Korlym (mifepristone)

Override(s) Approval Duration

Prior Authorization Initial Requests: 6 months

Quantity Limit Maintenance Therapy Requests: 12 months

Medications Quantity Limit

Korlym (mifepristone) May be subject to quantity limit
APPROVAL CRITERIA

Initial requests for Korlym (mifepristone) may be approved if the following criteria are met:

I. Individual is 18 years of age or older; AND
[I. Documentation is provided that individual has a diagnosis of endogenous Cushing's
syndrome; AND
[ll. Individual has one of the following:
A. Type 2 diabetes mellitus (T2DM), and documentation is provided; OR
B. Impaired glucose tolerance (IGT), and documentation is provided;

AND

IV.  Diagnosis of Cushing’s has been confirmed by, or in consultation with, a board-certified
endocrinologist who has reviewed and verified the test results (including but not limited to:
24-hour urinary free cortisol (UFC) test; Dexamethasone suppression test (DST); Late-
night salivary cortisol (LNSC) test) that are indicative of a positive test;

AND
V. One of the following:
A. Individual is NOT a candidate for surgery that is expected to correct the cause of
endogenous Cushing’s syndrome; OR
B. Disease persists or recurs following surgery intended to correct the cause of endogenous
Cushing’s syndrome.

Continuation of therapy requests for Korlym (mifepristone) may be approved if the following
criteria are met:

I. Individual continues to meet the initial request approval criteria; AND

[I. Documentation is provided that individual has experienced an improvement in or stabilization
of glucose control as assessed by fasting serum glucose test, oral glucose tolerance test, or
hemoglobin A1c test.

Korlym (mifepristone) may not be approved for the following:

I.  For the treatment of type 2 diabetes mellitus unrelated to endogenous Cushing’s syndrome;
OR
II. Individual has a history of unexplained vaginal bleeding; OR
lll. Individual has current endometrial hyperplasia with atypia or endometrial carcinoma; OR
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IV. Individual has a diagnosis of severe hepatic impairment (Child Pugh Class C); OR
V. Used in combination with any of the following:
A. Long term systemic corticosteroids for serious medical conditions or ilinesses; OR
B. Simvastatin or lovastatin; OR
C. CYP3A substrates with narrow therapeutic ranges (including but not
limited to cyclosporine, fentanyl, sirolimus, tacrolimus); OR
D. CYP3A inducers (including but not limited to, rifampin, phenobarbital, phenytoin,
carbamazepine); OR
Agents or co-morbid conditions which prolong the QT interval; OR
Hormonal contraceptives.

nm

Note:

Korlym (mifepristone) has a black box warning for the use in pregnancy. Prior to therapy
initiation or if therapy interrupted for more than 14 days, pregnancy must be excluded in females
of reproductive potential. Pregnancy should be prevented with a non-hormonal medically
acceptable method of contraception during therapy. Women who have undergone surgical
sterilization are exempt from the contraceptive requirement. Korlym is pregnancy category X.
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take
precedence over the application of this clinical criteria.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.
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