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SPECIALTY GUIDELINE MANAGEMENT

JAKAFI (ruxolitinib)

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. FDA-Approved Indications

1.

2.

3.

4.

Jakafi is indicated for treatment of intermediate or high-risk myelofibrosis (MF), including primary MF,
post-polycythemia vera MF and post-essential thrombocythemia MF in adults.

Jakafi is indicated for treatment of polycythemia vera (PV) in adults who have had an inadequate
response to or are intolerant of hydroxyurea.

Jakafi is indicated for treatment of steroid-refractory acute graft-versus-host disease (aGVHD) in adult
and pediatric patients 12 years and older.

Jakafi is indicated for treatment of chronic graft-versus-host disease (cGVHD) after failure of one or
two lines of systemic therapy in adult and pediatric patients 12 years and older.

B. Compendial Uses

PonNPE

BOo~NoO

Symptomatic lower risk myelofibrosis

Accelerated phase or blast phase myelofibrosis/acute myeloid leukemia

Polycythemia vera in patients with inadequate response or loss of response to interferon therapy
Philadelphia chromosome (Ph-like) B-cell Acute Lymphoblastic Leukemia (ALL)/Lymphoblastic
lymphoma (LL)

Acute and Chronic GVHD

Chronic myelomonocytic leukemia (CMML)-2

BCR-ABL negative atypical chronic myeloid leukemia (aCML)

Essential Thrombocythemia

Myeloid/lymphoid neoplasms with eosinophilia and JAK2 rearrangement in chronic phase

. Myeloid, lymphoid, or mixed lineage neoplasms with eosinophilia and JAK2 rearrangement in blast

phase

All other indications are considered experimental/investigational and not medically necessary.

DOCUMENTATION

Submission of the following information is necessary to initiate the prior authorization review:

A. For Ph-like B-cell acute lymphoblastic leukemia/lymphoblastic lymphoma (LL), medical record
documentation confirming either a cytokine receptor-like factor 2 (CRLF2) mutation or a mutation
associated with activation of the Janus kinase/signal transducers and activators of transcription
(JAK/STAT) pathway.

B. For myeloid and/or lymphoid neoplasms with eosinophilia: Testing or analysis confirming JAK2
rearrangement
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lll. CRITERIA FOR INITIAL APPROVAL

A. Myelofibrosis/Acute Myeloid Leukemia
Authorization of 12 months may be granted for the treatment of myelofibrosis/acute myeloid leukemia.

B. Polycythemia Vera
Authorization of 12 months may be granted for the treatment of polycythemia vera in members who have
had an inadequate response or intolerance to hydroxyurea or interferon therapy (such as peginterferon
alfa-2a).

C. Acute Graft-versus-Host Disease (aGVHD) or Chronic Graft-versus-Host Disease (cGVHD)
Authorization of 12 months may be granted for the treatment of graft-vs-host disease when any of the
following criteria are met:

1. Member has steroid-refractory acute GVHD
2. Member has chronic GVHD and has failed at least one prior line of systemic therapy

D. Acute Lymphoblastic Leukemia (ALL)/Lymphoblastic Lymphoma (LL)
Authorization of 12 months may be granted for the treatment of Ph-like B-cell acute lymphoblastic
leukemia/lymphoblastic lymphoma for members with either a cytokine receptor-like factor 2 (CRLF2)
mutation or a mutation associated with activation of the Janus kinase/signal transducers and activators of
transcription (JAK/STAT) pathway.

E. Chronic Myelomonocytic Leukemia (CMML)-2
Authorization of 12 months may be granted for the treatment of chronic myelomonocytic leukemia
(CMML)-2 in combination with a hypomethylating agent.

F. Atypical Chronic Myeloid Leukemia (aCML)
Authorization of 12 months may be granted for the treatment of BCR-ABL negative atypical chronic
myeloid leukemia (aCML) as a single agent or in combination with a hypomethylating agent.

G. Essential Thrombocythemia
Authorization of 12 months may be granted for the treatment of essential thrombocythemia in members
who have had an inadequate response or intolerance to hydroxyurea, interferon therapy (such as
peginterferon alfa-2a) or anagrelide.

H. Myeloid/Lymphoid Neoplasms with Eosinophilia
Authorization of 12 months may be granted for the treatment of myeloid and/or lymphoid neoplasms with
eosinophilia and JAK2 rearrangement in the chronic phase or blast phase.

IV. CONTINUATION OF THERAPY

A. Myelofibrosis/Acute Myeloid Leukemia, Polycythemia Vera, Acute GVHD, Chronic GVHD, and
Essential Thrombocythemia
Authorization of 12 months may be granted for continued treatment in members requesting reauthorization
who have improvement in symptoms and no unacceptable toxicity.

B. Acute Lymphoblastic Leukemia (ALL)/Lymphoblastic Lymphoma (LL), Atypical Chronic Myeloid
Leukemia (aCML), Chronic Myelomonocytic Leukemia (CMML)-2, and Myeloid/Lymphoid
Neoplasms with Eosinophilia
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Authorization of 12 months may be granted for continued treatment in members requesting reauthorization
when there is no evidence of unacceptable toxicity or disease progression while on the current regimen.
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