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RX.PA.031.MPC Signifor® (Pasireotide)

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

Signifor® (pasireotide) is indicated for the treatment of adult patients with Cushing’s
disease for whom pituitary surgery is not an option or has not been curative.

The drug, Signifor® (pasireotide), is subject to the prior authorization process.
PROCEDURE

A. Initial Authorization Criteria:
Must meet all of the criteria listed below:

e Must be prescribed by or in consultation with an endocrinologist
e Must be age 18 years and older
e Must have a diagnosis of Cushing’s disease
e Must have a confirmed pituitary source of Cushing’s syndrome (chart
documentation required)
e Must submit a baseline 24-hour urinary free cortisol level
e Must have previously had pituitary surgery (e.g. transsphenoidal surgery) that
was not curative or not be a candidate for surgery
e Must have recent (within 6 months) baseline assessments of the following:
o Fasting plasma glucose
o Liver function tests
o Electrocardiogram
o Gallbladder ultrasound
o Pituitary hormones (e.g. TSH/free T4, GH/IGF-1)
e Must provide recent (within 6 months) hemoglobin A1c
o For members with a hemoglobin A1c value greater than 8%,
documentation that anti-diabetic therapy has been optimized must be
provided

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

D. Reauthorization Criteria:

All prior authorization renewals are reviewed on an annual basis to determine the
Medical Necessity for continuation of therapy. Authorization may be extended at 1-year
intervals based upon:

e Chart documentation from the provider that the member’s disease course has
improved based on a reduction in the 24-hour urinary free cortisol level from
baseline value, as well as improvements in the signs and symptoms of the
disease (e.g. blood pressure, lipid levels, weight)

¢ Documentation that the following have been assessed within 3 months of
initiation of therapy (for initial re-authorization) and at regular intervals thereafter
(for annual reauthorizations):

Hemoglobin A1c

Fasting plasma glucose

Liver function tests

Gallbladder ultrasound

Pituitary hormones (e.g. TSH/free T4, GH/IGF-1)
Electrocardiogram

O O 0O O O O

Limitations:

Length of Authorization (if above criteria met)
Initial Authorization | Up to 3 months
Reauthorization | Up to 1 year
Quantity Level Limit
Signifor | 60 ampules per 30 days

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 Code(s):

Code Description
J2502 Injection, pasireotide long acting, 1 mg
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