
Characteristic
Patients with characteristic 

(N=117)

Female, n (%) 70 (59.8)

Age, mean (SD), y 35.4 (10.4)a

Disease duration prior to diagnosis, median (range), mo 36 (11–84)b

DMT use prior to natalizumab, n (%) 87 (75.0)b

Immunosuppressant use prior to natalizumab, n (%) 7 (8.1)c

EDSS, mean (SD) 3.77 (1.84)d

Relapses in year prior to natalizumab, mean (SD) 2.0 (1.2)

Relapse-related hospitalisations in previous year, mean (SD) 1.54 (0.85)e

Patients with MRI lesions, n (%)f

T1 lesions 94 (83.2)
T2 lesions 114 (99.1)
Gd+ lesions 73 (63.5)

MRI lesions per patient, mean (SD)g

T1 lesions 6.8 (3.3)
T2 lesions 18.5 (8.7)
Gd+ lesions 2.7 (3.3)

an=115.
bn=116.
cn=87.
dn=113.
e83 patients were hospitalized due to relapse.
fData for T1, T2, and Gd+ lesions available for 113, 115, and 115 patients, respectively.
gData for T1, T2, and Gd+ lesions available for 94, 109, and 115 patients, respectively.

Table 1. Baseline clinical characteristics of the study population
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Introduction
• Multiple sclerosis (MS) is the leading cause of neurological 

disability in young adults and affects approximately 2.3 million 
people worldwide.3 The prevalence of MS is 13.7–21.7 per 
100,000 in Argentina and 5.7 per 100,000 in Chile.4-7

• Previous studies have demonstrated the safety and effectiveness 
of natalizumab in clinical trials and real-world settings.1,2,8-10

• The effectiveness of natalizumab in RRMS patients from 
Argentina and Chile has not previously been published.

Objective
• To describe the real-world effectiveness of natalizumab in 

RRMS patients in Argentina and Chile. 

Methods
• This observational retrospective chart review included MS 

patients with ≥1 year of natalizumab treatment with no 
treatment gap >12 weeks from 18 clinics from Argentina 
and Chile.
 – Patients who met inclusion criteria between May 2017 and 
February 2018 were included in this analysis.

 – Data collected included demographics (age and gender); 
MS history and disease-modifying therapy (DMT) 
utilization; the incidence of relapses and relapse-related 
hospitalisations; EDSS score; and the number of T1, T2, 
and gadolinium-enhancing (Gd+) lesions on magnetic 
resonance imaging (MRI).

 – EDSS data were collected as follows: at baseline  
(last EDSS score before initiation of treatment), at 1 year 
(12–15 months), and at 2 years (24–27 months).

 – MRI data were collected as follows: at baseline (last MRI 
before initiation of treatment), between 6 and 12 months, 
and between 18 and 24 months after the start of treatment.

• The primary study endpoint was natalizumab-associated change 
in ARR as assessed by the Wilcoxon signed-rank test.
 – Patients were defined as having overall no evidence of disease 
activity (NEDA) between baseline and 2 years if they met the 
following criteria: no increase in EDSS score, no relapses, no 
new Gd+ lesions, and no new or newly enlarging T2 lesions.

• Other outcome variables were summarised by  
descriptive statistics.

Results
• The study population (n=117) was 59.8% female, had a 

mean age of 35.4 years, and had a median disease duration 
before starting natalizumab of 36 months. Prior DMT use was 
reported by 75.0% of patients (Table 1).
 – Most patients initiated MS therapy on interferon 
formulations (58 of 87 patients; 66.7%) or glatiramer 
acetate (22 of 87 patients; 25.3%) (Figure 1).

Clinical endpoints
• At baseline, patients had a mean ARR of 1.97 (95% confidence 

interval [CI], 1.75–2.20). Natalizumab treatment was associated 
with a significant reduction in ARR from baseline after 1 year 
and 2 years of treatment (P<0.01 at each time point) (Figure 2).

• The proportion (95% CI) of patients free of relapses in the year 
before starting natalizumab treatment (7.7% [3.6%–14.1%]) 
was significantly lower than after 1 year (93.9% [87.9%–
97.5%]; P<0.01) or 2 years (92.9% [86.0%–97.1%]; P<0.01) of 
natalizumab treatment.
 – In the year prior to natalizumab initiation, 83 of 117 
patients experienced relapse-related hospitalisations 
(Table 1). Natalizumab treatment reduced the number 
of relapse-related hospitalisations to 1 hospitalisation at 
1 year (n=114) and 3 hospitalisations at 2 years (n=98), a 
significant (P<0.01) reduction in each case.

