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258 A LAE (multiple sclerosis; MS) (& HHXRIRE % D J89E
HREREDO—2TH ), HIEM MY R FHIEEME
(relapsing-remitting MS; RRMS) &, FSE4 W2 & 18 VEAEAT
YO Z 72 & D —PEFTENC K S, ek o RRMS OF)
FRUIFIER 15~20 F OFEBE T, I 72 < TH KRB IZHEE
DHEFTT 2 AT RIANE AT B L SRTW B Y MS i
TIESfEHENTWS A % —7 1> (interferon; IFN) B
RS RIS H S NEBBHEECH Y, KFFIZBWT
b MSHERICBI 55— B L 2o T3 2.

AICH e IFNp D—D>CTdh A IFNB-la (7 K% v 7
A ) FERBEANKRECRESHB S N2SEKITH Y, i
LEE T AHEER (MSCRG #B%) T By (R HERE R 5 O Feft 9 72
HEATHIH] & B ATR E N2 2 L E 52 Y, R
MS Z#lt & LT 1996 4 (2KIET, 1997 4 IZFHE S (EU)
TENFNKE SNz, & SIKRETOREBZIER S 7z,
WMFEDIEIR % 09 BB Z R & L 72y 45 T A B R B
(CHAMPS 3t5%) OFEHRH S ° [HFEORERE V-, FRREY
W BE 7 S B LIENEAT T 2 ) A7 O ER | ~
OEIEAS EU, KETEINS Iz, AFTIE, 1999 4B 1R85

IMHEIEROFE % 21T, 20004F & ) FEAEIMS 255 & L7:
EIPNE IARERER 2 92 L ©, 2006 4E12 [MS OFFFE TG ) %
I & L THRRR S Lz, AR o BRI 22/ 122 Tid CHAMPS
HERD 10 4E12b 725 7 4 10— 7 » 7% (CHAMPIONS &t
Br) 7p & OGS, ekl RENC & D FIGHEE IR
T BRI IZHETE 72 MS ~OBATHIHI A AR IERE L
bEwZ dvREn 7Y,

L2 L2236 K TOHRE OHEEROS RIT VT, 7o
RSO L OHIEL I HIEEDOBEOHIRIH Y, EDIE
WICEEADH L Z L0 s, KREME LT, MSOFESE
FRIEEIC, AAENHRSGREOFNE & ZEMEOME % B
E L BEBGERERRR Y, RUEBKRT TOREE s
WO E B & L2z &0HREDEBAS Sz 0,
HIEGE AR R CIE, Lt IEE MR C RRMS B %
MR, RA GRG0 &, et 2 IS LRI
AEIIHE T AW 58 50 6 C 2 F ARG L, MiHE TR
FI5% (annualized relapse rate; ARR) 2 U A R 2 B2 AT R
& (Expanded Disability Status Scores; EDSS) O & 703 &
FEWRHE LY. KR L TEERKRT COLEERUE
Bk % PAT U 7 4B A BCRE 2SO S #8 A R 1Z D W» CER
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KL, N F Ty TR A [EIEHO
AR FEH O K RO KO FHE B3 5 45 (PR
16 4F 12 A 20 HIEA 57148 55 171 ) % 3857 L TR L 7z.
ARIE, aBldseEsg I X D 2006 4 11 B 8 H (352 H)
752010 412 H 2 H ETIZEER SN, IFNB-la(7 KA v 7
2 °) BiERER OSSR eaBB L L, HS5Hhiko
Vit % bR S BIEMIM I IARHIR GGk 2 F L Lz, 7—2 1
PRRASFER L 72 A SIS K IR L 7=,

FAMAEBIE, BEETR KGR EGE, K50,
HORFR, GRFEERI, BEREDD, EDSS, BESEEL FRRM
&, BEFEZRL L7 F/, BEAFAHHE L LCIFNB-la
Ptk 2L 7F ¥ 5=, FEFEMCERELZ. F
72, KHIE ORRBEBIGETE L WA ERFZENEH & &
FLCRREM L 7=

