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EREEBEEICTOHBEL. BEIPEBELLZLE
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TORIRFE SN REPERMRD10%, EI2
YEN T
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H3anzk,
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5.3 BEOWRIZB VT, MLOFEWHEE (A7ulF, 7%
FA T V) FL BB RIEHREEITo T, ERICER
T BYIS DRI SR B A 14535 2 Lo [1.52 1]

1.5 AXBDAEZRIIBT %E1IC. AT70O4 FXI3REHR
EEIEDOFERAE TAICEET S &, [5.388]
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1.6 AXFIDEEZRIRY BE1IC. REEE. ATO4F
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8.1 RANIIEGD Y A7 K ST LMD L 2D
ORKOFGICE L TiE, +o%BI8g2 7w, RYYE
DISFERHHE|VEZ T 5 2 ko RYIE O BUE IZRERDS
HH LN IIE, R IHYSE IEK TS XD B
FERgEST LI L, [1.1. 1.2, 2.1, 9.1.1, 11.1.1=R]

8.2 ARHEGAIII - TEMZICE T 5 1490 % M2 T Ol &R
XA I Z . A v ¥ — 7 =0 v—y #EERER 1LY X
Vo) v RIS IT V. EERICTMESE217H) 2 &
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AH G L anwZ ks [1.1, 2.2, 9.1.258]

8.3 AKIFGHL, £ 2 F LRI L D BYERBLO Y A
7 HEGETE W, BT 7 F VEMIIITb RV &,

8.4 fioo AWK S EE ¢ 5581, BYYEOBEICD
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(EEMXEBX. 7O0—-2R)

*%8.7 KAOHCK G IIH7zoTiE, LTORICHET S

Z&o HOHS I IAFIE FE200megY U ¥ ¥ T E T iE

200mg X > DAIZTITH T ko

- RHN P 5BAMGIC S 72 o T, EE RIS BV T, 43
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(1) BEOBMAREL AT L EETIE, BEriEibsds
BENWADH L, [1.1, 8.250H]
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(95% fZHEIX [ : 0.14, 2.00) 1 FEE o i 9 o F6H =%
13, 0.59/100 N4 (6/136761) TH - 720
EHEEIEE R 2w R L L 2 ENEERREOL2E E To
R (R EI B G-B515761, 135 AAFE) 12 B\ T IR (FF
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Tholz. EREMEREROEHIL. FoObNLD o7,
BB B E 2 G b L 22 B3R R 45 T b/ I AH S BR
2BV B BB OB ORER (Fev sy < TR
TG AT BI839661. 302.2 N 4F) I2BWT, &
PERER: GER@EEREF <) OB, 0.33/100
NAE (1/39661) Td o7z, FEBRMIERFHFOIEHIL, 7
DN Do 7. WBEHARGREEE TG Lz EEIE
[ MAHRER D248 F TORR (7N 7~ TETHY
FH BRI P 55 327961, 128. 8 NAE) (23T, HpEEE (Jk
B E Rz RS 7 B <) OFEBIERIL, 0.8/100 N 4E (1/279%1)
THhote, FREMIELBROFIIL., oSN AEh o7,

s u—iREatg s Lz EBILE S T/ AR D480 ¥
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X, 0.15/100 \4E (1/78061) T - 7zo FEEE L
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— VRt R E L7z EESIE S AR RER 0488 F TOHE
B (s~ TR TG HEE 560527451, 234.1
NE) 1I2BWC, EWES CGERGIEREREZ IR o
FHBIIHD SN o 770 IEEME R EHE O S BRIL,
0.43/100A\4E (1/274B1) THot2o 70— UFHETHRE
L7-EWNE AR B 5488 F ToME (kv
< TEHI G HB385) 1B\, EES EREMmE
KEFEEah) IO LN Eho7, (1.1, 8.55H]

16. EHYEIHE

16.1 MFigE

16.1.1 BE%KE
R 35 % A5 5 HAR N R B E ICARHI10%, 30, 100X13300mg™
ZHAR TG Lz &, MG 7LV 7 < 78I 5494~6H %
RS TSR 12 L, #916~18H O TR T L7, P

RS
o

(quy/8r)

0.1+

0 14 28 42 5B 70 8 98 112
858 (B)

30mg*

[—@—10mg* 100mg —=

REEESEHT 5 ERAANEBEE KB ZREARTRELALEX
OmFERT LIV ¥ TREHE (FHfE+SD. &FH4~56))

RPHERZSEFET S HAANZBERECARZHEARTRELE
EEXDEYELINT X —4 (FHfE (SD))

