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Reference number(s) 
3647-A 

Initial Prior Authorization 
Nexletol, Nexlizet 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and 
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise 
stated. 

Brand Name Generic Name 

Nexletol bempedoic acid 

Nexlizet bempedoic acid/ezetimibe 

Indications 

FDA-approved Indications 

Nexletol 
Nexletol is indicated: 

• To reduce the risk of myocardial infarction and coronary revascularization in adults who are
unable to take recommended statin therapy (including those not taking a statin) with:

 established cardiovascular disease (CVD), or

 a high risk for a CVD event but without established CVD.

• As an adjunct to diet, in combination with other low-density lipoprotein cholesterol (LDL-C)
lowering therapies, or alone when concomitant LDL-C lowering therapy is not possible, to
reduce LDL-C in adults with primary hyperlipidemia, including heterozygous familial
hypercholesterolemia (HeFH).

Nexlizet 
Nexlizet, a combination of bempedoic acid and ezetimibe, is indicated: 
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• As an adjunct to diet, alone or in combination with other low-density lipoprotein cholesterol 
(LDL-C) lowering therapies, to reduce LDL-C in adults with primary hyperlipidemia, including 
heterozygous familial hypercholesterolemia (HeFH). 

The bempedoic acid component of Nexlizet is indicated: 

• To reduce the risk of myocardial infarction and coronary revascularization in adults who are 
unable to take recommended statin therapy (including those not taking a statin) with: 

 established cardiovascular disease (CVD), or 

 a high risk for a CVD event but without established CVD. 

Coverage Criteria 

Primary Hyperlipidemia, including Heterozygous Familial 
Hypercholesterolemia (HeFH) 
Authorization may be granted when the requested drug is being prescribed to reduce low-density 
lipoprotein cholesterol (LDL-C) in an adult with primary hyperlipidemia, including heterozygous familial 
hypercholesterolemia (HeFH) when ALL of the following criteria are met: 

• The requested drug is being prescribed as an adjunct to diet. 

• The patient meets ONE of the following: 

 The requested drug will be used in combination with other low-density lipoprotein 
cholesterol (LDL-C) lowering therapies. 

 Concomitant use of the requested drug with other low-density lipoprotein cholesterol 
(LDL-C) lowering therapies is NOT possible. 

Risk Reduction of Myocardial Infarction and Coronary Revascularization 
Authorization may be granted when the requested drug is being prescribed to reduce the risk of 
myocardial infarction and coronary revascularization in an adult when ALL of the following criteria are 
met: 

• The patient has ANY of the following: established cardiovascular disease (CVD), a high risk for a 
cardiovascular disease (CVD) event but without established CVD. 

• The patient meets ONE of the following: 

 The patient experienced an intolerance to the recommended statin therapy. 

 The patient has a contraindication that would prohibit use of statin therapy. 
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Continuation of Therapy 

Primary Hyperlipidemia, including Heterozygous Familial 
Hypercholesterolemia (HeFH) 
Authorization may be granted when the requested drug is being prescribed to reduce low-density 
lipoprotein cholesterol (LDL-C) in an adult with primary hyperlipidemia, including heterozygous familial 
hypercholesterolemia (HeFH) when ALL of the following criteria are met: 

• The requested drug is being prescribed as an adjunct to diet. 

• The patient has achieved or maintained a reduction in low-density lipoprotein cholesterol (LDL-
C) from baseline. 

Risk Reduction of Myocardial Infarction and Coronary Revascularization 
All patients (including new patients) requesting authorization for continuation of therapy must meet ALL 
requirements in the coverage criteria section. 

Duration of Approval (DOA) 
• 3647-A: DOA: 36 months 
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