Entresto (sacubitril/valsartan)

Override(s) Approval Duration

Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit
Entresto (sacubitril/valsartan) May be subject to quantity limit
APPROVAL CRITERIA
Initial requests for Entresto (sacubitril/valsartan) may be approved if the following criteria are
met:
[.  Individual is 18 years of age or older; AND
[I.  Individual is using for the treatment of New York Heart Association (NYHA) class I, lll,
or IV heart failure symptoms (McMurray 2014; Solomon 2019); AND
[ll. Individual has a left ventricular ejection fraction less than or equal to 57% (McMurray
2014; Solomon 2019);
OR
IV. Individual is less than 18 years of age; AND
V. Individual is using for the treatment of New York Heart Association (NYHA) class |1, 1lI
or IV heart failure symptoms; AND
VI.  Individual has a left ventricular ejection fraction less than or equal to 40%.

Continuation requests for Entresto (sacubitril/valsartan) may be approved if the following
criteria are met:

There is confirmation of clinically significant improvement or stabilization in clinical signs
and symptoms of disease (including but not limited to improvement in heart failure
symptoms, reduction in heart failure related physical limitations, reduction in
hospitalization).

Entresto (sacubitril/valsartan) may not be approved for any of the following:

V.

Individual is pregnant or wishing to become pregnant; OR

Individual is breastfeeding; OR

Individual will be utilizing an angiotensin-converting enzyme (ACE) inhibitor OR
angiotensin receptor blocker (ARB) in combination with Entresto
(sacubitril/valsartan); OR

Individual will be utilizing in combination with Tekturna (aliskiren)/Tekturna HCT
(aliskiren/hydrochlorothiazide) and has a diagnosis of:
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A. Diabetes; OR
B. Renal impairment (eGFR < 60 mL/min/1.73 m?);
OR
V. Individual has a history of hereditary angioedema or angioedema related to previous
ACE inhibitor or ARB therapy; OR
VI. Individual has severe hepatic impairment (Child-Pugh C)

Note:

Entresto has a black box warning for fetal toxicity. Drugs that act directly on the renin-
angiotensin system can cause injury and death to a developing fetus. When pregnancy is
detected, Entresto should be discontinued and alternative treatments considered. If Entresto is
considered lifesaving for the mother, she should be advised of the potential risk to the fetus.
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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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