• From baseline, mean EDSS scores were reduced by 0.71 (95% 
CI, 0.46–0.96) at 1 year and 0.73 (95% CI, 0.43–1.03) at 
2 years (Figure 3).
 – The proportion of patients with disability worsening 
(defined as any increase in EDSS score from baseline) was 
15.3% at 1 year and 18.9% at 2 years. The proportion 
of patients with disability improvement (defined as any 
decrease in EDSS score from baseline) was 46.8% at 
1 year and 48.4% at 2 years (Figure 4).

MRI endpoints
• At baseline, 94 of 113 (83.2%), 114 of 115 (99.1%), and 

73 of 115 (63.5%) of patients had T1, T2, and Gd+ lesions, 
respectively (Table 1).
 – At 1 year and 2 years, the proportion of patients with  
Gd+ lesions was significantly reduced compared with 
baseline (1 year: 7 of 114 [6.1%]; 2 years: 8 of 98 [8.2%]; 
P<0.01 at each time point) as assessed by the McNemar 
test on paired proportions (Figure 5).

• After 1 year of natalizumab treatment, new T1 and T2 lesions 
were observed in 2.9% and 10.0% of patients, respectively. After 
2 years of treatment, 2.2% and 6.3% of patients had new T1 
and T2 lesions, respectively (Figure 5).

NEDA
• In total, 65.5% of patients met the criteria for overall NEDA 

between baseline and 2 years (Table 2).
 – Between baseline and 2 years, 81.1% of patients had 
no increase in EDSS score and 87.9% of patients were 
relapse free.

 – Over the same span, 91.8% of patients had no new Gd+ lesions 
and 87.8% had no new or newly enlarging T2 lesions.
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Figure 1. Initial DMT used by patients who reported 
prior DMT use (n=87)

DMF=dimethyl fumarate; FTY=fingolimod; GA=glatiramer acetate; IFN=interferon; 
TER=teriflunomide.
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Figure 3. Mean EDSS scores at baseline, 1 year, and 
2 years

P values based on paired sample t-test.
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Figure 2. Mean ARR in study population at baseline, 
1 year, and 2 years

P values based on Wilcoxon matched-pairs signed-rank test.
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Figure 4. Proportion of patients with disability worsening or 
disability improvement at 1 year and 2 years

Disability worsening was defined as any increase in EDSS score from baseline. Disability 
improvement was defined as any decrease in EDSS score from baseline.
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Figure 5. Patients with radiologic evidence of disease after 1 year and 2 years of natalizumab treatment

Patients without disease activity at 2 years

Assessment n/N %

Clinical assessment

No increase in EDSS score 77/95 81.1
Free from relapse over 2 years 87/99 87.9

MRI assessment

No new Gd+ lesions over 2 years 90/98 91.8
No new/newly enlarging T2 lesions 79/90 87.8

Overall NEDA 57/87 65.5
All assessments were for the interval between baseline and 2 years. Proportions represent number of patients meeting specified criteria over total number of patients with available 
data at baseline, 1 year, and 2 years. Patients with overall NEDA were defined as those free of disease activity as assessed by the 4 clinical and radiological criteria above.

Table 2. Patients free of clinical and radiological disease activity over 2 years of natalizumab treatment

Conclusions
• Over 2 years, natalizumab treatment resulted in a reduction in clinical measures of disease activity for patients with relapsing-remitting multiple sclerosis (RRMS) in Argentina and Chile.

 – Natalizumab treatment also resulted in reductions in annualised relapse rate (ARR), Expanded Disability Status Scale (EDSS) scores, and the number of hospitalisations secondary to relapse.
 – These results are limited by the lack of interim disability assessments. 

• Over 2 years of natalizumab treatment, RRMS patients showed reductions in radiologic lesion burden as well.
 – The number of patients with new T1 and T2 lesions appeared to be stable from 1 year to 2 years.

• Overall, these results in RRMS patients from Argentina and Chile are consistent with other real-world data1,2 demonstrating the effectiveness of natalizumab.
 – Real-world studies of the safety and effectiveness of natalizumab may also be useful for patients and clinicians in these countries considering RRMS treatment options.
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