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SPECIALTY GUIDELINE MANAGEMENT

ISTURISA (osilodrostat)
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.
FDA-Approved Indications

Isturisa 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.

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

. DOCUMENTATION

Cushing’s syndrome/disease
Submission of the following information is necessary to initiate the prior authorization review:

A. For initial requests, either of the following:
1. Pretreatment urinary free cortisol (UFC) level
2. One of the following if UFC level is not an appropriate measure due to the member’s condition (e.g.,
renal insufficiency/failure, adrenal incidentaloma)
a. Pretreatment late-night salivary cortisol
b. Pretreatment 1 mg overnight dexamethasone suppression test (DST)
c. Pretreatment longer, low dose DST (2mg per day for 48 hours)

B. For continuation of therapy, either of the following:
1. Current urinary free cortisol (UFC) level
2. One of the following if UFC level is not an appropriate measure due to the member’s condition (e.g.,
renal insufficiency/failure, adrenal incidentaloma)
a. Current late-night salivary cortisol
b. Current 1 mg overnight dexamethasone suppression test (DST)
c. Current longer, low dose DST (2mg per day for 48 hours)

Ill. CRITERIA FOR INITIAL APPROVAL
Cushing’s syndrome/disease

Authorization of 6 months may be granted for treatment of Cushing’s syndrome/disease in members who
either have had surgery that was not curative OR for members who are not candidates for surgery.

IV. CONTINUATION OF THERAPY
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Cushing’s syndrome/disease
Authorization of 12 months for continuation of therapy may be granted for members that meet one of the
following criteria:
A. Lower urinary free cortisol levels since the start of therapy
B. Lower cortisol levels since the start of therapy per one of the following tests (if UFC is not an appropriate
measure due to the member’s condition):
1. Late-night salivary cortisol
2. 1 mg overnight dexamethasone suppression test (DST)
3. Low dose DST (2mg per day for 48 hours)
C. Improvement in signs and symptoms of the disease

V. REFERENCES
1. Isturisa [package insert]. Lebanon, NJ: Recordati Rare Disease, Inc.; March 2020.
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