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Praluent® (alirocumab) 
Repatha® (evolocumab) 

 
INDICATION: 
 
“Praluent is a PCSK9 (proprotein Convertase Subtilisin Kexin Type 9) inhibitor antibody indicated as 
adjunct to diet and maximally tolerated statin therapy for the treatment of adults with heterozygous 
familial hypercholesterolemia or clinical atherosclerotic cardiovascular disease, who require additional 
lowering of LDL-cholesterol (LDL-C). 
Limitations of Use:  The effect of Praluent on cardiovascular morbidity and mortality has not been 
determined.”1 

“Repatha is a PCSK9 (proprotein convertase subtilisin kexin type 9) inhibitor antibody indicated as an 
adjunct to diet and: Maximally tolerated statin therapy for treatment of adults with heterozygous 
familial hypercholesterolemia (HeFH) or clinical atherosclerotic cardiovascular disease (CVD), who 
require additional lowering of low density lipoprotein cholesterol (LDL-C), Other LDL-lowering therapies 
(e.g., statins, ezetimibe, LDL apheresis) in patients with homozygous familial hypercholesterolemia 
(HoFH) who require additional lowering of LDL-C. 
Limitations of Use:  The effect of Repatha on cardiovascular morbidity and mortality has not been 
determined.” 2 
 
Dosage Form/Strength: 
Praluent Injection: 75 mg/mL, 150mg/mL pen & syringe 
Repatha: 140mg/mL syringe, 140mg/mL SureClick autoinjector 
 
Diagnostic Criteria: 

Diagram 1 
  

Diagnosis of 
clinical 

atherosclerotic 
cardiovascular 

disease (ASCVD)3 

Acute coronary 
syndrome 

History of 
myocardial 

infarction (MI) 

Stable or unstable 
angina 

Coronary or other 
arterial 

revascularization 

Stroke 

Transient ischemic 
attack (TIA) 

Peripheral arterial 
disease (PAD) 

presumed to be of 
atherosclerotic 

origin 
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Diagram 2 

 
 

Diagram 3 

 
 

Diagnosis of homozygous 
familial hypercholesterolemia 

(HoFH) 

Untreated LDL-C > 500 mg/dL 
(13 mmol/L ) 

OR 
Treated LDL-C ≥300 mg/dL (8 

mmol/L)6 

Cutaneous or tendon xanthoma 
before age 10 years 

Untreated elevated LDL-C levels 
consistent with heterozygous FH 
in both parents [untreated total 

cholesterol >290 mg/dL  
OR 

Untreated LDL-C >190 mg/dL5 

Genetic confirmation of two 
mutant alleles at the LDLR, Apo-
B, PCSK9, LDLRAP1 gene locus4 Patient has not reached goal 

LDL-C level for his/her risk 
category 

Pretreatment Total cholesterol 
>260 mg/dL (6.7 mmol/L) or LDL-

C >155 mg/dL (4.0 mmol/L)7 
 Child less than 16 years old 

Diagnosis of heterozygous 
familial hypercholesterolemia 

(HeFH) 

Pretreatment (prior to any 
hypercholesterolemia 

therapy) Total Cholesterol 
greater than 290 mg/dL (7.5 

mmol/L) 

Cutaneous or tendon 
xanthoma in the patient or in 

a first-or second degree 
relative 

Genetic confirmation of a 
mutant allele at the LDLR, 

Apo-B, PCSK9, LDLRAP1 gene 
locus4 

Patient has not reached goal 
LDL-C level for his/her risk 

category 

Pretreatment (prior to any 
hypercholesterolemia therapy) 
LDL-C greater than 190 mg/dL 

(4.9 mmol/L) 7, 8, 9 

Cutaneous or tendon 
xanthoma in the patient or in 

a first-or second degree 
relative. 
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Praluent & Repatha Criteria for Approval 
 

Table 1: 
Praluent & Repatha Criteria for Approval 

 
Medication is being prescribed by, or in consultation with, a specialist (e.g., cardiologist, lipidologist, endocrinologist) 

↓ 
The patient has not reached goal LDL-C level for the patient’s risk category, as defined by generally accepted peer-reviewed guidelines.  (For example: NCEP 

ATP III, NLA, or ACC/AHA) 
↓ 

The patient has failed at least two high potency statins (i.e. rosuvastatin or atorvastatin), after a trial of at least 4 weeks each, at the maximum tolerated 
dose, in combination with Zetia®. 

↓ 
The patient will use the requested medication in conjunction with diet 

↓ 
Baseline (prior to treatment with a PCSK9 inhibitor) LDL and Total Cholesterol levels must be provided 
↙ ↘ 

Praluent  Repatha 
↙  ↘   ↙ ↓  ↘ 

Patient has a diagnosis of 
HeFH confirmed by the 

diagnostic criteria of 
Diagram 3 

OR 
↔ 

Patient has a 
diagnosis of clinical 
ASCVD confirmed 
by the diagnostic 

criteria of Diagram 
1 

 The patient has a diagnosis 
of HoFH confirmed by the 

diagnostic criteria of 
Diagram 2 

OR 
↔ 

The patient has a 
diagnosis of HeFH 
confirmed by the 

diagnostic criteria of 
Diagram 3 

OR 
↔ 

Patient has a diagnosis 
of ASCVD confirmed 

by the diagnostic 
criteria of Diagram 1 

↘  ↙  ↓   ↘ ↙ 
Patient is ≥18 years old  Patient is ≥13 years old  Patient is ≥18 years old 

↙  ↘  ↓  ↙  ↘ 
Patient will use Praluent 

in conjunction with 
maximally tolerated 

statin therapy 

OR
↔ 

Patient has a 
package labeled 

contraindication* 
to all statins 

 Repatha will be used with 
other LDL lowering 

therapies (i.e. statins, Zetia, 
or LDL apheresis) 

 Patient will use Repatha 
in conjunction with 
maximally tolerated 

statin therapy 

OR
↔ 

Patient has a package 
labeled 

contraindication* to 
all statins 

ASCVD = Atherosclerotic cardiovascular disease, HeFH = heterozygous familial hypercholesterolemia, HoFH = homozygous familial hypercholesterolemia 
* Muscle cramps/pain does not count as a contraindication   
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Praluent & Repatha Criteria for Denial: 
 

Table 2: 
Praluent & Repatha Criteria for Denial 

 
Medication is not being prescribed by, or in consultation with, a specialist (e.g., cardiologist, lipidologist, endocrinologist) 

↓ 
The patient is at, or below, goal LDL-C level, as defined by generally accepted peer-reviewed guidelines. 

