Kisqgali (ribociclib succinate)/
Kisgali-Femara Co-pack (ribociclib
succinate/letrozole)

Override(s) Approval Duration
Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit

Kisqali (ribociclib succinate) tablets May be subject to quantity limit
Kisqali Femara (ribociclib
succinate/letrozole) co-pack

APPROVAL CRITERIA

Requests for Kisqali (ribociclib) may be approved if the following criteria are met:

I. Individual has a diagnosis of advanced, recurrent unresectable, or metastatic breast
cancer; AND
II.  Individual has hormone receptor-positive, human epidermal growth factor receptor 2-
negative (HR+/ HER2-) breast cancer;
AND
[ll.  Individual meets one of the following:
A.Male; OR
B. Postmenopausal female; OR
C.Premenopausal treated with ovarian ablation/suppression;
AND
IV. Individual is using in one of the following ways:
A. Individual is using as an initial endocrine-based therapy in combination with an
aromatase inhibitor (Label, NCCN 1); OR
B. Individual is using fulvestrant as initial endocrine-based therapy or following
disease progression on endocrine therapy(Label, NCCN 1);

OR
V. Individual has a diagnosis of early breast cancer (Label); AND
VI. Individual has Stage Il or Il early breast cancer at a high risk of recurrence; AND
VII.  Individual is HR positive and HER2 negative; AND
VIIl.  Individual is using in combination with an aromatase inhibitor for adjuvant treatment;
AND
IX. Individual is using for up to 3 years in the absence of disease recurrence or unaccetable
toxicity;
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OR
X. Individual has a diagnosis of recurrent or metastatic endometrial cancer (NCCN 2A);

AND
Xl.  Individual is using for systemic therapy; AND
XIl.  Individual is using for ER-positive tumors; AND
XIll.  Indiidual has lower-grade endometroid histologies (for example in those with small

tumor volume or an indolent growth pace); AND
XIV. Individual is using in combination with letrozole.

Requests for Kisqali Femara (ribociclib succinate/letrozole) Co-Pack may be approved if the
following criteria are met:

I.  Individual is has a diagnosis of advanced, recurrent, or metastatic breast cancer (Label,
NCCN 1); AND
II.  Individual has hormone receptor-positive, human epidermal growth factor receptor 2-
negative (HR+/ HER2-) breast cancer; AND
lll.  Individual is using as initial endocrine-based therapy;

OR

IV. Individual has a diagnosis of early breast cancer; AND

V. Individual has Stage Il or lll early breast cancer at a high risk of recurrence; AND
VI.  Individual is HR positive and HERZ2 negative; AND

VII.  Individual is using for adjuvant treatment; AND
VIIl.  Individual is using for up to 3 years in the absence of disease recurrence or unaccetable
toxicity.

Note: Kisqali is taken for 21 consecutive days in a cycle followed by 7 days off treatment.
Warnings and precautions include QT interval prolongation, hepatobiliary toxicity, and
neutropenia.
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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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