300mg#|

i 10mg™ 30mg™ 100mg 300mg™
" (5%1) (581) (5%1) (561)
Crnas 0.46 1.52 6.14 15.08
(ug/mL) (0.19) (0.56) (2.29) (5.15)
o 4.02 5.93 6.02 6.03
<dm;> (2.97: (3.07; (3.88; (3.98 ;
v 13.99) 6.23) 13.88) 13.89)
AUC- 14.0 40.8 159.9 427.1
(ug - day/mL) (7.8)° (15.8) (65.2) (156.7)°
e 16.4 16.0 17.6 15.6
(day) (6.8)° (5.2) (3.1 (3.0)°
tmax © LA (FRPR)
a3l
b : 4%l

PESIEE UL N3 2PN ot N ua N
JEIZA 2 KGR R 100mg TdH % o

(SEMEE. EEUREE R, REMEZE. B RE. EEIRAELE)

16.1.2 RiE#HE
JRERIR 5 & AT A HARNEEEY . HARNREEZ R R ED
VXA R AE B T OV H AR NSRRI E Y 1 ARHI50mg™
100mg X 13200mg™ %0, 438 K O°Z D 1 83E [ b © KA T#% 5 L
7oL EOMER b T 7IREIXTROLEB) ThHhoTz,

HARAEZBEE X I ERIREEDRE CB (T 315528 OME
FTRIVIITDNT 7RE (FHiE (SD))

RSB EAT 5 | BT L | o o

R B | OO

e 50mg™ 100mg | 50mg*® | 100mg* | 100mg | 200mg™
(6011) (6111) (1243) (6451) (4541) (44151)

i PREE | 0.60 1.13 0.53 0.79 1.08 2.76
[ug/ml] | 030 | ©07) | ©0.20 | 062 | 0.74) | 1.9)

a: RAS0mg A0, 48K 02 0 BTN FE T KA T#H5 L. 2057 5100mg
% 83 I C S TS L7
SORA DT VR, SRR . MR ST E . LRI
FELZXT S % AR & 1X1H100mg TH % o

GEEBMXRER)

16.1.3 RiB#HRE
WIS S BB IEAR S & LT/ w7~ 7 s
200mg %0, 4% O8BICHIRNFL S L 7= 14, MEFi% G- & L TARA
100mg % 83 [ Fi X 13200mg % 4 [ [ C AR T 5- L7z L & D



ERIRFEIZ B 2P b9 7L, F1Ehl.4ug/mL
J 0.7 ug/mLTdH o720 0
EB R BB E ARG & L CARAI400mg 0, 4% U8B IZ 7
T L& & PR MG 1328 .8 u g/mL & HfEE S
720 WRIRPIR OV T %512 X A G- th 0 & G FERE (AUC)
IZFEETH -7z ©

(7a—-¥R)

16.1.4 R1E#HRE
00— UIREBBIEARLG L LTIy < 7 iR A
200mg % 0. AKX OBIICEHMRNIL G L7z th. MRS & L CTARA
100mg % 83H i b5 13 200mg % 4 B TR THES- L7z & &0
ERIRFEIZ B 2 PImiE D b5 7RI, FRENn1.2ug/mL
K101 ug/mLTHo7zo 799
70— UIRREIEAN S & L CARFIA00mg %0, 4% OSHEIZEZ T
B Lok &, PR EIME T IE 327 .7 u g/mL & HEE SNz,
IR R O R T #5102 & 238 A 50 & gfEe (AUC) 1EF
BETH-o 72, 0

16.2 TRIR
HHE LS. AFI100mg % W TG L7z & X iy
INAFTNRA TN T 11349%TH - 721,

16.7 EMWHEEER
SRR 35 % A AIMVE NG EE 2BV T, 3 5T L [CYP3A4
HE]. U7 7Y v [CYP2COMHE], 4+ A 75—V [CYP2C19
HE], X AP XMV T 7y [CYP2D6REE] KUK 7 A >~

R EARFN200mg™ Hlnl TG L B Lo, 2

NOIEROEZ R ICH O PR EBHIRED SN otz 2

SORKI OB IR, R AT 25, IRAERE . TR R IR
FENZ RS A AR = X1F100mg TH 5 o

17. BRERRXAE

171 BHMERULRELMICEY 555k

(BEMEE. TRUEEmX. RAMEE. ZEELRE)

17.1.1 EN-EE#%EERER [FEEKRSEET22EEE (2
MEEREEEET)]
TERIEA & BAED W EIR 5 % 4§ A EE (PASIY 2a7
D120 L IGA™ 23 7 H3L k. 2o R A IEABSAT @
10%LLE) 19261 % KR & L7 75 2 RM R it B e 5
L7z 77 R, KFIS0*XI1X100mgx 0% N, Z D48 K]
TR TG L 720 #5168 5K K UB208 % DPASIA 3 7 3K — A
T4 HT5%LLEL 90%PA L, 100%L3E L7z BFEOEE (LT,
FNENPASI 75, PASI 90. PASI 100). IGAA =27 [0]. [0X
31 2 aE L2 BEoEG (LUF, 212 NnIGA 0. IGA 0/1)
& TRITIRT . 16HHZOPASI 90K IGA 0/11F, AFFxGHTT
TR TR IICA RIS E o 720 T 72, CASPAR™
IZEED W CHIEMEBI 4 L B I S . ACRIBHERFAT™ A3 — 2
74 ¥ 520%UEE L2 BFEOHE (BUF. ACR 20) 13, 16
BB TT 7 2R E0% (0/1061) . 100mghE30.0% (3/1061) . 5238
% T100mght20.0% (2/1061) T -7z 7
#:1) Psoriasis Area and Severity Index
1:2) Investigator’ s Global Assessment
##:3) Body Surface Area
1:4) Classification criteria for Psoriatic Arthritis
1H5) KREN 7~ FHEEHERT D BIETER O Rl
MORFN O TEVERZEE, BCREIERIE 2, IR VEECHE . SOMEVERLEOAE . SEBEIRE

