PRIOR AUTHORIZATION CRITERIA

BRAND NAME
(generic)
ENTRESTO
(sacubitril and valsartan)

Status: CVS Caremark Criteria
Type: Initial Prior Authorization

POLICY

FDA-APPROVED INDICATIONS

Adult Heart Failure

Entresto is indicated to reduce the risk of cardiovascular death and hospitalization for heart failure in adult patients with
chronic heart failure. Benefits are most clearly evident in patients with left ventricular ejection fraction (LVEF) below
normal.

LVEF is a variable measure, so use clinical judgment in deciding whom to treat.

Pediatric Heart Failure

Entresto is indicated for the treatment of symptomatic heart failure with systemic left ventricular systolic dysfunction in
pediatric patients aged one year and older. Entresto reduces NT-proBNP and is expected to improve cardiovascular
outcomes.

COVERAGE CRITERIA
The requested drug will be covered with prior authorization when the following criteria are met:
e The patient is 18 years of age or older
AND
e The requested drug is being prescribed to reduce the risk of cardiovascular death and hospitalization for heart
failure
AND
e The patient has a diagnosis of symptomatic chronic heart failure
AND
o The patient has a left ventricular ejection fraction (LVEF) less than or equal to 40 percent. Documentation
is required for approval. AND
o The patient will receive concomitant treatment with a maximally tolerated dose of a beta-blocker (e.g.,
carvedilol, metoprolol succinate, bisoprolol)
OR
o The patient has experienced an intolerance to a beta-blocker (e.g., carvedilol, metoprolol succinate,
bisoprolol)
OR
o The patient has a contraindication that would prohibit a trial of a beta-blocker (e.g., carvedilol, metoprolol
succinate, bisoprolol)

OR

e The patient has structural heart disease (i.e., left atrial enlargement [LAE], left ventricular hypertrophy [LVH]).
Documentation is required for approval.

OR

e This request is for a pediatric patient one year of age or older
AND
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e The requested drug is being prescribed for the treatment of symptomatic heart failure with systemic left ventricular
systolic dysfunction

AND

e If the patient has a diagnosis of diabetes, the requested drug will not be used in combination with Tekturna
(aliskiren)
OR

o If the patient has renal impairment (estimated Glomerular Filtration Rate [eGFR] less than 60 milliliters per minute
per 1.73 meters squared [mL/min/1.73m?]), the requested drug will not be used in combination with Tekturna
(aliskiren)
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