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Drug Therapy Guidelines 
 

                                                                                              Applicable 

Juxtapid® (lomitapide) 

Medical Benefit  Effective: 7/1/22 

Pharmacy- Formulary 1 x Next Review:  3/23 

Pharmacy- Formulary 2 x Date of Origin: 3/2013 

Pharmacy- Formulary 3/Exclusive x Review Dates: 3/13, 12/13, 9/14, 3/15, 3/16, 3/17, 3/18, 3/19, 

3/20, 3/21, 4/22 Pharmacy- Formulary 4/AON x 

 

I. Medication Description 
 

Juxtapid, a microsomal triglyceride transfer protein inhibitor, directly binds and inhibits microsomal triglyceride 

transfer protein (MTP), which resides in the lumen of the endoplasmic reticulum, thereby preventing the 

assembly of apo B-containing lipoproteins in enterocytes and hepatocytes. This inhibits the synthesis of 

chylomicrons and VLDL. The inhibition of the synthesis of VLDL leads to reduced levels of plasma LDL-C.   

II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for all 
requests.   

  
III. Policy 
 
 Coverage is provided for Juxtapid when all of the following apply: 

• The member is at least 18 years of age AND 

• The medication is prescribed by (or in consultation with) a cardiologist, endocrinologist, or a physician 
who has obtained additional education/certification in cardiovascular risk management and/or the 
treatment of lipid disorders AND 

• Member has a diagnosis of homozygous familial hypercholesterolemia (HoFH) confirmed by one of the 
following: 

o Genetic confirmation of 2 mutant alleles at the low-density lipoprotein receptor (LDLR), 
apolipoprotein B (APOB), proprotein convertase subtilisin kexin type 9 (PCSK9) or low-density 
lipoprotein receptor adaptor protein 1 (LDLRAP1) gene locus (also called the ARH adaptor 
protein gene) OR 

o An untreated LDL cholesterol greater than 500mg/dL or treated cholesterol greater than 
300mg/dL with either: 

▪ Cutaneous or tendonous xanthoma before age 10 years OR 
▪ Elevated LDL cholesterol levels before lipid-lowering therapy consistent with 

heterozygous familial hypercholesterolemia in both parents AND 

• The member has tried one high-intensity statin therapy (atorvastatin ≥ 40 mg daily; rosuvastatin ≥ 20 mg 
daily) for ≥ 8 continuous weeks and the LDL-C level remains ≥ 70 mg/dL OR 

o The member has been determined to be statin-intolerant by meeting ONE of the following 

criteria: 

▪ The member experienced statin-related rhabdomyolysis (statin-induced muscle 

breakdown with signs and symptoms such as muscle pain, weakness, tenderness, acute 

renal failure and/or elevated creatine kinase [CK] levels [e.g., greater or equal to 10  

times the upper limit of normal]) OR 
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▪ The member experienced skeletal-related muscle symptoms (e.g., myopathy [muscle 

weakness] or myalgia [muscle aches, soreness, stiffness, or tenderness]) and meets both 

of the following criteria:  

• The skeletal-related muscle symptoms (e.g., myopathy or myalgia) occurred while 

receiving separate trials of both atorvastatin and rosuvastatin AND 

• When receiving separate trials of both atorvastatin and rosuvastatin the skeletal-

related muscle symptoms (e.g., myopathy, myalgia) resolved upon discontinuation 

of each respective statin therapy AND 

• Juxtapid will be used as an adjunct to a low-fat diet and other lipid-lowering therapies (including LDL 
apheresis) 

 
IV. Quantity Limitations 

 
 Coverage is available for up to 30 capsules per 30 days. 

  

V. Coverage Duration 
 

Coverage can be authorized for 6 months and may be renewed in 12 month increments. 

 

VI. Coverage Renewal Criteria 
 
 Coverage can be renewed based upon the following criteria: 

• Documentation of improvement in lipid profile compared to baseline (lipid profile prior to treatment 
with Juxtapid) which is attributed to Juxtapid therapy AND 

• Absence of unacceptable toxicity of the medication 
 
VII. Billing/Coding Information 
 

Available as 5mg, 10mg, 20mg, 30mg, 40mg, and 60mg oral capsules 

 
VIII. Summary of Policy Changes 
 

• 6/15/13: New Policy 

• 3/15/14: criteria expanded to allow other items besides genetic testing to confirm diagnosis 

• 1/1/15: no policy changes 

• 6/15/15: no policy changes 

• 7/1/15: formulary distinctions made 

• 6/15/16: no policy changes; quantity limits updated 

• 4/5/17: no policy changes 

• 5/1/18: updated coverage criteria  

• 5/15/19: added requirement of specialist prescriber; added required trial with statins; updated coverage 

duration 

• 5/1/20: no policy changes 

• 5/28/21: Redefined statin failure as LDL > 70 rather than % reduction based on a literature review 

• 7/1/22: no policy changes 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 
reviews to assess the medical appropriateness of the above-referenced therapies.  
 
The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary.  Members with 
closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered.   
 
The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


