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Intent: 

The intent of this policy/guideline is to provide information to the prescribing practitioner 
outlining the coverage criteria for Nexletol under the patient’s prescription drug benefit. 

Description: 

FDA-Approved Indications 
• To reduce the risk of major adverse cardiovascular events (cardiovascular death, 

myocardial infarction, stroke, or coronary revascularization) in adults at increased risk 
for these events who are unable to take recommended statin therapy (including those 
not taking a statin). 

• As an adjunct to diet and exercise, 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 hypercholesterolemia, including 
heterozygous familial hypercholesterolemia (HeFH). 

Applicable Drug List: 

Nexletol 

Policy/Guideline: 

Coverage Criteria 
Hypercholesterolemia, 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 hypercholesterolemia, including 
heterozygous familial hypercholesterolemia (HeFH) when ALL of the following criteria are 
met: 

• The requested drug is being prescribed as an adjunct to diet and exercise. 
• Patientatient 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 Major Adverse Cardiovascular Events 
Authorization may be granted when the requested drug is being prescribed to reduce the 
risk of major adverse cardiovascular events (cardiovascular death, myocardial infarction, 
stroke, or coronary revascularization) in an adult at increased risk for these events when the 
following criteria is met: 
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• 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. 

Continuation of Therapy   
Hypercholesterolemia, 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 hypercholesterolemia, including 
heterozygous familial hypercholesterolemia (HeFH) when ALL of the following criteria are 
met: 

• The requested drug is being prescribed as an adjunct to diet and exercise. 
• The patient has achieved or maintained a reduction in low-density lipoprotein 

cholesterol (LDL-C) from baseline.   

Risk Reduction of Major Adverse Cardiovascular Events 
All patients (including new patients) requesting authorization for continuation of therapy 
must meet ALL requirements in the coverage criteria section. 

Approval Duration and Quantity Restrictions: 

Initial and Renewal Approval: 12 months 

Quantity Level Limit: 30 tablets per 30 days 
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