SELZ S 2 KR E X 1E100mgTH %o

#516. 52BENDPASIRUIGA

Fr5 165 550

A RN AHFI100mg AF#100mg
6.3% 84.1% 90.5%

PAST 75 (4/64%1) (53/6301) (57/63%1)
0% 69.8%" 77.8%

PASL90 (0/64%1) (44/6310) (49/6341)
0% 27.0% 47.6%

PASL 100 (0/6401) (17/63f51) (30/63f1)
7.8% 88.9%* 90.5%

1GA 071 (5/6481) (56/63051) (57/63f1)
1GA 0 0% 44 .4% 58.7%

(0/6411) (28/63f1) (37/63f1)

a:p<0.001. %7 F KRB, Fisherd IEMERE

BEIVERZEBUEE (100mgiz5-61) 13, 29.2% (26/8961) Tdh -7z,
FERBIERI . FEFHBALALIEAY6 . 7% (661) & EAGE Y4B (4.5%)
ThH o7,

17.1.2 ENFEERER (REMEZEEERVUEZBMIRERE)
I 1 iz e R 106 I DN MEAL RO B LI 2 b G & L7239k
TR FEhi L 720 AFIS0mg™ & 0K U4, Z D% BIE TR T
5Ly 20 PLRE ISR RAS 45 & ) 0E S 7236 12100mg ™~ D 1
wARUREE Lz, HG16EBICARAN & 2 EHDIZES) (CGIH A
a7 [1, 2333)) L7zB#o#EE (LU, 2805%) &, IEK
FEBERRCETT 8% (T/911) . WZMEMERL R AEE90.9% (10/1161) <
B o7z FGE2:B RO E LN VERCREEF100% (8/861) ., H2
WEVEALEZAE R #100% (10/1061) T o7z ¥

%) Clinical Global Impression
MORFN O E VR RE, VEBIEN g5, MDA TERCRE, SEREMEAL R R, SETIEIR
JERELZ S A AR RIZ1A100mg Td % o

RIVERI S8 B 12, 9.5% (2/2161) Tdh -7z FAEINEMIZ. A
WERGELB] (4.8%) TH o720

17.1.3 BHA_EERLEEHR (FEEEZEMEHXERE)

IEEN R B 26 B (CASPARICAE L. BHENEG M O B Hi
JERE Y2 2 N3DLL EADCRUBHE AFI2%0.3mg/dLEL E) 149
Blaxtg e L7z 7 TR EE MR 2 06 L 72 ARH
100mg% 0% U4, Z DO %8MEIE TR TH5- L72e 652450
ACR 201%. AR#I100mgHEs8.0% (58/10061) TH VY. 7J LA H
18.4% (9/4981) &L TEWEIEER Lz, ®
BIVERIZEHMERE 12, 10.9% (14/12961) Td - 72, EREIEHIX,
HiiAOL <2160 (0.8%) . EAGEG1H] (0.8%) . FHILBI (0.8%)
Tho7l,

(EFEIRAEE)

17.1.4 BN_EERIIEERHR

R REE RS (PPPASIFVARI A a 78120 B, o TEE
JRIE EOIEIE - NKIEOPPPASIESEE 2 a2 7 H32LL 1) 15961 %
HRE L7 T R I S E S MG T £ L 72, 77 kR,
ARHFN1001F200mg™ % 0f% O°43H, 7 D148 FE TRz T%5- L 720
%516 OPPPASIGEI A a7 DON— A5 4 b D2 bR (DL
T, PPPASIA 2 7%2b#&E), PPPASIZA I 7HRN—=Z 51 ¥ b
50%LL Lz L 7z oE 4 (LU, PPPASI 50). PPSI™4&&!
AATDONR=AFTA4 b0 bR (LUF, PPSIA a7 %1bE)
% TRIRT 160A%OPPPASIA a2 7 EEMlIZ B W T, AHI%RS
HECTT 7 AR L CREMFENICAEZ 2 UGED RO b7z,
AFHI100mgh: TOPPPASI 501%. 1638#1257.4% (31/54%1). 52
H%1283.3% (45/5461) TH o720 ¥
1) Palmoplantar Pustulosis Area and Severity Index
7£2) Palmoplantar Pustulosis Severity Index
SORKN OBV, RIS, MR, SRR . RN
FEV S B KGR R 1F100me T 5 o

