ALASKA MEDICAID
Prior Authorization Criteria

Praluent® (alirocumab)
Repatha® (evolocumab)

FDA INDICATIONS AND USAGE!

Praluent is a PCSK9 (proprotein convertase subtilisin kexin type 9) inhibitor indicated:

e To reduce 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.

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

o adults with hypercholesterolemia

o adults and pediatric patients aged 8 years and older with heterozygous familial
hypercholesterolemia (HeFH)

o adults with homozygous familial hypercholesterolemia (HoFH)

Repatha is a PCSK9 (proprotein convertase subtilisin kexin type 9) inhibitor indicated:

e To reduce 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 (LDL-C) in:

o adults with hypercholesterolemia
o adults and pediatric patients aged 10 years and older with heterozygous familial
hypercholesterolemia (HeFH)

o adults and pediatric patients aged 10 years and older with homozygous familial
hypercholesterolemia (HoFH)

APPROVAL CRITERIA"?

1. Patient meets FDA labeling age requirement AND;

2. Prescribed by or in consultation with a cardiologist AND;

3. One or more of the following applies

a. Patient has the diagnosis of primary hypercholesterolemia with pre-treatment baseline
LDL-C > 190mg/dl

b. Patient has the diagnosis of familial hypercholesterolemia (HeFH or HoFH)

c. Isatincreased risk for a major adverse cardiovascular event defined as a calculated 10-
year ASCVD risk score > 20% AND;

4. Patient has a documented treatment failure to a high-potency statin (atorvastatin or rosuvastatin)
at maximum tolerated dose for at least 12 weeks or an intolerance to statin supported by
submitted chart notes AND;

5. Patient has failed to reach target LDL-C levels (supported by submitted chart notes/labs)

a. 0 ASCVD: LDL-C target is < 70 mg/dL
b. o Non-ASCVD: LDL-C target is < 100 mg/dL

DENIAL CRITERIA'!

1. Failure to meet approval criteria OR;
2. The patient is at or below defined goal LDL-C level prior to initiation of PCSK-9 treatment OR;
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3. Baseline LDL-C and total cholesterol levels have not been provided OR;
4. Product will be used together with another PCSK9 drug.

CAUTIONS'

e Hypersensitivity reactions, including angioedema, have occurred.
DURATION OF APPROVAL

e Initial Approval: up to 3 months
e Reauthorization Approval: up to one year

QUANTITY LIMIT

e Praluent: 150mg every 14 days

e Repatha:
o ASCVD or HeFH: 140mg every 14 days or 420mg once per 28 days
o HoFH; 420mg every 14 days
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