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LEUKINE (sargramostim)
POLICY
I. INDICATIONS

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

A. EDA-Approved Indications
1. Use Following Induction Chemotherapy in Acute Myelogenous Leukemia
a. Leukine is indicated for use following induction chemotherapy in older adult patients with acute
myelogenous leukemia to shorten time to neutrophil recovery and to reduce the incidence of
severe and life-threatening infections and infections resulting in death.
2. Use in Mobilization and Following Transplantation of Autologous Peripheral Blood Progenitor Cells
a. Leukine is indicated for the mobilization of hematopoietic progenitor cells into peripheral blood for
collection by leukapheresis. Mobilization allows for the collection of increased numbers of
progenitor cells capable of engraftment as compared with collection without mobilization. After
myeloablative chemotherapy, the transplantation of an increased number of progenitor cells can
lead to more rapid engraftment, which may result in a decreased need for supportive care.
Myeloid reconstitution is further accelerated by administration of Leukine following peripheral
blood progenitor cell transplantation.
3. Use in Myeloid Reconstitution After Autologous Bone Marrow Transplantation
a. Leukine is indicated for acceleration of myeloid recovery in patients with non-Hodgkin's lymphoma
(NHL), acute lymphoblastic leukemia (ALL) and Hodgkin's disease undergoing autologous bone
marrow transplantation (BMT).
4. Use in Myeloid Reconstitution After Allogeneic Bone Marrow Transplantation
a. Leukine is indicated for acceleration of myeloid recovery in patients undergoing allogeneic BMT
from HLA-matched related donors.
5. Use in Bone Marrow Transplantation Failure or Engraftment Delay
a. Leukine is indicated in patients who have undergone allogeneic or autologous BMT in whom
engraftment is delayed or has failed.

B. Compendial Uses

Prophylaxis and treatment of chemotherapy-induced febrile neutropenia in non-myeloid malignancies
Treatment of neutropenia in patients with myelodysplastic syndromes (MDS)

AML following consolidation chemotherapy

ALL following induction or consolidation chemotherapy

Agranulocytosis

Aplastic anemia

Neutropenia related to HIV/AIDS

Stem cell transplantation-related indications
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All other indications are considered experimental/investigational and are not a covered benefit.
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CRITERIA FOR INITIAL APPROVAL

A. Neutropeniain cancer patients receiving myelosuppressive chemotherapy

Authorization of 6 months may be granted for prevention or treatment of febrile neutropenia when both of

the following criteria are met:

a. Member has a non-myeloid malignancy and has received, is currently receiving, or will be receiving
myelosuppressive anti-cancer therapy

b. Leukine will not be administered less than 24 hours before or after chemotherapy or radiotherapy

Other indications

Authorization of 6 months may be granted for members with any of the following indications:
Agranulocytosis

Aplastic anemia

Neutropenia related to HIV/AIDS

Acute myeloid leukemia

Myelodysplastic syndrome

Stem cell transplantation-related indications
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CONTINUATION OF THERAPY

All members (including new members) requesting authorization for continuation of therapy must meet all initial
authorization criteria.
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