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Drug/Drug Class: Proprotein Convertase Subtilisin Kexin type 9 (PCSK9) Inhibitors PDL Edit
First Implementation Date: January 10, 2019
Proposed Date: October 20, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria


Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
Proprotein convertase subtilisin/kexin type 9 (PCSK9) is a hepatic protease which functions to regulate the amount of cholesterol in circulation. PCSK9 binds to and breaks down low-density lipoprotein receptors (LDLR), which are responsible for the removal of cholesterol.  Praluent and Repatha, approved by the FDA in 2015, are monoclonal antibodies that bind to and inhibit PCSK9 from binding to LDLR resulting in a decrease in LDLR degradation. Praluent is indicated for use as adjunct to diet, alone, or in combination with other lipid-lowering medications for the treatment of primary hyperlipidemia and to reduce the risk of myocardial infarction, stroke and unstable angina requiring hospitalization in adult patients with cardiovascular disease (CVD).  Praluent is also indicated in adults for homozygous familial hypercholesterolemia (HoFH) and adults and pediatric patients 8 years and older for heterozygous familial hypercholesterolemia (HeFH). Repatha is indicated 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. Repatha is also indicated as an adjunct to diet and exercise to reduce LDL-C in adults and pediatric patients 10 years and older with heterozygous familial hypercholesterolemia (HeFH) and homozygous familial hypercholesterolemia (HoFH).  Leqvio, FDA approved in 2021, is a small interfering RNA (siRNA), which utilizes RNA interference in hepatocytes to cause catalytic breakdown of mRNA for PCSK9 synthesis; therefore, increasing clearance of low-density lipoprotein cholesterol (LDL-C).  Leqvio is indicated as an adjunct to diet and exercise for the treatment of adults with primary hyperlipidemia, including HeFH, to reduce LDL-C.

Total program savings for the PDL classes will be regularly reviewed.


Preferred Agents:
Praluent
Repatha SureClick/Syringe (Amgen USA mft)

Non-Preferred Agents:
Leqvio
Repatha (Amgen mft)


Setting & Population 
Drug class for review: Proprotein Convertase Subtilisin Kexin type 9 (PCSK9) Inhibitors
Age range: All appropriate MO HealthNet participants

Approval Criteria
· Must meet all of the following:
· Documented diagnosis of hypercholesterolemia or clinical atherosclerotic cardiovascular disease in the past year;
· Documented compliance on high dose statin therapy (90/120 days) or documentation of intolerance to statin therapy;
· For initial therapy only: Documentation of current lipid profile no less than 3 months old; AND
· Must meet one of the following:
· Claim is for a preferred agent; OR
· Failure to achieve desired therapeutic outcomes with trial on 2 or more preferred agents:
· Documented trial period for preferred agents; OR
· Documented ADE/ADR to preferred agents. 

Denial Criteria
· Therapy will deny with presence of one of the following: 
· Any approval criteria are not met.

Disposition of Edit
Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period: 1 year
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