↓ 
The patient has not failed at least two high potency statins (i.e. rosuvastatin or atorvastatin), after a trial of at least 4 weeks each, at the 

maximum tolerated dose, in combination with Zetia®. 
↓ 

The patient will not use the requested medication in conjunction with diet 
↓ 

Baseline (prior to treatment with a PCSK9 inhibitor) LDL and Total Cholesterol levels have not been provided 
  

Medication will be used in combination with Juxtapid® (lomitapide) or Kynamro® (mipomersen). 
↙ ↘ 

Praluent  Repatha 
↙  ↘   ↙ ↓  ↘ 

Patient does not have 
a diagnosis of HeFH 

confirmed by the 
diagnostic criteria of 

Diagram 3 

OR
↔ 

Patient does not 
have a diagnosis 
of clinical ASCVD 
confirmed by the 
diagnostic criteria 

of Diagram 1 

 Patient does not have a 
diagnosis of HoFH 
confirmed by the 

diagnostic criteria of 
Diagram 2 

OR
↔ 

Patient does not have 
a diagnosis of HeFH 

confirmed by the 
diagnostic criteria of 

Diagram 3 

OR
↔ 

Patient does not 
have a diagnosis of 
ASCVD confirmed 
by the diagnostic 

criteria of Diagram 1 

↘  ↙  ↓   ↘ ↙ 
Patient is <18 years old  Patient is <13 years old  Patient is <18 years old 

↙  ↘  ↓  ↙  ↘ 
Patient will not use 

Praluent in conjunction 
with maximally 

tolerated statin therapy 

OR
↔ 

Patient does not 
have a package 

labeled 
contraindication* 

to all statins 

 Repatha will not be used 
with other LDL lowering 
therapies (i.e. statins, 

Zetia, or LDL apheresis) 

 Patient will not use 
Repatha in 

conjunction with 
maximally tolerated 

statin therapy 

OR
↔ 

Patient does not 
have a package 

labeled 
contraindication* to 

all statins 
ASCVD = Atherosclerotic cardiovascular disease, HeFH = heterozygous familial hypercholesterolemia, HoFH = homozygous familial hypercholesterolemia 
* Muscle cramps/pain does not count as a contraindication   
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Praluent & Repatha Criteria for Reauthorization Approval: 
 

• Patient meets all of the criteria for the initial authorization.  
o WITH THE EXCEPTION OF: “The patient has not reached goal LDL-C level for the patient’s risk 

category, as defined by generally accepted peer-reviewed guidelines.”; AND 
• There is documented evidence of a positive clinical response to therapy.  Both baseline (prior to 

treatment with a PCSK9 inhibitor), and current LDL-C and Total Cholesterol levels must be 
submitted with any reauthorization request. 

 
Praluent & Repatha Criteria for Reauthorization Denial: 

• Patient does not meet all of the criteria for the reauthorization approval; OR 
• There is no documented evidence of a positive clinical response to therapy.  Both baseline (prior 

to treatment with a PCSK9 inhibitor), and current LDL-C and Total Cholesterol levels must be 
submitted with any reauthorization request. 

 
Length of Authorization: 
 
1.  Initial coverage may be approved for up to three months.   
2.  Subsequent re-authorizations may be issued for up to a year. 
 
Quantity Limit: 
 

• The Praluent dispensing limit is 2 pens or syringes per 30 days. 
• The Repatha dispensing limit is 2 syringes or autoinjectors per 30 days for a diagnosis of 

heterozygous familial hypercholesterolemia (HeFH) or clinical atherosclerotic cardiovascular 
disease (ASCVD). 

• The Repatha dispensing limit is 3 syringes or autoinjectors per 30 days for a diagnosis of 
homozygous familial hypercholesterolemia (HoFH). 

 
Mechanism of Action: 
“Alirocumab is a human monoclonal antibody that binds to proprotein convertase subtilisin kexin type 9 
(PCSK9). PCSK9 binds to the low-density lipoprotein receptors (LDLR) on the surface of hepatocytes to 
promote LDLR degradation within the liver. LDLR is the primary receptor that clears circulating LDL, 
therefore the decrease in LDLR levels by PCSK9 results in higher blood levels of LDL-C. By inhibiting the 
binding of CPSK9 to LDLR, alirocumab increases the number of LDLRs available to clear LDL, thereby 
lowering LDL-C levels.” 1 

 
“Evolocumab is a human monoclonal IgG2 directed against human proprotein convertase subtilisin kexin 
9 (PCSK9).  Evolocumab binds to PCSK9 and inhibits circulating PCSK9 from binding to the low density 
lipoprotein (LDL) receptor (LDLR), preventing PCSK9-mediated LDLR degradation and permitting  LDLR to 
recycle back to the liver cell surface.  By inhibiting the binding of PCSK9 to LDLR, evolocumab increases 
the number of LDLRs available to clear LDL from the blood, thereby lowering LDL-C levels.” 2 
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