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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Gaucher’s Disease Agents: Cerdelga® (eliglustat), 
Cerezyme® (imiglucerase), Elelyso® (taliglucerase 
alfa), Vpriv (velaglucerase alfa), Zavesca® (miglustat), 
miglustat 

Medical Benefit x Effective: 7/1/22 

Pharmacy- Formulary 1 x Next Review:  3/23 

Pharmacy- Formulary 2 x Date of Origin: 6/16 

Pharmacy- Formulary 3/Exclusive x Review Dates: 3/16, 3/17, 3/18, 3/19, 3/20, 3/21, 4/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Gaucher’s disease is an inborn error of metabolism that affects the recycling of cellular glycolipids. Patients will 

have a deficiency of a lysosomal enzyme glucocerebrosidase leading to disease pathogenesis. Treatment can be 

in the form of enzyme replacement therapy, substrate reduction therapy, and supportive care measures to 

manage associated conditions. Enzyme replacement therapy is an IV infusion generally occurs every 2 weeks 

with dosing based on weight, while substrate reduction therapy is daily administration of oral capsules. 

 

II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request. 

• Medical benefit drugs: 
o Cerezyme 
o Elelyso 
o Vpriv 

• Pharmacy benefit drugs: 
o Cerdelga 
o Zavesca and miglustat 

 

II. Policy 
 

Coverage of the Gaucher’s disease agents in this policy is provided in accord with the following: 

• Medication is used for the treatment of Gaucher’s disease Type 1 AND 

• Medication is prescribed by a provider who specializes in the treatment of Gaucher’s disease 
 

IV. Quantity Limitations 

  

• Cerezyme: Individualized per patient 

• Elelyso: Individualized per patient 

• Vpriv: Individualized per patient 

• Cerdelga:  

o 30 capsules per 30 days for CYP2D6 poor metabolizers 

o 60 capsules per 30 days can be approved for CYP2D6 intermediate or extensive metabolizers 

• Zavesca and miglustat: 90 capsules per 30 days 
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V. Coverage Duration 

 
Coverage will be granted for one year and may be renewed.  

 
VI. Coverage Renewal Criteria 
 

 Coverage can be renewed based upon the following: 

• Stabilization of disease, improvement in disease symptoms, or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 
 

• Pertinent indication:  

o E75.22: Gaucher Disease 

• Cerezyme 

o J1786 (each billable unit = 10 units) 

o 200 and 400 unit powder for injection 

o Medical benefit only  

• Elelyso 

o J3060 (each billable unit = 10 units) 

o 200 unit powder for injection 

o Medical benefit only  

• Vpriv 

o J3385 (each billable unit = 100 units) 

o 400 unit powder for injection 

o Medical benefit only  

• Cerdelga 

o 84mg oral capsule 

o Pharmacy benefit only  

• Zavesca and miglustat 

o 100mg oral capsule 

o Pharmacy benefit only  
 

VIII. Summary of Policy Changes 

  

• 6/15/16: new policy 

• 4/5/17: no policy changes 

• 5/1/18: no policy changes 

• 3/28/19: no policy changes 

• 5/1/20: no policy changes 

• 5/28/21: no policy changes 

• 7/1/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

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. 

 


