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NEUPOGEN (filgrastim)
GRANIX (tbo-filgrastim)

NIVESTYM (filgrastim-aafi)
RELEUKO (filgrastim-ayow)
ZARXIO (filgrastim-sndz)

POLICY

I. COVERED USES

The indications below are considered a covered benefit provided that all the approval criteria are met and the
member has no exclusions to the prescribed therapy.

A. Prevention of febrile neutropenia due to myelosuppressive chemotherapy
B. Following induction or consolidation chemotherapy treatment in patients with acute myeloid leukemia
C. Patient’s undergoing myeloablative chemotherapy followed by bone marrow transplantation
D. Mobilization of autologous hematopoietic progenitor cells into peripheral blood
E. Hematopoietic syndrome of acute radiation syndrome (H-ARS)
F. Severe chronic neutropenia (congenital, cyclic, or idiopathic)
G. Acquired immunodeficiency syndrome (AIDS) leukopenia in children
H. Leukopenia due to treatment with zidovudine or ganciclovir in AIDS patients
I. Neutropenia due to myelodysplastic syndrome (MDS)

All other indications will be assessed on an individual basis. Submissions for indications other than those
enumerated in this policy should be accompanied by supporting evidence from Medicare approved
compendia.

II. EXCLUSIONS

The following are exclusions to therapy:
A. The medication will be administered by the member or the member’s caregiver at home
B. The medication will be administered within 24 hours of chemotherapeutic medication
C. The medication will be administered concurrently with radiotherapy
D. The medication will be administered to increase chemotherapy dose intensity
E. The medication will be used for any of the following indications:

1. Aplastic anemia
2. Hairy cell leukemia
3. Myeloid malignancy other than acute myeloid leukemia (AML)
4. Drug-induced agranulocytosis
5. Congenital agranulocytosis
6. Alloimmune neonatal neutropenia
7. Afebrile neutropenia
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III. DOCUMENTATION

The following documentation must be available, upon request, for all submissions:
A. The member’s current absolute neutrophil count (ANC)
B. The member’s weight in kilograms
C. Dose and administration schedule of G-CSF
D. The indication for which the drug was given and accompanying symptomology (e.g., fever)
E. The member’s response to treatment

IV. CRITERIA FOR APPROVAL

A. Prevention of neutropenia in cancer patients due to myelosuppressive chemotherapy
Authorization of 6 months may be granted for the prevention of febrile neutropenia in cancer patients
receiving myelosuppressive chemotherapy for a non-myeloid malignancy.

B. Induction or consolidation chemotherapy in acute myeloid leukemia
Authorization of 6 months may be granted for reducing the time to neutrophil recovery and duration of
fever following induction or consolidation chemotherapy treatment of members with acute myeloid
leukemia.

C. Bone marrow transplantation in non-myeloid malignancies
Authorization of 6 months may be granted to reduce the duration of neutropenia and neutropenia-related
sequelae in members with non-myeloid malignancies undergoing myeloablative chemotherapy followed by
bone marrow transplantation when the member’s initial dose will not exceed 10 mcg/kg per day.

D. Mobilization of hematopoietic progenitor cells in the autologous setting
Authorization of 6 months may be granted for mobilization of autologous hematopoietic progenitor cells
into peripheral blood when both of the following criteria are met:
1. The initial dose will not exceed 10 mcg/kg per day
2. The medication will be initiated at least 4 days before the first leukapheresis procedure and continued

until the last leukapheresis

E. Severe chronic neutropenia (congenital, cyclic, or idiopathic)
Authorization of 6 months may be granted for treatment of severe chronic neutropenia including
congenital, cyclic, or idiopathic neutropenia.

F. Acquired immunodeficiency syndrome (AIDS) leukopenia in children
Authorization of 6 months may be granted for the treatment of acquired immunodeficiency syndrome
(AIDS) leukopenia in children

G. Leukopenia due to treatment with zidovudine or ganciclovir
Authorization of 6 months may be granted for the treatment of leukopenia due to treatment with zidovudine
or ganciclovir in members with acquired immunodeficiency syndrome (AIDS)

H. Neutropenia due to myelodysplastic syndrome (MDS)
Authorization of 6 months may be granted for members who have severe neutropenia and recurrent
infections with myelodysplastic syndrome
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I. Hematopoietic syndrome of acute radiation syndrome (H-ARS)
Authorization of 6 months may be granted for acute exposure to myelosuppressive doses of radiation
when the initial dose will not exceed 10 mcg/kg per day.

V. DOSAGE AND ADMINISTRATION

Filgrastim will be covered when it is not self/caregiver administered. When administered by the member or
caregiver, the drug will be considered self-administered and not payable.
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