ZAVEE, BIVER ) OV 2 BIVE I S8 BB EE O MG IS =,
BEERBORIERZEBIE % o BOEICTHRE L7z, ARIET
1, EDSS (3% 5012k 3 2 2R ZE (L% Wilcoxon D5+
ENEALAIMEE 1S C, FREEIMIELIE ARR % 551 L CARHIF: 5-Fa s
Hi 1 4R & o Hig & Wald BOE Ml THRGT L7z, 2512,
EDSS (& 3 HefRLL o> KR 7% Fi#5% 3 (longitudinally extensive
spinal cord lesion; LESCL) O MERIIZ, ARR I ARF % 5K
A K% OF LESCL A SR G RURRAT 24T o 72, ST BT,
P <0.05 T FICHER L Lz, fETLEli SAS8.2 # H
W, FEFHRIE MedDRA/] version (19.0) ZHWCa—7 4
L7

S

FATT 0 5 0D A B K

397 ffigk & 1 1,510 BIOFR A ZE A BN S 7z, A LG
DL, KILGHI% & B 1,476 B & ZAEERTR R, &
SRR G & BISIME A SF & B < 1,441 6% B R 1ERAT
Mk L7 (Fig 1).

Case report collected

n=1,510
Safety analysis set Excluded n=34
n=1476 * un-administrated n=3
« double entry n=1
* no safety evaluation n=12
* GPSP violation n=18
Effectiveness analysis set Excluded n=35
n=1,441 « off-label use n=28
« unclearMSornot n=7

Fig. 1 Patients disposition.
MS, multiple sclerosis.

FRER#RE 5741075 (2017 : 10)

BEE % Table 1 IR L7z, “FI9EES 38.6 i, D
HEIL67.3%TH Y, 65w EOFEHE D 2.8%, 15 Al
D/NRH14% TDH - 72. MS OFTlid RRMS %% 86.3% & Kb
Sy e, LESCL & 0 OHERIL 9.1% Tdh - 7-.

PSSR SRR

Mk - B A5 550 9, ZSH - AT 13 Bl ThH Y, 5Bl
(3 38.14% (563/1,476 BI) TH -7z, LML L CT3H
FEHLEPR DL 183 1), KA THhH -7z (141 1), =
ofls, BEATS 10514, BEHEOHLE B74), Kb
(63 1), B OZEHE (30 1) SRR bd L sk,

TR

BIVEH 1L 594 6112 1,065 % 728, EINEH IS 40.24%
(594/1,476 1) T o7-. FZEIERIL, 2L (19.24%), BH
9if (4.40% ), BEK (4.34%), 1 > 7 VT 2R (3.52%)
MS 5 (3.12%) T#H o7 (Table2). AFIZBITLHTRH
FEVERT R DS ILFRD H IR hr o 72

HEELAEFZRIL 33401388 fHICREO LN, DI L 292
PREAH & ORRBIRDEE S 72 MS FFEAHS 258 1 & #ix
L4, 9B 232 tHIAK L O W EERLTE SN2, R
AHTEDOHEFRIL SO SN, b THIEAK L DR
BIRDS T STz, ARH L ORRBARIGETE L WEEL
HERGOM % Table 3 1278 L7z, MS 58 (26 1) 25 b
%, MR RER T Q0 1F), FEH 61 Lzl
(Table 3). HEDBEEEREAET HEH (15 EEIGO/NE,
65 UL Eowing, ER, EREREL AT L 8E, R
REEL A9 5B, LESCL 2/ ¥ 8%, LESCL # 4 L7
WEE) ORIERZEHE % Table 4 128 L7z, &RORIVER S
BIE 40.24% 12T, BETBIEIE A 2w b oo, 15 Al
O/NBEIERFEBED 60.00% (12/20 F1), FHEGERERE
A353.85% (7/13 ) L <, 65 bl EomEinE ORIVERFEH
FHY26.83% (11/41 B) LK<, fiid 38.46~42.54% & (212 [F]
U Chotz, METIE, EEREMERHE LTS, C- b
wEBEIN, SOUREEMAETRE (& 1) %580, JEEE
BEIWEH O ENFUZFEE 10 6], ITHETERE 2 6, EGHREA R
IS, CESHEAIER, SR, PREEE, MR, JEE HAREAT
#Z1TH o7z oM, LESCL EHTLAeIE7T07 7 1)L
12713 7% <, LESCL 2 F ¥ % [ THICE < #hi S 7z EIE
LB LN h o7z,

