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Intent:

The intent of this policy/guideline is to provide information to the prescribing practitioner
outlining the coverage criteria for PCSK9 inhibitors, Praluent and Repatha, under the
patient’s prescription drug benefit.

Description:

FDA-approved Indications'3

Praluent

e Toreduce the risk of major adverse cardiovascular (CV) events (coronary heart
disease death, myocardial infarction, stroke, or unstable angina requiring
hospitalization) in adults at increased risk for these events.

¢ Asanadjunct to diet and exercise to reduce low-density lipoprotein cholesterol
(LDL-C) in:

»  Adults with hypercholesterolemia.

= Adults and pediatric patients aged 8 years and older with heterozygous
familial hypercholesterolemia (HeFH).

» Adults with homozygous familial hypercholesterolemia (HoFH).

Repatha

e Toreduce the risk of major adverse cardiovascular (CV) events (CV death,
myocardial infarction, stroke, unstable angina requiring hospitalization, or coronary
revascularization) in adults at increased risk for these events.

e Asan adjunct to diet and exercise to reduce low-density lipoprotein cholesterol
(LDL-C) in:

= Adults with hypercholesterolemia.

» Adults and pediatric patients aged 10 years and older with heterozygous
familial hypercholesterolemia (HeFH).

= Adults and pediatric patients aged 10 years and older with homozygous
familial hypercholesterolemia (HoFH).

Applicable Drug List:

Praluent
Repatha
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Policy/Guideline:

Coverage Criteria

Clinical Atherosclerotic Cardiovascular Disease (ASCVD)"2459

Authorization of 12 months may be granted for treatment of ASCVD when all of the following
criteria are met:

e Member has a history of ASCVD or has experienced a cardiovascular event.
e Member meets either of the following criteria:
= Member has a current LDL-C level greater than or equal to 70 milligrams per
deciliter.
= Member has a current LDL-C level greater than or equal to 55 milligrams per
deciliter and has multiple ASCVD events or high-risk conditions (e.g., 65 years
of age or older, familial hypercholesterolemia, diabetes, chronic kidney
disease, history of congestive heart failure).
e Member is receiving maximally tolerated statin therapy or has a contraindication or
intolerance to statin therapy.

Hypercholesterolemia'>”

Authorization of 12 months may be granted for treatment of hypercholesterolemia when all
of the following criteria are met:

e Member had an untreated (before any lipid-lowering therapy) LDL-C level greater
than or equal to 190 milligrams per deciliter.

¢ Member has a current LDL-C level greater than or equal to 100 milligrams per
deciliter.

e Member is receiving maximally tolerated statin therapy or has a contraindication or
intolerance to statin therapy.

Heterozygous Familial Hypercholesterolemia (HeFH)'>’

Authorization of 12 months may be granted for treatment of heterozygous familial
hypercholesterolemia (HeFH) when all of the following criteria are met:

¢ Member meets either of the following criteria:

* Member is 18 years of age or older and had an untreated (before any lipid-
lowering therapy) LDL-C level greater than or equal to 190 milligrams per
deciliter.

= Member is less than 18 years of age and the request is for Praluent or
Repatha, and had an untreated (before any lipid-lowering therapy) LDL-C
level greater than or equal to 160 milligrams per deciliter.
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e Member has a current LDL-C level greater than or equal to 100 milligrams per
deciliter.

e Member is receiving maximally tolerated statin therapy or has a contraindication or
intolerance to statin therapy.

Homozygous Familial Hypercholesterolemia (HoFH)"58

Authorization of 12 months may be granted for treatment of of homozygous familial
hypercholesterolemia (HoFH) when all of the following criteria are met:

e Member has a confirmed diagnosis of HoFH.
e Member meets either of the following criteria:
* Member has a current LDL-C level greater than or equal to 70 milligrams per
deciliter.
= Member has a current LDL-C level greater than or equal to 55 milligrams per
deciliter and meets either of the following criteria:
=  Member has a history of a clinical ASCVD event.
= Member has major ASCVD risk factors (e.g., 65 years of age or older,
familial hypercholesterolemia, diabetes, chronic kidney disease, history of
congestive heart failure).
e Member is receiving maximally tolerated statin therapy or has a contraindication or
intolerance to statin therapy.

Primary Prevention of Atherosclerotic Cardiovascular Disease in Diabetes Mellitus*®°

Authorization of 12 months may be granted for primary prevention of ASCVD in members
with diabetes mellitus when all of the following criteria are met:

¢ Member is 40 years of age to 75 years of age.

e Member has a current LDL-C level of greater than or equal to 70 milligrams per
deciliter.

¢ Member is receiving maximally tolerated statin therapy or has a contraindication or
intolerance to statin therapy.

Continuation of Therapy

Authorization of 12 months may be granted for members who are continuing therapy with a
PCSKO9i.

Approval Duration and Quantity Restrictions:

Approval: 12 months
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Quantity Level Limit:
e Praluent 75 mg pen: 2 pens per 28 days
¢ Repatha 140 mg syringe or Sure Click autoinjector: 3 syringes/ Sure Click per 28 days

e Repatha 420 mg Pushtronex system: 1 injection per 28 days
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