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RX.PA.023.MPC Nplate® (romiplostim)

The purpose of this policy is to define the prior authorization process for Nplate®
(romiplostim).

Nplate® (romiplostim) is indicated for the treatment of thrombocytopenia in patients with
immune thrombocytopenic purpura (ITP) who have had an insufficient response to
corticosteroids, immunoglobulins, or splenectomy. Nplate® (romiplostim) should be
used only in patients with ITP whose degree of thrombocytopenia and clinical condition
increases the risk for bleeding. Nplate® (romiplostim) should not be used in an attempt
to normalize platelet counts.

Nplate is indicated to increase survival in adults and in pediatric patients (including term
neonates) acutely exposed to myelosuppressive doses of radiation (Hematopoietic
Syndrome of Acute Radiation Syndrome [HSARS]).

PROCEDURE
A. Initial Authorization Criteria:
Must meet all of the criteria listed below:
1. Immune Thrombocytopenia
e Must be prescribed by a hematologist or oncologist

e Must be administered by or under the direction of the prescriber or a healthcare
provider
e Member is being treated for thrombocytopenia associated with one of the
following conditions:
o Acute immune thrombocytopenia (ITP) in members age 18 years or older
o Chronic ITP for at least 6 months in members age 1 year or older

e Must have a previous inadequate response or intolerance to
corticosteroidsandimmunoglobulins as documented through platelet response, or
a splenectomy

e Member is not receiving any other thrombopoietin receptor agonists or mimetic
((e.g., lusutrombopag, eltrombopag, avatrombopag, etc.) or fostamatinib.)

e Must have a platelet count <30 x 10%L within the past month prior to initiation

e Provider attests to utilizing the lowest dose of Nplate to achieve and maintain
platelet count 250 x 10%/L

2. Hematopoietic Syndrome of Acute Radiation Syndrome
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Member is age 39 weeks (term neonate) or older
Must be prescribed by a hematologist or oncologist

Must be administered by or under the direction of the prescriber or a healthcare
provider

Member has suspected or confirmed exposure to radiation levels greater than 2
gray (Gy).

o Patient has lower risk disease (e.g., IPSS-R [Very Low, Low,
Intermediate], IPSS [Low/Intermediate-1], WPSS [Very Low, Low,
Intermediate]).

o Patient has severe or refractory thrombocytopenia (e.g., platelet count <20
x 10%L or higher with a history of bleeding).

o Patient progressed or had no response to hypomethylating agents
(e.g.,azacitidine, decitabine, etc.) and immunosuppressive therapy, or
clinical trial (optional).

B. Must be prescribed at a dose within the manufacturer’s dosing guidelines
(based on diagnosis, weight, etc) listed in the FDA approved labeling.

C. Nplate will be considered investigational or experimental for any other use and
will not be covered.

D. Reauthorization Criteria:

All prior authorization renewals are reviewed every 6 months to determine the Medical
Necessity for continuation of therapy (Reauthorization is not applicable to
Hematopoietic Syndrome of Acute Radiation Syndrome). Authorization may be
extended at 6-month intervals based upon:

MPC Renewal:

Chart documentation from the provider that the member’s disease has improved
based upon the prescriber’'s assessment and documented improvement in
platelet count from baseline.

Absence of unacceptable toxicity from the drug. Examples of unacceptable
toxicity include the following: thrombotic/thromboembolic complications, risk of
progression of myelodysplastic syndromes to acute myelogenous leukemia, etc.
Member is not receiving any other thrombopoietin receptor agonists or mimetic
((e.g., lusutrombopag, eltrombopag, avatrombopag, etc.) or fostamatinib.)

Discontinue Nplate if the platelet count does not increase to a level sufficient to
avoid clinically important bleeding after 4 weeks of therapy at the maximum
weekly dose of 10 mcg/kg
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Non-MPC Renewal:

e Members who have previously been taking Nplate and are requesting a non-
MPC renewal should be considered under criterion 1A (Initial Authorization
Criteria)

e Member has not been receiving medication samples for Nplate; AND

e Provider has documented clinical response of the member’s condition which has
stabilized or improved based upon the prescriber’s assessment and documented
improvement in platelet count from baseline.

Limitations:

Length of Authorization (if above criteria met)

Initial Authorization | 6 months

Reauthorization | Same as initial

If the established criteria are not met, the request is referred to a Medical Director for review, if
required for the plan and level of request.

HCPCS Codes:

Code Description

J2796 Injection, romiplostim, 10 mcg
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