FEERAEHHTH L7 LT F o FF—LHlIEIL, AFOK
BEHANIEGIZ Lo TRI D) 5 2 EEHREZT TR L, B
TR L > TR DEREZ Nk CHT 27201258 E L
72b 0T, BEAEE 2162 26 #E2 D, 9 BEIEHIX 10
BI13 1 Ch -7z, ERFAAIHE Th 2 FEFBA UM, 4T
LB, FEGFESALRLRE, JEFHBA M, FEGEALRERS,
YFERALIENE, TEGTIERIE, ITEAIIERR, gL ) SRR,
RO VWT N L ER L, HBRTHETE b oz
E GO 2 G007 0I1I3E L7z 0T, 37
B 41 & 7B, 9 BEIWERIE 36 6140 1 CTH - /2. Z DAl
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Table 1 Patient characteristics (Safety analysis set)

Items

Number of patients
Age (years), mean * SD
Elderly ( = 65 years), n (%)
Children (< 15 years), n (%)
Female, n (%)
Age of MS onset (years), mean * SD
MS type, n (%)
First (isolated) neurologic symptoms only
Relapsing/Remitting type
Secondary progressive type
Primary progressive type
Unknown
Unclear about MS or not
Inpatient /outpatient status, n (%)
Outpatient
Inpatient
Inpatient/outpatient
Unknown

MRI spinal cord lesions extending = 3 vertebral bodies, n (%)

With complication(s), n (%)

With liver dysfunction, n (%)

With kidney dysfunction, n (%)
Received prior treatment, n (%)

Prior treatment with IFN agents, n (%)

Period from disease onset to treatment start (month), median (min-max)
Period from the last relapse to treatment start (days), median (min-max)

No of previous relapses, median (min-max)
2 years ago-1 year ago
1 year ago-present

i.m. IFNp-1a treatment period (day), median (min-max)

i.m. IFNB-1a total dosage (ug), median (min-max)

1,476
38.6 £ 12.2
41 (2.8)
20(1.4)
994 (67.3)
30.9 = 11.6

97 (6.6)
1,274 (86.3)
76 (5.1)
20(1.4)
2(0.14)
7(0.47)

718 (48.6)
221 (15.0)
532 (36.0)
5(0.34)
134 (9.1)
616 (41.7)
78 (5.3)
13 (0.88)
1,160 (78.6)
621 (53.5)
68.5 (0-575)
76.0 (0-6,189)

1.0 (0-15)
1.0 (0-19)
730.0 (1-2,911)
3,150.00 (8.0-12,480.0)

MS, multiple sclerosis; IFN, interferon.

OFE STFAEE o IFNB-1a FRIPUAIL, /L CRIADHE &
NTCWB L, HRTHITTE R >RGO %
GO TMET D7D REE LI2s, MIEDEE Sz 0iE 7 61
DHRTHY, 9B 1VEADPHE»OFEBITH - 72

A R PEETA

ARR(E, BBV CTHRG-RIE 10 1.07 £ i LT
IR TIE 0.29 L AEISIEA L7z (P<0.001) (Fig. 2A).
EDSS 1, AR#HEG-BAGEE & o, B 58163 » AT

BRUFEL RS (P<0.001), HARBEREREE O MEITHIH A5
W57z (Fig. 2B).

