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Drug/Drug Class: Lipotropics, Alternative Agents PDL Edit
First Implementation Date: January 9, 2025
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:
High levels of low-density lipoprotein cholesterol (LDL-C) can increase the risk of serious cardiovascular events, such as heart attacks, strokes, and peripheral artery disease. Current guidelines recommend statins as first-line therapy for reducing LDL-C and preventing cardiovascular events. The American College of Cardiology (ACC) guidelines recommend add-on therapies, such as ezetimibe (Zetia) and bempedoic acid (Nexletol), in patients that require alternative or additional treatments due to statin intolerance or insufficient response.

Nexletol was approved by the US Food and Drug Administration (FDA) in 2020 as an adjunct to diet and statin therapy for adults with heterozygous familial hypercholesterolemia (HeFH) or established atherosclerotic cardiovascular disease (ASCVD) who need additional lowering of LDL-C. In 2024, Nexletol received approval for an expanded indication to include use in adults unable to take statins who have established cardiovascular disease (CVD) or are a high risk for a CVD event to reduce the risk of myocardial infarction and coronary revascularization. Additionally, Nexletol is approved as an adjunct to diet for LDL-C lowering in adults with primary hyperlipidemia, including HeFH, when other LDL-C lowering therapies are not possible. Zetia, a cholesterol absorption inhibitor, was approved by the FDA in 2002 and is indicated for primary hyperlipidemia, mixed hyperlipidemia, and homozygous familial sitosterolemia, either as monotherapy or in combination with statins or other LDL-C lowering therapies. Nexlizet (bempedoic acid and ezetimibe) was FDA approved in 2020 and shares the same indications as Nexletol. 

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

Preferred Agents:
· Ezetimibe

Non-Preferred Agents:
· Nexletol
· Nexlizet
· Zetia
Setting & Population 
Drug class for review: 
Age range: All appropriate MO HealthNet participants

Approval Criteria
· Must meet one of the following:
· Claim is for a preferred agent; OR
· Failure to achieve desired therapeutic outcomes with trial on 1 or more preferred agents;
· Documented trial period for preferred agents; OR
· Documented ADE/ADR to preferred agents. 
· Additional approval criteria for Nexletol and Nexlizet: 
· Initial therapy – 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; AND
· Documentation of current lipid profile no less than 3 months old.
· Continuation of Therapy – must meet all of the following:
· Documentation of cholesterol goals and current LDL levels.	

Denial Criteria
· Therapy will deny with presence of one of the following:
· Any approval criteria are not met; OR
· Claim exceeds maximum dosing limitations:
	Drug Description
	Generic Equivalent
	Max Dosing Limitation

	NEXLETOL 180 MG TABLET
	BEMPEDOIC ACID
	1 tablet per day

	NEXLIZET 180/10 MG TABLET
	BEMPEDOIC ACID/EZETIMIBE 
	1 tablet per day

	ZETIA 10 MG TABLET
	EZETIMIBE
	1 tablet per day




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