DRUG QUANTITY MANAGEMENT PoLICY — PER DAYS

PoLicy: Immunologicals — Nucala Drug Quantity Management Policy — Per Days
¢ Nucala® (mepolizumab subcutaneous injection — GlaxoSmithKline)

REVIEwW DATE: 10/05/2022

OVERVIEW
Nucala, an interleukin (IL)-5 antagonist monoclonal antibody, is indicated for the following uses:*

e Asthma, as add-on maintenance treatment of patients > 6 years of age with severe disease and an
eosinophilic phenotype. Limitations of Use: Nucala is not indicated for the relief of acute
bronchospasm or status asthmaticus.

e Chronic rhinosinusitis with nasal polyposis, as an add-on maintenance treatment in patients > 18
years of age with an inadequate response to nasal corticosteroids.

o Eosinophilic granulomatosis with polyangiitis (formerly known as Churg-Strauss Syndrome) in
adult patients.

e Hypereosinophilic syndrome in patients > 12 years of age who have had the condition for > 6
months without an identifiable non-hematologic secondary cause.

Dosing
Table 1. Nucala Dosing and Administration.!
Indications Dosing and Administration
Asthma, as add-on maintenance treatment of patients > 6 | Patients > 12 years of age: 100 mg SC injection Q4W
years of age with severe disease and an eosinophilic | Patients 6 to 11 years of age: 40 mg SC injection Q4W
phenotype.
Chronic rhinosinusitis with nasal polyposis, as an add-on | 100 mg SC Q4W
maintenance treatment in patients > 18 years of age with an
inadequate response to nasal corticosteroids.
Eosinophilic granulomatosis with polyangiitis [formerly | 300 mg SC Q4W
known as Churg-Strauss Syndrome] in adult patients. (administered as three separate 100 mg SC injections)
Hypereosinophilic syndrome in patients > 12 years of age | 300 mg SC Q4W
who have had hypereosinophilic syndrome for > 6 months | (administered as three separate 100 mg SC injections)
without an identifiable non-hematologic secondary cause.
SC — Subcutaneous; Q4W — Once every 4 weeks.

Availability

Nucala is supplied as 100 mg single-dose vials, 100 mg/1 mL single-dose prefilled autoinjectors, 100 mg/1
mL single-dose prefilled syringes, and 40 mg/0.4 mL single-dose prefilled syringes.! Cartons of Nucala
each contain one single-dose vial, one prefilled autoinjector, or one prefilled syringe. Nucala vials should
be reconstituted and administered by a healthcare professional only. Nucala 100 mg prefilled autoinjectors
and 100 mg prefilled syringes are only labeled for use in patients > 12 years of age and may be self-
administered by the patient or administered by the caregiver after a healthcare provider determines it is
appropriate. The 40 mg prefilled syringes may also be administered by the patient or caregiver after a
healthcare provider determines it is appropriate.
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Policy Statement

This Drug Quantity Management program has been developed to manage potential dose escalation of
Nucala. If the Drug Quantity Management rule is not met for the requested at the point of service, coverage
will be determined by the Criteria below. All approvals are provided for 1 year in duration.

Automation: None.

Drug Quantity Limits
Product Strength and Form Retail Home Delivery
Maximum Quantity Maximum Quantity
per 28 Days per 84 days
Nucala® 100 mg/1 mL prefilled autoinjector 1 prefilled autoinjector | 3 prefilled autoinjectors

(mepolizumab
subcutaneous injection)

100 mg/1 mL prefilled syringe

1 prefilled syringe

3 prefilled syringes

100 mg vial

1 vial

3 vials

40 mg/0.4 mL prefilled syringe

1 prefilled syringe

3 prefilled syringes

CRITERIA

Nucala 40 mg/0.4 mL prefilled syringes

No overrides recommended.

Nucala 100 mg/mL autoinjectors, 100 mg/mL prefilled syringes, and 100 mg vials

1. If the patient is requesting Nucala for the treatment of eosinophilic granulomatosis with polyangiitis or
hypereosinophilic syndrome, approve the requested quantity not to exceed 3 autoinjectors, syringes, or
vials per 28 days at retail or 9 autoinjectors, syringes, or vials per 84 days.
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