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Phesgo (pertuzumab/trastuzumab/hyaluronidase-zzxf)

APPROVAL CRITERIA

Requests for Phesgo (pertuzumab/trastuzumab/hyaluronidase-zzxf) may be approved if the
following criteria are met:

I.  Individual has a diagnosis of HER2-positive (HER2+) breast cancer confirmed by one of
the following:
A. Immunohistochemistry (IHC) is 3 +;

OR

B. In situ hybridization (ISH) positive;

AND

C. One of the following:

1.
2.
3.

OR

4.
5.
6.

OR

7.
8.

9.

Individual is using as neoadjuvant treatment; AND

Individual is using in combination with chemotherapy; AND

Individual has a diagnosis of locally advanced, inflammatory, or early stage
breast cancer (either greater than 2 cm in diameter or node positive) as part of a
complete treatment regimen for early breast cancer;

Individual is using as adjuvant treatment; AND
Individual is using in combination with chemotherapy; AND
Individual has a diagnosis of early breast cancer at high risk of recurrence;

Individual is using for the treatment of metastatic breast cancer; AND
Individual has not received prior anti-HER2 therapy or chemotherapy for
metastatic disease; AND
Individual is using in one of the following ways:
a. Phesgo in combination with docetaxel; OR
b. Phesgo alone after discontinuing combination therapy with docetaxel and
continues with Phesgo until disease progression (Swain 2015);
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OR

II.  Individual is using Phesgo as a substitute anywhere that the combination of intravenous
pertuzumab and intravenous trastuzumab (or trastuzumab biosimilars) are given as part
of systemic therapy (NCCN 2A).

Requests for Phesgo (pertuzumab/trastuzumab/hyaluronidase-zzxf) may not be approved
when the above criteria are not met and for all other indications.

Note:

Phesgo has black box warnings for cardiomyopathy, embryo-fetal toxicity, and pulmonary
toxicity. Phesgo administration can result in subclinical and clinical cardiac failure manifesting
as CHF, and decreased LVEF, with greatest risk when administered concurrently with
anthracyclines. Evaluate cardiac function prior to and during treatment. Discontinue Phesgo for
cardiomyopathy. Exposure to Phesgo can result in embryo-fetal death and birth defects.
Discontinue Phesgo for anaphylaxis, angioedema, interstitial pneumonitis, or acute respiratory
distress syndrome.
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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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