressed on the surface of eosinophils and basophils. In an in vitro setting, the absence of fucose in 

the Fc domain of benralizumab facilitates binding (45.5 nM) to FcɣRIII receptors on immune effectors cells, such 

as natural killer (NK) cells, leading to apoptosis of eosinophils and basophils through antibody-dependent cell-

mediated cytotoxicity (ADCC). 

 

Inflammation is an important component in the pathogenesis of asthma. Multiple cell types (e.g., mast cells, 

eosinophils, neutrophils, macrophages, lymphocytes) and mediators (e.g., histamine, eicosanoids, leukotrienes, 

cytokines) are involved in inflammation. Benralizumab, by binding to the IL-5Rα chain, reduces eosinophils 

through ADCC; however, the mechanism of benralizumab action in asthma has not been definitively established. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request.  

 

III. Policy 

 

Coverage is provided for the treatment of severe asthma with an eosinophilic phenotype when the following 

criteria are met: 

• Member is at least 12 years of age AND 

• Medication is prescribed by an allergist/immunologist, or pulmonologist AND 

• Member has severe, uncontrolled asthma, defined by the following: 

o History of two or more exacerbations resulting in either emergency department visits or 

need for pulse oral or IV corticosteroids in the past 12 months AND 

o These exacerbations occurred despite regular use of high-dose inhaled corticosteroids plus 

an additional controller(s) AND 

• Member has a baseline blood eosinophil count of greater than or equal to 150 cells/ μL AND 

• Coverage of Fasenra is not available in combination with Xolair, Dupixent, Nucala or Cinqair. 

 

IV. Quantity Limitations 

  

Coverage is available as follows: 
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• Initial dosing:  30 mg (1 syringe) every 4 weeks for the first 3 doses 

• Maintenance dosing: 30 mg (1 syringe) every 8 weeks thereafter. 

 

V. Coverage Duration 

 

  Coverage can be provided for 12 months and may be renewed. 

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Asthma control has improved on Fasenra treatment, demonstrated by either:  
o A reduction in the frequency and/or severity of symptoms and exacerbations 
o A reduction in the daily maintenance oral corticosteroid dose 

• Absence of unacceptable toxicity from the drug 
 
VII. Billing/Coding Information 

 

• Fasenra is available as follows: 

o Injection: 30 mg/ml solution in a single-dose prefilled syringe  

o Injection: 30 mg/ml solution in a single-dose autoinjector FASENRA PEN 

• J0517: 1 billable unit = 1 mg 

• Pertinent diagnosis- eosinophilic asthma: J82 

 

VIII. Summary of Policy Changes 

  

• 5/4/18: new policy 

• 1/15/19: updated billing/coding 

• 1/30/20: updated Billing/Coding information with FASENRA PEN under pharmacy benefit 

• 2/26/21: no policy changes 

• 3/7/22: updated exclusion to include concurrent Xolair, Dupixent, Fasenra or Cinqair 

• 12/5/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary.  Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered.   

 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


