Relapse outcomes In patients with multiple sclerosis treated with fingolimod:

Subgroup analyses of three phase 3 fingolimod trials
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CONCLUSIONS

Across clinical trials, treatment once daily with fingolimod 0.5 mg consistently improved ARRs compared with placebo in patients with RRMS. This effect was observed irrespective of baseline demographic status, disease activity or disease severity
Treatment with fingolimod was associated with significantly lower ARRs in all subgroups compared with IFNg-1a IM, except in men and among patients older than 40 years. In the latter group, this lack of effect may be related to decreases in inflammatory disease activity
The greatest improvements in ARR with fingolimod compared with placebo and IFNp-1a were observed in younger patients, among individuals with active disease (based on magnetic resonance imaging and relapse parameters) at baseline

In terms of relapse outcomes, these findings suggest that most benefit will be derived by patients with active disease who start fingolimod early in the disease course, but the findings also suggest that fingolimod treatment will benefit patients later in the disease course
when they have already accrued disability

o All three studies enrolled patients aged 18-55 years with RRMS (diagnosed in
accordance with the 2005 revised McDonald criteria®) who had one or more

INTRODUCTION

Figure 1. ARRs in patient subgroups defined by baseline demographics and disease characteristics (intention-to-treat population)
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e Subgroup analyses were performed on the intention-to-treat populations pooled * Fingolimod did not significantly reduce ARRs in patients aged >40 years
from all three trials (23%; p=0.230) or in men (33%; p=0.081) versus IFNp-1a IM

* ARRs were obtained using a negative binomial regression model with study, * ARRs were lower with fingolimod in patients with active disease
treatment, subgroup and treatment-by-subgroup as explanatory variables (>1 Gd-enhancing lesions, >3.0 relapses in the previous 2 years) at baseline,
with relative reductions in ARR of 46-55% compared with placebo, and

2 years,>* or those randomized in TRANSFORMS to receive oral fingolimod
0.5 mg once daily or IFNp-1a IM 30 pg once weekly for 1 year?

(0, 1-2 and >3 lesions) were reduced to two (O or >1 lesion) in order to
group patients with or without inflammation at baseline

Table 1. Patient disposition and study drug exposure (randomized population) Table 2. Baseline demographics, disease characteristics and patient
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