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When requesting Nucala® (mepolizumab), the individual requiring treatment must be
diagnosed with the following FDA-approved indications and meet the specific coverage
guidelines for the covered indications.

FDA-approved indications

e Nucala® (mepolizumab) is indicated for:
e Add-on maintenance treatment of individuals with severe asthma having an
eosinophilic phenotype
e The treatment of adult patients with eosinophilic granulomatosis with
polyangiitis (EGPA)

Approved Off-label Compendial use

e None

Coverage Guidelines

Severe Asthma with an Eosinophilic Phenotype

The individual must meet all of the following criteria for approval:
e Diagnosis of severe asthma having an eosinophilic phenotype
e Requires treatment to prevent asthma from becoming uncontrolled or remaining
uncontrolled despite therapy with:
e High-dose inhaled corticosteroid plus a long-acting beta2-agonist (LABA), OR
e Leukotriene modifier/theophylline for the previous year, OR
e Systemic corticosteroids for 250% of the previous year
e Pretreatment eosinophil count 2150 cells/mcL in peripheral blood at screening or an
eosinophil count 2300 cells/mcL during the previous year prior to initiating therapy
e Current non-smoker
e 12 years of age or older

Eosinophilic Granulomatosis with Polyangiitis

The individual must meet all of the following criteria for approval:
e History or presence of asthma
e A blood eosinophil level of 10% or an absolute eosinophil count of more than
1,000 cells per cubic millimeter

e Presentation of two or more criteria that define EGPA, such as:
o Biopsy showing evidence of EGPA
o Neuropathy
o Pulmonary infiltrates
o Sinonasal abnormality
o Cardiomyopathy
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Glomerulonephritis
Alveolar hemorrhage
Palpable purpura
o Positive ANCA
e 12 years of age or older
e For reauthorization:
o The individual must meet the following criteria for renewal:
» Reduction in relapses and/or glucocorticoid usage
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Approval duration (initial and reauthorization): 12 months

Dosing Recommendations

e Asthma: 100 mg administered subcutaneously once every 4 weeks
e EGPA: 300 mg as 3 separate 100-mg injections administered subcutaneously
once every 4 weeks
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