%5168 DPPPASIRUPPSI
7T ER A#100mg
(5301) (54%1)
PPPASI A o1 7 24L& = B o\a
PR (e)] 7.79 (10.596) 15.08 (11.252)
34.0% 57.4%
PPPASE 50 (18/53f1) (31/541)
PPSIA =7 21L& 2.0 (2.41) 3.9 (2.94)

[Pt (SD)]

a:p<0.001 (it 77+ A#. mixed-model for repeated measures)

BIVE R ZE M (100mgde5-51) 1%, 7961512561 (31.6%) T - 720
FAREIWEI, ESHRAAIREGH] (7.6%) . FIEEEGAB] (5.1%) .
ARGERERG26] (2.5%) TH o7z,

GEBMXER)

17.1.5 8B 1o/ DHHEFEREERRER (UCO30015K5&. #HEiFaiER)

HRERIE A O FAET ORI I RRE AR E L2/
7~ 7 HIE N A O SRR A B S FAT L 72 B 59961 (H A
N8B ARG & Lz HEEMIEARR A K L 7, EAFER
T8l 5 ARHFN100mg % S FE TR THe G-, 38 AL T 4%
25 AFI200mg X ik 7T & R x4 MR TR 5 L 72 Modified
Mayo A 3 7 255~9TdHh - 7256861 (HARAL26) 1I2BWT, &
FEEHTE H T & %4438 K 5 Oclinical remission™ 235 & L7k
BREOEAEIL. 7T REELS. 9% L. AHKI100mgh45.2%.
200mg#t50.0% TH > 720 0 10
1) Modified MayoA I 7 254~98Cdy V) . BRI 7 A 2 7 A1
PONBEEHT R 7 2 a7 228 ETh b EE
12) HEERIEY 7 A 2 7 A0k, BB 7 A 3 7 A0, K OIS
TAITHOXNELT HHEREY 72T T HNR= AT A4 L EH S
LCwiwnis) WHEEOHT R TIEFILATE0 b ik,

#% 544387 Dclinical remission

. b= e 100m, 200m
B 77w SHMEIS | sam
Clinical remission 18.9% 45.2% 50.0%
rate (44:8IFF) (36/190%1) (85/188f3) (95/190%1)
eI 2 _ 25.2% © 29.5% ©
BRI H] » [16.4%, 33.9%] | [20.9%, 38.1%]

a @ AERFEUBR B 4G I O PR 10 % I O ARBR C OG- A Rl F & L7z
Cochran-Mantel-Haenszeli%:

b p<0.001. %77 wARHE, HERFUER B AA IS O BER 19 78 % L O A S ER T O
5% BT & L 7zCochran-Mantel-Haenszel 77 4 e tiE, AH)
200mg 43R FE$ 53 CIn MRS HEA S 723 & 1S AR K 100me 8 R
W5 G- BE DA FIME & EMis 5 & & TLERMEEDHE SN,

AHI100mg 838 M FF5-FE ORIEH BB (X, 17.3% (3461/

19761) THo7zo ERBWERIE. IFPERERA26 (1.0%).

FHBALEUR26] (1.0%) Th o7z

AFH200mg 438 B FEHe5-TE O HITEHSEBUHEE 13, 19.9% (84%1/

422()) THo7zo EREIERIZ. HEFEBARS166] (3.8%). &

TERGLIB (2.1%). BEFSHEI (1.2%) . HifgEA)IL <360 (0.7%) .

NIy AT =¥ L2 (0.5%) . BIfTRE2E] (0.5%) Tdh o7z,

17.1.6 FMEERHARERRHER (UCO300455%)

BEARIGEE [6-A VA 7 h 7)) v (6-MP). 7HF 4+ 70 » (AZA)
Xiza)FazxruaA F] Xidadvanced therapy [TNF a f#id,
NFY X7 EETHELZ) . 9= FUIBAROTAKIHE
] TRIRA T T EAMEAR B EEE A © FAE O i B 5



MR 2 EE 41861 (HARANI2H]) ZxfR e L7z ZE MGk
FEM L 720 AHI400mgX1x 7T L AREOK V4, SHEIZKET (SC)
PG L7zo 128 LRI, 7T 1R 2 4E I FE . AFK1100mg 2 835 [
200mg % 48 [ PR TSCH G- L 720 FEERHMIE H Td % 1288
clinical remission™ 2354 & Nz #EE OB G, 7T £ RSCHE
6.5%2xt L. A#1400mg SCHE27.6%CTdh > 7z, 1010
D HHERE 7 A 27 2503031 BRI 7 A 37 50, K ONAREET
T AT HPOXNELT FHEREY 72T T HR=RA T A LIS H
LT aWnie) WEERAEOT L TIRIMEATRD S,