LESCL A ¥} 045D ARR & EDSS O#E#-% Fig. 3 1278
L7z, ARR X LESCL OF I hb & FHF B R L % 700
72 (P<0.001) (Fig.3A). #GRWHNI A D &, Fhkii
TIX LESCL A2 A7 53 ARR 25H B2 L7z o12xt
L, ik - BiFE#EIC B\ CTIL LESCL BT A4 & e il

Ao b7z (Fig. 3A). EDSS Fi5fii%, LESCL #£# Tl
BIEHE LB CRGAT LD b AEEICEEL (% P<0.001,
P=0.003), HABEREmREOMEITEIN] % R0 7245, LESCL A
BECIIEGME3 » At 18 » ABROAEELRUEX BB
(Fig. 3B).

£ =

AR OODORRIIZ S T ST WA D D, Bk
FHROERKT COEFNORENET=5 1) vV OMROEE
A3 H K EU R BLHI AT EE ST A4 N2 4 &~ [ER L
DE4EM] OE (ICH-E2) & THY EiFsh, #FETEMS
NCTW5. Kigxix, RIFIZBIT 5 IFNB-1a 5t HE#EF 0 FE
R T C e etk & BRI & RET L 7o — o KHUEBIZR I 78
DEHBERE TDH 5.

AENE, BOKRTHRATLCHGE - SN TE D, KPFHET
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Table 2 Adverse drug reactions (incidence = 1%) for which a causal relationship with the

drug could not be ruled out.

Adverse drug reactions

Number of events, incidence* (%)

Total number of patients** 594/1,476 (40.24)
Total number of events** 1,065
Psychiatric disorders 43 (2.91)
Depression 25 (1.69)
Nervous system disorders 142 (9.62)
Headache 65 (4.40)
Multiple sclerosis relapse 46 (3.12)
Gastrointestinal disorders 24 (1.63)
Hepatobiliary disorders 51 (3.46)
Hepatic function abnormal 42 (2.85)
Skin and subcutaneous tissue disorders 56 (3.79)
Rash 16 (1.08)
Musculoskeletal and connective tissue disorders 42 (2.85)
Arthralgia 20 (1.36)
General disorders and administration site conditions 392 (26.56)
Influenza like illness 52 (3.52)
Malaise 64 (4.34)
Pyrexia 284 (19.24)
Investigations 85 (5.76)
ALT increased 16 (1.08)
White blood cell count decreased 18 (1.22)

*When a patient experienced same adverse events more than once, number of event was
counted as 1. **Cumulative total numbers reported in the drug use results survey. ALT,

alanine transaminase.

BONTZHRNOHEHERET COLREETT T 7 4 IV OiER
R THE SN TV A I NETOHE LA TH - 722,
KA TORWEHZIEIIRN 0% TH Y, ENOEKRRE )
T MRS O EERRIRER 2 B2 Y L ) bIRETH - 72—k
(2, B KD BEBGERR A CERIER RSB MW 2 &
B ENTVEA, RRTIEHEZEICIESN L0ZL0%
- MAEDNER SN LEOR R LEE 2 5. IFNB-1a i A #
FIOBWER Tl d L K ALNLEIERIZA >~ 7 v v FERiE
WTHY, EANEBEERT80% Y, [P0 5E 4 F R BT
0% LY LIMEENT WD, —J, KHAETHRDS IEBHRE
DOFED - TEWEIEFE TR 19%, 1 ¥ 7V T kR ESS
HEIZH A% THolz. 4 ¥ TIVL U FREREIRICIE5EE, 58
i, BEE BRRREREENL0, ZhEToOWRET
FA 2 7 VI FEREIR & LTy S T W 72 RIVER 2543
ATEROBWEH E L TG SeTEDEZ 6N S, £
7z, A YTV RHERO B, FERAT O A FUIRE
$%  (non-steroidal anti-inflammatory drugs; NSAIDs) OffH %
R, RFIEAOBIZ @ Z 5 2 & TRIEH OFEBAME
T ENEEINTVE Y, BIEHOFRBH L L<
NSAIDs D %247 ) DA R LT o T D T b,
EWEH OBIRIE B ASE ) IS N2k R 255 LT\ 5 TR
HdEz ol

