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Sponsor 
Novartis Pharmaceuticals 
 
Generic Drug Name 
Fingolimod 
 
Trial Indication(s) 
Multiple Sclerosis 
 
Protocol Number 
CFTY720DUS45 
 
Protocol Title 
Impact of fingolimod adherence on outcomes 
 
Clinical Trial Phase 
NA 
 
Phase of Drug Development 
NA 
 
Study Start/End Dates   
Study start date: 18 May 2020 
Study Completion date: 20 November 2020 
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Reason for Termination  
NA 
 
Study Design/Methodology 
The study sample comprised commercial and MAPD enrollees who initiated fingolimod treatment during the identification period of 01 
January 2012 through 10 May 2018. The date of the first fingolimod pharmacy claim during the identification period was the index date. 
 
All patients were continuously enrolled in the health plan for 24 months.  The 6-month pre-index period, ending the day before the index date, 
was used to assess patients’ clinical characteristics (e.g., comorbid conditions and MS symptoms). The 18-month post-index period started on 
the index date. The first 6 months of the post-index period (initiation period) were used to assess MS symptoms and adherence. Months 7 – 
18 of the post-index period (post-initiation period) were used to measure adherence and outcomes. The 24-month observation period for each 
patient comprised the 6-month pre-index and 18-month post-index periods. 
 
Centers 
Novartis Investigative Site 

Objectives: 

Primary objective(s) 
The primary objective was to estimate the effect of fingolimod adherence on the odds of MS relapse in a 12-month period. 
 
Secondary objective(s) 
The secondary objectives described in the protocol were to estimate the effect of fingolimod adherence on the number MS-related inpatient 
admissions, ER visits, and costs during a 12-month period for DMT treatment-naïve adult MS patients in the commercial and MAPD 
populations.  
The endpoints for those admissions were modified and expanded to the following: 
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 Occurrence of any MS-related inpatient admission 
 Number of MS-related ER visits 
 Occurrence of any MS-related ER visit 
 All-cause total (medical plus pharmacy) health care costs 
 All-cause medical health care costs 
 All-cause total (medical plus pharmacy) health care costs excluding fingolimod 

 
Test Product (s), Dose(s), and Mode(s) of Administration 
NA 

Statistical Methods  
All pre-index, initiation, and post-initiation variables were analyzed descriptively. Post-index variables were analyzed for the initiation period 
and each quarter of the post-initiation period. Counts, percentages, and 95% confidence intervals (CIs) were reported for binary and categorical 
variables. Means, standard deviations, medians, interquartile ranges, and 95% CIs were reported for continuous variables. 
 
Study Population: Key Inclusion/Exclusion Criteria  
 
Inclusion criteria  
 

• ≥18 years old during year of index date with valid gender and geographic information 
• Continuous enrollment (CE) in the health plan with medical and pharmacy benefits for ≥6 months (180ii days) before the index date 

(pre-index period) 
• CE with medical and pharmacy benefits for ≥18 months (540ii days) beginning on the index date (post-index period) 

               − All patients had uniform 6-month pre-index and 18-month post-index periods 
• ≥1 medical claim with an MS diagnosis codeiii in any position during the pre-or post-index periods 
• ≥1 claim for fingolimod after the index date (i.e., from index date +1 to 539 days post-index) 
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              − By requiring ≥1 medical claim with an MS diagnosis code and ≥2 claims with an NDC for fingolimod, the inclusion criteria 
essentially incorporated the preferred/overall best performing MS case-finding definition validated by Culpepper et al. The criteria for that 
definition required at least 3 separate encounters from any of the following: MS-related ambulatory visits, MS-related inpatient stays, and 
DMT claims during a 12-month period. Slightly higher accuracy was found when a 24-month period was used. 
 
 
Exclusion criteria 

• ≥1 pharmacy or medical claim for any MS DMT during the pre-index period 
 
 
Participant Flow 
 
The analytic sample of adult MS patients initiating fingolimod included 694 patients 
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Baseline Characteristics 
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Primary Outcome Result(s) 
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Secondary Outcome Result(s) 
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Safety Results 
This study utilized de-identified secondary administrative claims data. Adverse events/adverse reactions were not captured. 
 
Other Relevant Findings 
None  
 
Conclusion 
After adjusting for time-dependent and independent confounders, adherence was a statistically significant predictor of a lower odds of 
relapse (OR 0.526, P=0.009), lower all-cause medical costs (CR 0.612, P<0.001), and lower all-cause total costs excluding fingolimod (CR 
0.543, P<0.001). Due the high cost of fingolimod, adherence was associated with higher total (medical plus pharmacy) costs (CR 1.647, 
P<0.001). 
 

Date of Clinical Study Report 
26 February 2021 
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