#%512;:8%#% Dclinical remission

e o= 4 as 400m,
%5 VAR N 45\@%[’%%5
Clinical remission rate 6.5% 27.6%
(127815) (9/13981) (77/279%1)
TER 72 _ 21.1%"
[95% 5 HHIX M) ° [14.5%, 27.6%]

a: N—ZAF 4 VEEOADTARIGEDO A EK MMayoNHEEY 72 a7 [
FE(2) 3EE (3)] #MEBIKT & L 7zMantel-Haenszel#: . UfSato
variance estimator!(Z & 1) &

b1 p<0.001. %77 LR, HEAREMES%, =2 T 1 Y HEOADTAUG
BEOAENK OMayoNHEET 7 A a7 [ (2) L3EE 3)] 28
B ¥ & L 7zMantel-Haenszel testif:

AF#]400mg SC—100mg SC S FEHES-HED 248K F ToORIEH

SEBUERE X, 20.1% (2861/13961) Tdh o7z ERBIERI. E5

AL ROESH (3.6%) « BaEIRa3HI (2.2%)  FEm261 (1.4%) TdH - 720

AHI400mg SC—200mg SC 4:H [HFEH G- 0 2488 £ TOREITEA

FEBUER X, 12.9% (18§1/14081) Tdho7zo EAEINEIZ. i

AL RORTH (5.0%) . BIEw26E (1.4%) Th-o7z2.

(7 a—>29R)
17.1.7 1/ MHERHFEERKZE (CRD3001)
(1) B MAEEFEEFRE (GALAXI 2)

WG [V FaA7uf R, 6-AVH T b7 v (6-MP),

TWFF T (AZA) LiEA ML FH—1F (MTX)] ik

W] [TNF @ fE5Pr3E I~ ) A< 7 GEE T2 )]

THRAT 5 S EBEEAR RO FEEED S BEAEOTHHM 7 0 —

REED24B] (HAANZSH) ™ AR e L7 T EE MG

(treat-throughith#) %#Ejtil 720 77 REETIX. 77 K%E0.

4, S AEHE (IV) L. 20k, 12805 7 J R %480

TR TS (SC) L7zo ARHIFETIZ, AHI200mgw 0. 4, SBFIZHA

WEHE L. 2ok, 16620 5 AKHFI100me% 8HMFE. X120 5

AHI200mgx 4EBFECR TG L7ce VATF X~V THETIE, ¥

AT ¥ A~ 76mg/kg#x 02 MiEFHE L. T O#H9I0mg % 8 K [

TR F4%5- L 7z. Simple Endoscopic Score for Crohn' s Disease

(SES-CD) A2 7%l L (I Hkm 4% A3 2 BE Tzl L)

T - 7250861 (HANAN2561) 12BC, EEFHMMEE (co-primary

endpoints) T& 5 O12:E; 1 Dclinical response™ Iz OM48 I [ i

®clinical remission™ . @128} i Dclinical response™ K& %48

JEIE S Dendoscopic response™ 25RO SN ERE OEIE L. F

NENT 7L REETIL.8%. 5.3%I28 L. A#|200mg IV—100mg

SC 8 MIBE 5-#T49.0%. 39.2%. 200mg IV—=200mg SC 44

M PR G-HET54.8%. 38.4% ThH o7z T2y TATF XY THET

X, FNZFN46.2%. 30.1%TH o720 917

1) SES-CDA I 7 24R 5 B ML ETRT IS A AN S 7z, SES-CDA I

TS (A ERIE %% A 5 B Clddkm) owBRE Y &

#2) CDAIAZ 7 HN=A T4 »H 510084 » F LK FUECDAIA a7

150K i

##3) CDAILA 2 7 1504
{£4) SES-CDA 27 X—=2AF A ¥ 550%LL 2% LIZSES-CD A 2 7 52
I
FESHMEER (co-primary endpoints)
200mg IV 200mg IV
PR —100mg SC —200mg SC
B3 [ - A RS-

FEFEFFEIE H O : clinical response rate (12:8K) J Uclinical remission rate
(483IKF)

- 11.8% 49.0% 54.8%
A
kil (9/7661) (70/14351) (80/146%1)
BER 38.1% 42.8%

[95% X ] * [27.3%. 48.9%] | [31.6%. 53.9%]

FEEEMIEH@ © clinical response rate (12:HE) J% (Fendoscopic response
rate (483AFF)