EEARIEHIZOWTIE, MSOFEEIRDEZ < 2614, &K

W CHFHERERE D 101 CTH - 72, BRI E & L Tl
SNTEGNE, Fhen LIREEEL 2 526 3/, JLET
MRECHEME A Tl hEEED O HEE TS Sz, KFloF
WSO E OMEDT & A EORERITIThi, & TORERD
OO AR L 7. BEE s ET L - RIER BB,
/N, BRI ELE CREAE K, —H Tl ORIVER
BHBIIMM D o 725, PP n0, L BETRE
EIWER SR ORI C R v, T/, MR, BRI
B aeaticonTid, Bl CiHEZHiEEATH L Y.
Db &y, K O% M TR ERE & 7 5372 2 EER
OOLNLEh o7z,

AFRAEWIH 2 F O BIZGEHE %2 Ak L 72 E B 1L 563 BT H
H, TOMALERATEYT 28 CoORIEETZRIET 5
ERTHELZ. FEFREIUCL 2 1E0M, $HEAT5
RDWZOEEI L 2 HPIEA D itz 2o ORERITIE,
ik, BIOWERISEIR I N D LRI N L)Y, BHE
NIZZERNEIER L TB 5T, IR TH 5.

BRI DWW TRHFEO PR & K& 2 EZRT%
<MW IFNB-la i EAIFE G2 X ) 2 4ERI2H72 5 ARR O
BB W M O B IR IR S O AT SRR & 17z,

LA MERALE 2 FHNCHEE T4 C L IZ PRUEED 2012
BETHY, ZTOMEDWIZITMEER L OENVPEETH
L. 2070, BEEAT AR RIS L7 MRIAT R %2 H Wiz
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Table 3 Serious adverse events for which a causal relationship with the test drug could not be ruled out.
Serious adverse drug reactions number Serious adverse drug reactions number
of cases of cases
Infections and infestations 6 Vomiting 1
Cytomegalovirus infection 1 Hepatobiliary disorders 14
Epididymitis 2 Hepatic function abnormal 10
Herpes zoster 1 Hepatic necrosis 1
Pneumonia 1 Hepatitis acute 2
Infective aneurysm 1 Drug-induced liver injury 1
Neoplasms benign, malignant and unspecified (incl 1 Skin and subcutaneous tissue disorders 4
cysts and polyps) Drug eruption 2
Thymoma 1 Psoriasis 1
Endocrine disorders 1 Rash 1
Thyroiditis subacute 1 Musculoskeletal and connective tissue disorders 4
Psychiatric disorders 4 Arthralgia 1
Depression 1 Back pain 1
Intentional self-injury 1 Muscle spasms 1
Suicide attempt 1 Muscular weakness 1
Depressive symptom 1 Reproductive system and breast disorders 1
Nervous system disorders 37 Balanoposthitis 1
Ataxia 1 General disorders and administration site conditions 9
Atonic seizures 1 Asthenia 2
Epilepsy 2 Death 1
Generalised tonic-clonic seizure 1 Pyrexia 6
Myasthenia gravis 1 Investigations 10
Paralysis 1 ALT increased 1
Paraplegia 1 AST increased 1
Seizure 3 Blood bilirubin increased 1
Multiple sclerosis relapse 26 Blood creatine phosphokinase increased 1
Eye disorders 1 C-reactive protein increased 1
Retinopathy 1 Gamma-GT increased 1
Gastrointestinal disorders 4 Granulocyte count decreased 1
Duodenal ulcer 1 White blood cell count decreased 2
Nausea 1 Hepatic enzyme increased 1
Stomatitis 1

ALT, alanine transaminase; AST, aspartate transaminase; Gamma-GT, gamma-glutamyl transferase.

