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Proprietary Name:  Gilenya™ 
 

Common Name: fingolimod 
 

PDL Category:  Multiple Sclerosis Agents 

 

Comparable Products                                                        Preferred Drug List Status 
Avonex®                                                                               Preferred  
Copaxone®                                                                             Preferred  
 
  
                                                                               

SSuummmmaarryy    
 

Indications and Usage: Treatment of patients with relapsing from of multiple sclerosis (MS) to reduce the frequency of 
clinical exacerbations and to delay the accumulation of physical disability. 1 
 
Mechanism of Action: Exact mechanism of action unknown. Believed to block the release of lymphocytes into peripheral 
blood and reduce migration to central nervous system. 1 
 
Dosage Forms: Capsules; 0.5mg 1 
 
Recommended Dosage: 1 capsule by mouth once daily 1      

 
Common Adverse Drug Reactions: Headache, cough, influenza, diarrhea, back pain, liver transaminase elevations. 1    
 
Contraindications: None 1        
 
Manufacturer: Novartis Pharmaceuticals Corporation       
 
Analysis: Gilenya™ is the first oral agent in the MS class indicated for the treatment of relapsing MS.  In the trials used to 
gain FDA approval, the primary endpoint was annualized relapse rate. In the first study, Gilenya™ was compared to 
placebo.  The annualized relapse rate was significantly lower in the Gilenya™ treated group compared with placebo (0.18 
vs 0.4 respectively). Additionally 70% of the Gilenya™ group had no relapse compared to 46% of the placebo group. In 
the second trial, Gilenya™ was compared to interferon beta-1a.The annualized relapse rate was significantly lower in the 
Gilenya™ treated group compared with the interferon group (0.16 vs 1.33 respectively). 83% of the Gilenya™ group had 
no relapse compared to 70% in the interferon group. Preferred alternatives exist on the PDL which are more cost effective 
for the treatment of MS. Although clinical trials suggest there are some greater effects seen with Gilenya™ compared to 
interferon, there is no evidence to support Gilenya™ is more efficacious than all other medications currently available for 
the treatment of MS.  Gilenya™ is a viable alternative for patients unable to continue injectable products or who have 
allergic reactions to the injectables. It is recommended that Gilenya™ be added to the Preferred Drug List as a non-
preferred drug and recommend the Drug Utilization Review (DUR) Commission develop criteria. 
IME Recommendation:  Preferred Drug   Recommended Drug 

  Non-Preferred Drug  Non-Recommended Drug 
  Non-Preferred Drug with Conditions        Refer to DUR for PA criteria 
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