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INTRODUCTION

 The UK Multiple Sclerosis Risk Sharing Scheme (RSS) was established in
2002 following a National Institute for Health and Care Excellence (NICE)
appraisal of the disease-modifying therapies (DMTs) glatiramer acetate (GA)
and the beta interferons?

 The RSS provided eligible UK multiple sclerosis (MS) patients with access to
these DMTs, and in the form of a 10-year observational study, monitored a
cohort of them for long-term clinical and cost-effectiveness?

 The aggregate results of the 6-year data from this study were published
recently, and demonstrated that, as a group, the RSS drugs were both
clinically and cost effective when modelled over 20 years (Figure 1)3

Figure 1: Progression and utility ratios for 6-year RSS data in aggregate3
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Data derived from continuous Markov model. A ratio of less than 100% for EDSS
implies slower than expected progression on DMT treatment compared to the
untreated cohort. A utility progression ratio of 62% or lower means that utility
progression for the drugs in aggregate is in line with, or slower than, the NICE target

PURPOSE

* To report the RSS 6-year clinical and cost effectiveness data for GA

METHODS

e Patients with relapsing MS fulfilling the Association of British Neurologists
(ABN) 2001 criteria for treatment with DMTs were enrolled in the RSS, with
treatment choice subject to patient and physician preference

To demonstrate cost effectiveness, GA, in line with the other drugs under
the RSS, was assigned an individual target reduction in Expanded Disability
Status Scale (EDSS) worsening, predicated on data from its registration
studies

A pre-specified deviation of 10% about this target was set, above or below
which the price of GA would decrease or increase, respectively

The comparator cohort for the RSS, a “virtual placebo group”, was modelled
using data from the British Columbia Multiple Sclerosis database (BCMS)
who met the same eligibility criteria (data collection 1980-1996)

Change in EDSS and quality of life (QoL) was compared between patients on
GA and the untreated comparator group using a continuous Markov model
over a 20-year time horizon

Primary outcomes were the progression ratio (treated vs untreated)
measured in both EDSS score and utility

A ratio of less than 100% for EDSS implied slower than expected progression
on treatment with GA compared to the untreated cohort

RESULTS

e 978 patients starting GA were enrolled in the study, with an average age of
30.0 years at onset of disease (Table 1)

* The baseline characteristics of the two cohorts were broadly similar,
although the GA cohort was older at symptom onset and had a higher EDSS
at baseline than the BCMS cohort

Table 1: Baseline characteristics of GA patients in RSS cohort and BCMS

database

_ GA cohort (n=978) BCMS (n=898)
Sex

- Men 223 (23%) 232 (26%)
- Women 755 (77%) 666 (74%)
Age at onset (years)

- Mean 30.0 (8.05) 29.2 (8.7)
- Median 30 (24-35) 28 (23-35)
EDSS at baseline

- Mean 3.07 (1.53) 2.44 (1.70)
- Mediant 3 (2-4) 2 (1-3.5)
Mean follow-up 5.23 (1.33) 6.4 (3.5)

Data are n (%), mean (SD), or median (IQR). T EDSS scores are half-integers

 GA led to a 30.3% reduction in EDSS progression (ratio 69.7) and 55.8%
(ratio 44.2) reduction in QoL worsening (Figure 2)

* In absolute terms, patients who received GA had a mean EDSS score that
was 0-404 units less than would have been predicted off therapy

Figure 2: Progression and utility ratios for GA using 6-year RSS data
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* The beneficial effects of GA were significantly (>10%) above its pre-
determined cost-effectiveness target enabling a price increase as agreed at
the outset of the RSS

CONCLUSIONS

* This 6-year analysis supports the long-term efficacy of GA in terms of
disability and QoL in patients with relapsing MS

* The cost effectiveness of GA was greater than predicted at the outset of the
RSS, when modelled using the 6-year data over a 20-year time horizon

* Forthcoming analyses of the 8- and 10-year RSS data will provide further
insight into the long-term benefits of GA
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