Ellence (epirubicin)

Override(s) Approval Duration
Prior Authorization 1 year
Medications

Ellence (epirubicin)

APPROVAL CRITERIA

Requests for Ellence (epirubicin) may be approved if the following criteria are met:
Individual has a diagnosis of one of the following:

I. Invasive or inflammatory breast cancer, metastatic, or locally advanced disease (Label,
NCCN 1 and 2A); OR
II.  Non-Hodgkin Lymphoma - Peripheral T-Cell Lymphoma (NCCN 2A); OR
lll.  Soft Tissue Sarcoma (NCCN 2A); OR
IV. Uterine Sarcoma (NCCN 2A); OR
V. Merkel Cell Carcinoma (NCCN 2A); OR
VI. Bladder Cancer (NCCN 2A).

Ellence (epirubicin) may not be approved for the following:

|.  Severe myocardial insufficiency; OR
II.  Recent myocardial infarction or severe arrhythmias, or previous treatment with maximum
cumulative doses of other anthracyclines; OR
lll.  Severe persistent drug-induced myelosuppression; OR
IV.  Severe hepatic impairment (Child-Pugh Class C, or serum bilirubin level greater than 5
mg/dL); OR
V.  When the above criteria are not met and for all other indications.

Note:

Ellence (epirubicin) has black box warnings regarding tissue necrosis, cardiac toxicity,
secondary acute myelogenous leukemia, dose reduction in individuals with hepatic function
impairment, and myelosuppression.
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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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