. 5.3% 39.2% 38 4%
A Ay

il (4/7661) (56/143(31) (56/146(71)
HHE 33.7% 32.9%

[95% 5 ilX ] [24.1%, 43.2%] | [23.5%, 42.4%]

a:p<0.001, %77 wAREE, HEAKERMS%, <—AF 4 L EEOCDAIA 2
7 (300LAF. 300#8), N—2F 1 YEEDSES-CDA 7 (12LLF, 12#).
AW BAN & B B CRIRAT 3 3UI R v (%4, FER%Y)
FONR=AF A4 YOI NF AT 0L FEHOA S EHIHT & L7
Mantel-Haenszel{?: 12 & 2 fEHEX B K O3E) A 7 ZokE, BEIER
(EEFFMIEH O, @%200mg 1IV—200mg SC 438 M % 5-#. 200mg
IV—100mg SC S M FE# G- HEONICTREAM) 12 X 5L E M

A#1200mg TV—100mg SC 8B HEH 5B ORIEHFEBUHEL L

18.9% (28%1/148%1) TH o7z EREIEHIZ. FF v AT 3IF

— ¥ LS4 (2.7%). BIEIRE2HE) (1.4%) THh o7z,

A#1200mg IV—200mg SC 4:H[HEFEH G- 3 O RIVEF FSBUHE (£,

30.4% (45%1/148%1) Td - 720 LR BIEFIX Z0ERGTH] (4.7%) |

FEEHRALBOGSHE (3.4%) . BEEARBI (2.7%) . BAFERG3H (2.0%) .
N7 Y AT IF =LA (1.4%) THolz
(2) SHMAEEEEHFEFER (GALAXI 3)
ARG [(avFaxsuf B, 6-AVH T b7~ (6-MP),
THFA T (AZA) EA PR LFH—b (MTX)] 4
W] [TNF @ P IER ) Ax 7 TR z)]
TRBEA T3 N HAEEA B O P EEE 2 S BEAEOHEIN 7 0 —
CIREES25H (HARN236) #Y %R e L S EERILEGER
(treat-through#Er) 2 %ML 72, 77 KBETIR, I F%
0. 4. SHEIZSMEE (IV) L. 20k, 1282575 R%4H
MR TR TS (SC) L7zo AFIHETIX, AF200mg# 0, 4, 88
WZHEEE L. 20, 1635 5 KK 100mg % 8 M fE. SL1E12:8
B ARF200mg % 4R TR TS L72e 7 AT F XY THTIE,
7 AT X X~ 76mg/kg# 012 HHEHE L. FO%I0mg% 83 H
[Tl THS L7ze SES-CDA a7 2%l (RS2 G2 % A
T HEETIFAL L) TH 7251360 (HARAN236) 12BWT, £
FEEHIEH  (co-primary endpoints) T A O12MEf 1 Dclinical
response™ N U483 EE & Dclinical remission™, @128 k10
clinical response™ & UM483# 1 i dDendoscopic response™ AH3ERsH
ONTBERE OB EIL, TN T T 2 REETI2.5%., 5.6%%F
L. A#200mg IV—100mg SC &M 5-#T46.9%. 33.6%.
AHFI200mg IV—>200mg SC 4:8 M FEH5-#CT48.0%. 36.0%TH
5720 T2, TATHRATTETIE, ENENAT.3%. 25.0%TH
> f:o 9), 17)
1) SES-CDA 2 712 4R 2 @RI HECLET R IS HA AN S L7z, SES-CDA 2
76 (WL LR 4 % A3 % B ClEAkil) oz &t
7E2) CDAIAT 7HR—=AF A 510084 » b LUK T XIZCDAIA 2 7
150 i
7£3) CDAIA 2 7 150K
##4) SES-CDA 27 HNR—=RAF A ¥ 7 550%L\ Lig# LIZSES-CD A 2 7 752

LI
FEFM@ER (co-primary endpoints)
200mg IV 200mg IV
VAR —100mg SC —200mg SC

8 fH] B - 48 I W A5 5

FEFHIE HO © clinical response rate (123iFK§) % Uclinical remission rate
(483 IKF)

N 12.5% 46.9% 48.0%
Ana (9/7241) (67/143f1) (72/150f1)
M - 34.2% 35.0%

[95% fZ MR R = [23.2%, 45.3%) | [23.5%, 46.5%]

FEREHE @ ¢
rate (483ARF)

clinical response rate (12##) M Uendoscopic response

. 5.6% 33.6% 36.0%
RUHE (4/7215)) (48/14311) (54/15011)
TR 27.9% 30.8%

[95%fEHHIX ] @ [18.7%, 37.1%] | [21.3%, 40.3%)

a1 p<0.001, %77 LAREE, AHEAKENHE%, X—AF A LFEOCDAIR 2
7 (300LLF. 300#8), ~N—2ZF 4 YEEOSES-CDA T (12B0F. 12i).
AR BAN & B ERCTHRAT 5 LRGN 2 (4%, )
RUOR=ZA54 vEOaVFarsal FEROFEZGHIETE L7
Mantel-Haenszel{Z: 12 & 2 FHEX K O3L# ) A 7 ZokE. BEER 3
(EEFFMIEH O, @%200mg IV—200mg SC 4R FEH5-#. 200mg
IV—100mg SC 8iE M EH G- HONETREAM) 12 & % 2 Bk

