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VS 153 (94.4) 104 (94.5)
ABEF0K, n (%) | AR 5 (3.1) 4 (3.6)
INGYZASS 4 (2.5) 2 (1.8)
HFED MS FEIR FEH{E + SD 9.80 +6.82 * 8.75+ 750 °
FAE & O () | TRl [RIME , fAfE] | 8.42 [0.08, 33.41] * 7.50 [0.08, 33.41] *
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MS 557 TS fi 1 138 (85.2) 110 (100.0)
n (%) TRAELTT 24 (14.8) 0 (0.0)
— R AELTHY 0 (0.0 0 (0.0)
(50 FE(E £ SD 39.5+11.1° 37.7+11.0°
i il (Ml ieRfE] | 39.0 [15, 78] ¢ 37.0[15,78]°
G (ko) FEH(E £ SD 56.09 +11.20 ' 54.74 +10.59 °
& i (fRMiE , I AfE] | 54.00 [39.0, 92.9] 52.10 [39.0, 91.5] °
DMD #¢5- 7z L 29 (17.9) " 20 (18.2) °
IFN O 42 (25.9) " 23 (20.9) °
MS Ja SR FTY O 31 (19.1) ! 26 (23.6) "
IFN © FTY 56 (34.6) ' 39 (35.5) "
G RE NI 4 (2.5) 2 (1.8) °
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[1k8 97 (59.9) 67 (60.9)
JCV Fifk, n (%) (5345 64 (39.5) 43 (39.1)
B 1 (0.6) 0 (0.0)
777 RY v ABiEEE, n (%) 155 (100.0) * 104 (100.0) *°

*n=160; 'n=108; ‘n=155; ‘n=106; 'n=147; 'n = 101;
** mitoxantrone, methotrexate, azathioprine, cyclophosphamide and mycophenolate mofetil; "' n =104
DMD, disease modifying drug; EDSS, expanded disability scale; FTY, fingolimod; IFN, interferon;
JCV, John Cunnigham virus; MS, multiple sclerosis; NTZ, natalizumab; SD, standard deviation
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n (%) 18 AL 24 A A K | 40 (24.7) 23 (30.7) 26 (23.6)
24 7 AL L 18 (11.1) 0 (0.0) 7 (6.4)

NTZ, natalizumab; RRMS, relapsing-remitting multiple sclerosis; SD, standard deviation
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Abstract

Background and Aim: Natalizumab (NTZ) is a disease-modifying drug (DMD) that has been
used worldwide for the treatment of multiple sclerosis (MS). In Japan, NTZ was approved in
2014, and all-case post-marketing surveillance with a 2-year observation period enrolling all
patients who took NTZ is currently ongoing to investigate the effectiveness and safety of NTZ in
the clinical setting. By performing the present interim analysis of the surveillance results, we
aimed to investigate the association between improvement in MS annual relapse rate (ARR) and
background factors in Japanese patients in patients with natalizumab.

Methods: Using the 3-year interim data from the post-marketing surveillance, ARRs before
NTZ treatment and after 1 year were analyzed according to patient background factors.
Results: Of 162 patients included in the effectiveness analysis, 110 were N'TZ-naive patients
with relapsing-remitting multiple sclerosis (NTZ-naive RRMS patients). After NTZ treatment,
ARRs were significantly improved in all patient groups i.e. the effectiveness analysis population,
NTZ-naive RRMS patients and subgroups of NTZ-naive RRMS patients according to the number
of relapses at 1 year before NTZ treatment, expanded disability status scale (EDSS) score,
number of prior DM use and the most recent DMD use.

Conclusions: NTZ reduced ARR to a low level in Japanese RRMS patients in the clinical setting
consistently regardless of disease activity, EDSS score or prior DMD use. It was also shown
that NTZ was being used at the early stage even in DMD-naive patients in the case of high
disease activity, in accordance with the package insert and clinical guidelines, and effectiveness
of NTZ was confirmed.

Key words: multiple sclerosis: natalizumab: real world evidence: post-marketing surveillance:
Japan




