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Trodelvy (sacituzumab govitecan)

APPROVAL CRITERIA

Requests for Trodelvy (sacituzumab govitecan) may be approved if the following criteria are
met (Label, NCCN 2A):

OR
[l

V.

OR

VI.

VII.

OR
VIILI.

Individual has recurrent or metastatic, histologically confirmed triple-negative Breast
Cancer (lack of estrogen- and progesterone-receptor expression and no overexpression
of HER2); AND

Individual has confirmation of disease progression after two prior lines of therapies;

Individual has unresectable, locally advanced or metastatic, histologically confirmed
hormone receptor (HR) positive, human epidermal growth factor receptor 2 (HER2)-
negative breast cancer; AND

Individual has received endocrine based therapy; AND

Individual has confirmation of disease progression after two prior lines of therapies;

Individual has no response to preoperative systemic therapy or recurrent unresectable
breast cancer (NCCN 1); AND
Individual is using as second-line;

Individual has locally advanced or metastatic Urothelial Cancer; AND
Individual has confirmation of disease progression after platinum-containing
chemotherapy and either an anti-PD-1 or anti-PD-L1 agent.

Trodelvy (sacituzumab govitecan) may not be approved for the following:

Individual is using in combination with an irinotecan-containing regimen or its SN-38
metabolite; OR
When the above criteria are not met and for all other indications.
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Note:

Trodelvy has a black box warning for causing severe neutropenia and diarrhea. Withholding
Trodelvy for absolute neutrophil count below 1500/mm? or neutropenic fever is recommended.
Monitoring patients for diarrhea, and providing supportive care if needed are also
recommended, in addition to withholding or reducing dose for severe diarrhea.
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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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