AHF200mg IV—100mg SC 88 MH R+ 5-FE O RINEF FEHME X,

23.6% (3561/14801) TH - 7zo FAREIWEAIZ. FESHEML G605

(4.1%) . SGEBGAB] (2.7%). $FE3H (2.0%) THo7z,

ARHI200mg IV—>200mg SC 43 [ %55 o 5 1F I S BUBEE 1S

20.5% (3161/15161) TdH - 7zo ERBIWERIL. {EEEBALUSEH]

(3.3%) 5B (3.3%) b T AT I F—E LEH3BI(2.0%)

BAETIE3G] (2.0%). BEE3H (2.0%) THhH-o7z,

17.1.8 BN HEEHFIERKE (CRD3004)

BEfFAIGIRE [aVvFaA7a4 F, 6-xX VA7 b7 v (6-MP).
THFFT) Y (AZA) iF A MLFF—F (MTX)] Xik
WA [TNF o B UIN ) A~ 7 GEE L) ]
TR REAR T IS B BMEAR B O P ESE D S BREOFHIN 7 0 —
VIR 3ATE (HARAN6HI) ZxtRe L ZEHERILERAEZ
FEHi L7z AHI400mg. 7T KREO, 4. SWIZE FIRG- L.
Dthy 77 RE128 5 H4BMME, A#100mg % 1638 7> & 834 [H]
FE. 200mg# 12:8 7% 5 4B TR T 45 L7z BEFHIEHE (co-
primary endpoints) T& %121 Es 25 Dclinical remission™, @
1281 i dendoscopic  response’™ 23ER& b L7 ERE O EIA 1,
FNENT T2 REET2].4%, 21.4%I2xF L, A#|400mg SCHT
56.1%. 41.3%T&H o7z 719

1) CDAILA 2 7 1504

##2) SES-CDA 7 HN—=2AF 1 ¥ H 550%L -t



1% 51288 Dclinical remission & Uendoscopic response

\ 77k \ 400mg SC
F M H O © clinical remission rate (12;8M)
. 21.4% 56.1%
ENDS
. (25/117f31) (120/230f3)
TR - 34.9%
[95% 15X ] * [25.1%, 44.6%]
FZFFMIE H @ : endoscopic response rate (123H1F)
\gp e e 21.4% 41.3%
s
SIS (25/117#0) (95/2301)
BRI - 19.9%
[95% 15X 1] * [10.2%, 29.6%]

a:p<0.001, AREKERHS%, N—AF 4 YEEOCDAIA T (300LLF,
300i8) . N—=2F A YEEDSES-CDA 27 (12LF, 12i8) KU AW
BHNC X BEBECHRART 5 OEBEED v (%4, FE%Y) 2™
[RF & L 7zMantel-Haenszel{#: 12 & 2 E X K OV E ) A 7 2 OME,
[ 5ENEF#: (Clinical remission rate. Endoscopic response rate®JIEC
FEA) 12 & 2L E

AF#400mg SC—100mg SC 8 M Fadk 5-#E o EIEH SE B E

12.2% Q4BI/11561) Td > 720 F BRI, FEGHEA US4

(3.5%) TH-otz

A#)400mg SC—200mg SC 4 [H] bz 5-#E O RIVEFH 5SS BUBRE £,

26.1% (3061/11561) T - 7z. ERENWERIZ, BERE3F (2.6%).

SEEG2B (1.7%) . IFPEREGRA 26 (1.7%) . 3895260 (1.7%)

Tho7e

17.1.9 FMAAERERKHE (CRD3003)

WEAEGHE [6- AV 7 27 » (6-MP). THF471) >~ (AZA)

igavFaisFuAf R UdEYSFEA [TNF o #EPi3E0

NEY A7 7 EEFHRIEZ)] TR OB R EREoH

HED S EAEOIRENN 7 0 — VIR E A3 A MR & L IFER.

BB A FE0 L 720 AFK1200mg % 0. 4. SEIZ T EHE L. €Dk,

1238725 200mg % 48 B PR TR T %5 L 720 128K ridclinical

response™ J UN483 M Dclinical remission™, @123E: S D

clinical response™’ J (M483E I £ Mendoscopic response™ HYEH

O 5 NIWERE OB, ENENTL 1% (27/3861) . 44.7% (17/38

) THotzo ¥

1) CDAIZR I 7ANR—=AF 4 U H 5100814 » b LLEEK T XIZCDAIA 27

1504
7£2) CDAIA 2 71504
1£3) SES-CDA I 7 HN— AT A ¥ 7 550%LA Let# LIZSES-CD A 2 7 %52
P
AFIFEORIEFFEBEE X, 13.2% (BB1/38B1) TH -7z,

