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Cerdelga (eliglustat) 
 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

1 year 

 
Medications Quantity Limit 
Cerdelga (eliglustat)  May be subject to quantity limit 

 
APPROVAL CRITERIA 
 
Requests for Cerdelga (eliglustat) may be approved when the criteria below are met:  
 
I. Individual is 18 years of age or older; AND 

  
II. Documentation is provided that individual has a diagnosis of Type 1 Gaucher disease 

confirmed by either of the following (Wang, 2011; Weinreb, 2004): 
A. Deficiency in glucocerebrosidase enzyme activity   as measured in the white blood 

cells or skin fibroblasts; OR 
B. Genotype testing indicates mutation of two alleles of the glucocerebrosidase 

genome; 
AND 
III. Documentation is provided that individual has clinically significant manifestations of 

Gaucher disease including (Andersson, 2005; Weinreb, 2004): 
A. Skeletal disease (including, but not limited to avascular necrosis, Erlenmeyer flask 

deformity, osteopenia or pathological fracture);   
           OR 

B. Presents with at least two of the following: 
1. Clinically significant splenomegaly; OR 
2. Clinically significant hepatomegaly; OR 
3. Hemoglobin at least 1.0 g/dL below lower limit for normal for age and sex; 

OR 
4. Platelet count less than or equal to 120,000 mm3; 

AND 
IV. Individual is a CYP2D6 extensive metabolizer (EM), intermediate metabolizer (IM), or poor   
      metabolizer (PM) as confirmed by a FDA‐approved genotype test. 

 
 
Continuation requests for Cerdelga (eliglustat) may be approved if the following criterion is 
met: 
 

I. There is confirmation of clinically significant improvement in clinical signs and symptoms 
of disease (including but not limited to reduction of spleen volume, reduction of liver 
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volume, resolution of anemia, resolution of thrombocytopenia, reduction in fatigue, 
improvement in skeletal manifestations). 

 
Cerdelga (eliglustat) may not be approved for the following:  
 

I. Individual has any of the following diagnoses: 
 

A. End-stage renal disease (ESRD) in CYP2D6 EM individuals; OR 
B. Mild, moderate or severe renal impairment or end-stage renal disease (ESRD) in 

CYP2D6 IM or PM individuals; OR 
C. Moderate or severe hepatic impairment in CYP2D6 EM individuals; OR 
D. Mild, moderate or severe hepatic impairment in CYP2D6 IM or PM individuals; OR 
E. Pre‐existing cardiac disease or long QT syndrome; 

  OR 
II. When given in conjunction with any of the following: 

A. Zavesca (miglustat); OR 
B. Gaucher disease enzyme replacement therapies [Cerezyme (imiglucerase), Elelyso 

(taliglucerase alfa), or VPRIV (velaglucerase alfa)]; OR  
C. Class IA (for example, quinidine, procainamide) or Class III (for example, 

amiodarone, sotalol) antiarrhythmic; OR 
D. Moderate or strong CYP2D6 inhibitor (for example, paroxetine, terbinafine) with a 

moderate or strong CYP3A inhibitor (for example, ketoconazole) in CYP2D6 EM or 
IM individuals; OR 

E. Moderate or strong CYP3A inhibitor (for example, ketoconazole, fluconazole) in 
CYP2D6 IM individuals; OR 

F. Weak, moderate, or strong CYP3A inhibitor (for example, ranitidine, ketoconazole, 
fluconazole) in CYP2D6 PM individuals; OR 

G. Strong CYP3A inducers (for example, rifampin, phenytoin) in CYP2D6 EM, IM, or 
PM individuals; OR 

H. Moderate or strong CYP2D6 inhibitor in CYP2D6 EM individuals with mild hepatic 
impairment; 

 OR 
III. Individuals who are CYP2D6 ultra‐rapid or indeterminate metabolizers. 
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take 
precedence over the application of this clinical criteria.  
 
No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, 
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.  
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