McDonald ZWiFHERCHL T 7 7 R ¥ 4 Filk 7 & Okt
PEINHN S NS Y R ST Ao 72
A HIZ% (neuromyelitis optica spectrum disorder; NMOSD)
7%, WEATIEIIMEIZ MS L BIDERE LTBIENs X912
7 - 72. IENB OF%5-13 NMOSD % B X2 2 & v ) i h'dh
D KK O R EET 2124725 T NMOSD & 0 R1E
FEHETH D, LESCL OFEAEIE NMOSD B OB DR A~ b o
—2TH» Y™ LESCL %47 % iEfliz NMOSD 1) A 7 7}
HHEEZLNDLZ LS, KA TIE LESCL FERHOH
BHPERRNT 2 HRRMIAT o 72, ARR ICDWTIE, Gk GRET
1% LESCL A #1225 b & F[ 5|12 ARR OF B 7 i % 78
@, Wik - BB ClE LESCL EH COAF B R UHE T RO
72. %72, EDSS |22 Tid, LESCL MERETIE4efh & [FAkEIC
S CHERUE RO, LESCLAMTIZ3 » HEA D
18 7" ABOAEELUERRD. —J7, LESCL%* A L7z

FEGI O TSN T 2 KFI O AP (LAKRY =) &
2% EDHELH LY. INSERET S L, KHKIDLESCL
BRI T 2 A HMEIEERTE /b 00, LESCL A# T
1k - B U7 EBN S M B2 I C & 72 22> 72 NMOSD 736 £
NCWATREMEATTETE 2. S8, FREMRL L7277
R VA PURORENER S, MS K0 NMOSD D #Fi#l
FHEAHIS S 72 ETO LESCL 24 L7- MS BE 12 BT %
RFNOWE IS VEETH 5.

PLE XD, ERR T TIrbN B 2 EEORFAED 5
KRN OEEMEDTa 77 A NVEINE TOHELFEETSH
0, ERIR LR E 7 2872 &R IR b pr o 72,
F72, 2B D 5 ERHNOFEIZ L o T ARR OF B2 UE
WE M N EDSS OEFTIIHIRE AR CE 72, SIS DR R
5, IFNB-la i AN R T CTHAANMS BHIZBIT 5
MS Fi5¢, GRS TOTRIICERTH 5 & 2 b/
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Table 4 Adverse drug reactions for which a causal relationship with the drug could not be ruled out by patient
characteristics.

n (%) of patients with

Patient characteristics n . 95% CI
adverse drug reactions

Total 1,476 594 (40.24) 37.73-42.30
Children (< 15 years) 20 12 (60.00) 36.05-80.88
Elderly ( = 65 years) 41 11 (26.83) 14.22-42.94
Pregnant and parturient women 17 7 (41.18) 18.44-67.08
Patients with kidney dysfunction 13 7 (53.85) 25.13-80.78
Patients with liver dysfunction 78 30 (38.46) 27.66-50.17
Patients with LESCL 134 57 (42.54) 34.04-51.37
Patients without LESCL 1,152 467 (40.54) 37.69-43.44

LESCL, longitudinally extensive spinal cord lesion.

A
1.50+ [J pre-treatment* M after-treatment
*%
*%
. 1.25
E * ¥k
0:31 1.004 1.07
- 0.94
x5
©3E
<ga
—
$ 0.507
£
0.29
0.19
0.00 T T
(n=1,441) (n=870) (n=550)
Over all Continuation of Drop or withdrawal of
treatment treatment
B
6.00
5.00
4.00
B
O 3.004 2.94
LlJ **
2.00
1.00
0.00 T T \ T T T T T
Baseline 3 M 6 M/ 9M 12 M/ 18 M 24 M/ Last
Discontinuation Discontinuation Discontinuation evaluation
(Number of patients)