18. EENEEIE

18.1 fER#F
In vitro EEBIZBWT, A#lize b vy —ofF> (IL) -23
ERERT Hplotr 7=y M, FVWERRME R ORI TREE LY
IL-12R f 12 OFIL-23R CHERE & 1L 5 IL-23% B Ak~ DIL-23
DGR HE L 727,

18.2 ZEIFEA
KENin vitrosERIZ B W T, IL-2312 & o Tl L &b +F 2
T 5 — I S OSNOL S — THIEL 72 & 0 S 3H Y i o Ml AL P
U F AR OIZIL-17A ., IL-17F JL OSIL-220 45k % 3] L
72, 72, SEAMRE T OIL-230 3 % AN TdH 2 58RI
LofEra ) YFey BT (CD64) 12#EA L. FERCEEE
ENBIL-23% L L 727

19. B2 ICEET 2EMLEBIER
— MR L 7V s~ 7 RIGTHRZ)
[Guselkumab (Genetical Recombination) ]

3730 D HEE CozorHss04N5740660S16
L& CroooH1s57N2670320S5
i 146,000
KOE B M Yy -0 F 23100 B E AR R v MGl

B/ 7U—FWHETH DL, Fr A =—ANLAY —Fik
MM X D REE SN DUTHO T 3 7 BEIRIED S % 5 HEH
(p185) 2AR OO 7 3 7 FRFEIED S 7 LA (1 88)
IRTHEIR S NDHES Vs TH 5,

20. BV EDEE

20.1 WLLIBEL RN &,

20.2 RFNESRAET B LED D 5720, HHERTIZIMED S B

T A
20.3 BHE LAV k.
21. A&
BN A 2 S EIEE 2 HEO B YN ERT 5 2 b,
22. G

(FLALAT7 4 7ERTEI00mg> U D)
1.0mL [13) Y]

(ML LT 4 7ETFE200mg> U >Y)
2.0mL [1¥) » Y]

(ML LT 1 7ETFE200mg~N>)
2.0mL [1}¥]

23. EEXH
1) #ER : CNTO1959PS01002:85k (20184E3 H 23 H K& 2.
CTD2.7.6.4)
2) FEPIEE: 1 CNTO1959PS030043tEk (20184E3 H 23 H #KEE.
CTD2.7.6.7)
3) *LAERL : CNTO1959PS030055tk (20184E3 1 23 H A&k g2,
CTD2.7.6.11)

4) #PIEE 1 CNTO1959PPP300154ER (20184E11H 21 H K #H)

5) *LA%AL - CNTO1959UCO3001 505k, S et (2025483
H27HAGE. CTD2.7.6.6)

6) FLRERL © BEEMISEMBIRERAT (2026422 H 19 H AKRE)

7) *EAMEAL  CNTO1959CRD30015%8%. GALAXI 1 (20254£6H
24 H 7GR

8) A%

: CNTO1959CRD300154Ek. GALAXI 2 (2025461

9) #PIEE 1 CNTO1959CRD30015t k. GALAXI 3 (202546 1

24H KGH)

10) FEPIER - BEENISEMBIREAAT (20254E6 H 24 H AGR)

11) #P%F : CNTO1959NAP100154E: (20184E3 H 23 H & E2.
CTD2.7.6.2)

12) #P%E : CNTO1959PS01003548: (20184E3 H 23 H A4k E2.

CTD2.7.6.14)

B R 1 CNTO1959PSA2001585% (20184E3 H 23 H A4 E2.

CTD2.7.6.6)

FPIEER 1 CNTO1959UCO30015k8% (20254E3 H 27 H AR,

CTD2.7.3.1)

TR BRI RITE (2026452 H 19 H AKER)

FPIEE 1 CNTO1959UCO030045%8% (20264E2H 19 H 4 :R)

17) FEPIER  BRRAE R (202546 H 24 H AGE)

18) *EAEEHE - CNTO1959CRD30045k5% (202546 H 24 H 7K 3R)

19) #:AEH - CNTO1959CRD30035kEx (20254E6 H 24 H 7K 3R)

20) #EPVEEL SRV =T D FIL-23NO8 A BRI (20184F
3J123H 7K, CTD2.6.2.2)

21) HPEE - v FIL-230Ff1% A L7227 2L 7 < 7O
T OBEfE (20184E3 23 H KGR, CTD2.6.2.2)

22) FPVER v N SIEMEEK EOCDe4IIRT A eV < T D
KEA OIS X 0 A & B IL-23 0 [a] 5 & o 2TAll
(20254E3 27 H #FR. CTD2.6.2.2)

24. XEFEKRERVBEVWEDERE
Yoy 77 —<HASH ATFAINA Y Tr A=V a I —
T101-0065  HHU# A X VG i 3-5-2
7Y —=¥4Y)V 0120-183-275
https://www .janssenpro.jp

26. BUEERTEEESE

26.1 BHEERTET (BA)
Yty 7y —<HhAEH
T101-0065 S HUHRT-AUHI X P4 i H3-5-2

13)
14)

15)
16)



