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When requesting Signifor (pasireotide) injection, the individual requiring treatment must
be diagnosed with the following approved indication or compendial use and meet the
specific coverage guidelines and applicable safety criteria for the covered indications.

FDA-approved Indication

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

Approved Off-label Compendial Use

Treatment of endogenous Cushing’s syndrome in adult individuals awaiting surgery or
awaiting therapeutic response after receiving radiotherapy.

Coverage Guidelines

Cushing’s disease

The individual must meet all of the following criteria for initial authorization:

e |s 18 years of age or older;

e Is not a candidate for surgery or surgery has not been curative; AND

e Signifor is prescribed by or in consultation with an endocrinologist or a physician
who specializes in the treatment of Cushing’s syndrome.

Approval duration: 4 months

For reauthorization, the individual must have responded to Signifor/Signifor LAR
therapy and is continuing Signifor to maintain response.

Approval Duration: 12 months

Endogenous Cushing’s syndrome (in patients awaiting surgery or awaiting
therapeutic response after radiotherapy)
The individual must meet all of the following criteria for authorization:
e |s 18 years of age or older; AND
e Signifor is prescribed by or in consultation with an endocrinologist or a physician
who specializes in the treatment of Cushing’s disease.

Approval Duration: 4 months

Dosing Recommendations

Initial dosing is 0.3mg-0.9mg by subcutaneous injection twice a day. In patients with
hepatic impairment (Child-Pugh B), start with 0.3mg twice a day and titrate to 0.6mg
twice a day.
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