Doxorubicin Hydrochloride Liposome Injection

Override Approval Duration
Prior Authorization 1 year
Medications

Doxil

Doxorubicin hydrochloride (HCL) liposome

APPROVAL CRITERIA

Requests for Doxorubicin Liposome (Doxil, Lipodox) may be approved if the following criteria

are met:

I.  Individual has a diagnosis of one of the following:

A.

B.
C.

nmmo

OR
G.

Breast cancer when used as monotherapy for recurrent or metastatic disease (NCCN

2A); OR

Kaposi’s sarcoma, AlDS-related; OR

Hodgkin’s Lymphoma (e.g. classical Hodgkin lymphoma or nodular lymphocytic

predominant Hodgkin lymphoma) when used as second-line or subsequent therapy

for refractory or relapsed disease (NCCN 2A); OR

Non-Hodgkin lymphoma (NCCN 2A); OR

Multiple myeloma when agent used as second-line or later line of therapy; OR

Ovarian cancer (including epithelial ovarian cancer, fallopian tube cancer, and

primary peritoneal cancer) when one of the

following is met:

1. Agent used as monotherapy; OR

2. Agent used in combination with carboplatin (NCCN 1, 2A); OR

3. Agent used in combination with bevacizumab (or bevacizumab biosimilar), if
bevacizumab was not previously used for treatment of ovarian cancer (NCCN
2A); OR

4. Agent used in combination with carboplatin and bevacizumab (or bevacizumab
biosimilar), if bevacizumab was not previously used for treatment of ovarian
cancer (NCCN 1, 2A);

Sarcomas, soft tissue when one of the following is met (NCCN 2A):

1. Angiosarcoma when used as monotherapy; OR

2. Dermatofibrosarcoma protuberans (DFSP) with fibrosarcomatous transformation
used as monotherapy; OR

Dedifferentiated chordoma used as monotherapy; OR

Desmoid tumors; OR

Retroperitoneal/Intra-abdominal sarcomas when used as monotherapy; OR
Rhabdomyosarcoma when used as monotherapy; OR

Soft tissue sarcoma of the extremity, superficial trunk, head or neck when used
as monotherapy; OR
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8. Solitary fibrous tumor when used as monotherapy;

OR
H. Uterine neoplasm when one of the following is met (NCCN 2A):
1.  Endometrial carcinoma when used as monotherapy; OR
2. Uterine sarcoma when used as monotherapy for advanced or metastatic disease.

Doxorubicin Liposome (Doxil, Lipodox) may not be approved when the above criteria are not
met and for all other indications.

Note:

There is a black box warning with doxorubicin liposome for cardiomyopathy (including
congestive heart failure) and infusion-related reactions consisting of, but not limited to,
flushing, shortness of breath, facial swelling, headache, chills, back pain, tightness in the chest
or throat, and/or hypotension.
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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.

PAGE 2 of 2 09/19/2023


http://www.clinicalpharmacology.com/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