1,303 979 1,070 749 863 644 812 1,257

Fig. 2 ARR and EDSS scores in effective analysis set.
The mean ARR (A) and EDSS scores (B) are shown. The error bar shows standard deviation. *From 1 year before to
treatment start, **P < 0.001 by Wald test (two-sides test) (A) or Wilcoxon's signed rank sum test (B). ARR, annualized
relapse rate; EDSS, Expanded Disability Status Scores; M, months.
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A
2.007 [J without LESCL (pre-treatment*) B without LESCL (after-treatment)
] with LESCL (pre-treatment*) B with LESCL (after-treatment)
— 1.50
8
*%k
E *%k
2.2 1.00- L
< g 0.99
B
@
£
= 0501
(n=1,132) (n=129) (n=711)  (n=57) (n=408) (n=69)
Over all Continuation of Drop or withdrawal of
treatment treatment
B
8.00 - without LESCL - with LESCL
6.00
% 4.55
A 4.00
Lu *%
2.75
2.00
0.00 T T T T T T T T
Baseline 3M 6 M/ 9M 12 M/ 18 M 24 M/ Last
Discontinuation Discontinuation Discontinuation evaluation
(Number of patients)
without LESCL 1,062 818 898 623 714 532 673 1,019
with LESCL 119 86 92 64 71 51 63 110

Fig. 3 Evaluation of effectiveness in the patients with or without LESCL.
The mean ARR (A) and EDSS scores (B) are shown. The error bar shows standard deviation. *From 1 year before to
treatment start, **P < 0.001 by Wald test (two-sides test) (A). **P < 0.001, " P = 0.013, *P = 0.023, *P = 0.003 by
Wilcoxon's signed rank sum test, respectively (B). ARR, annualized relapse rate; EDSS, Expanded Disability Status
Scores; LESCL, longitudinally extensive spinal cord lesion; M, months.
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RESCZBIE L, BIR TR & COLIRREIC & 2 3 - ML= k. FE=S R 31 ¥ AT ( BE IR AV 7 iy s il s e (i)
M R#R, RS, Yan Ling, BEE— GG A4 T - &NV T 4 ATy —<HRAEH, 77 A4 aH, FAEE
R AR i Weos s B SN 7 SEMA (A IR A/ oy o8 JE =2, AR AR, N 1 oL S mbkalatt
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Abstract

Safety and effectiveness of interferon f-la intramuscular therapy:
results of the postmarketing drug surveillance in Japan

Haruki Makioka", Fuyuki Nakaya, M.S.", Yan Ling, M.D., Ph.D."”,
Shinichi Torii, Ph.D.”, Takahiko Saida, M.D., Ph.D.??, Jun-ichi Kira, M.D., Ph.D.”

YBiogen Japan Ltd
?Kansai Multiple Sclerosis Centre
“Department of Neurology, Kyoto Min-iren Central Hospital
“Department of Neurology, Neurological Institute, Graduate School of Medical Sciences, Kyushu University

To investigate the safety and effectiveness of the interferon p-1a intramuscular injection under clinical conditions in
Japan, we conducted an all-case postmarketing surveillance with a 2-year follow-up of patients who were registered
during the period between November 2006 (product launch) and December 2010. Case reports were collected from 397
institutions. The safety analysis included 1,476 patients, and the effectiveness analysis included 1,441 patients. Of the
patients included in the safety analysis, 86.3% had relapsing-remitting multiple sclerosis. The most common adverse
drug reaction was pyrexia (19.24%). Serious adverse events included multiple sclerosis relapse (26 cases) and abnormal
hepatic function (10 cases). In the effectiveness analysis, the annualized relapse rate improved significantly from 1.07
to 0.29 (P < 0.001). There was also a significant improvement in in the expanded disability status scale from 3.08 to 2.94
(P < 0.001). The results of the safety and effectiveness profile were consistent with those in previous reports.

(Rinsho Shinkeigaku (Clin Neurol) 2017;57:553-561)
Key words: IFNB-1a, multiple sclerosis, postmarketing drug surveillance, adverse drug reaction, effectiveness




