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# 3: VOYAGE 1 & VOYAGE 2 B Fllm R MBI 2

SARE B (%)

VOYAGE 1 VOYAGE 2
. LE - Sop ik s X EE Sy e
IR - Bl AR | LR FA . B[ I5 A BT
(N=174) (N=334) (N=248) (N=248)
(N=329) (N=496)
16 /&
PASI 75 10 (5.7) 300 (91.2)* | 244 (73.1)b 20 (8.1) 428 (86.3)* | 170 (68.5)
PASI 90 5 (2.9) 241 (73.3)° | 166 (49.7)° 6 (2.4) 347 (70.0)c | 116 (46.8)°
PASI 100 1(0.6) 123 (37.4)* | 57 (17.1) 2(0.8) 169 (34.1)* | 51 (20.6)
IGA 0/1 12 (6.9) 280 (85.1)° | 220 (65.9)° 21 (8.5) 417 (84.1)c | 168 (67.7)°
IGAO 2(1.1) 157 (47.7)* | 88 (26.3) 2(0.8) 215 (43.3)2 | 71 (28.6)¢
24 [
PASI 75 - 300 (91.2) | 241 (72.2) - 442 (89.1) | 176 (71.0)
PASI 90 - 264 (80.2) | 177 (53.0) - 373(75.2) | 136 (54.8)
PASI 100 - 146 (44.4) | 83(24.9) - 219 (44.2) | 66 (26.6)
IGA 0/1 - 277 (84.2) | 206 (61.7) - 414 (83.5) | 161 (64.9)
IGAO - 173 (52.6) | 98(29.3)° - 257 (51.8) | 78 (31.5)P
48 &
PASI 75 - 289 (87.8) | 209 (62.6) - - -
PASI 90 - 251 (76.3) | 160 (47.9) - - -
PASI 100 - 156 (47.4) | 78 (23.4) - - -
IGA 0/1 - 265 (80.5) | 185 (55.4) - - -
IGAO - 166 (50.5) | 86 (25.7) - - -

@ HEAICRYLE LRGN Z A U p {5 <<0.001.

b FEET U ORI IR AR P 2 ) B R 2R T B Y p B <<0.001.

© W ZEATIC YU RN 2 RN T B R LAY p fE <€0.001.
O ORHEAT I ZETT T P UMIBTIA A BT 2 T8 R B A

°© W EEAICHYIS PIAAR UL H FLE ) p {E <0.001.
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KT [

WG AT R, RAESE 2 JARE, PASI H 4y b B E T E 4

(p<<0.001) . M 8 FJt4h, WA ICHPIHL S| PASI 90 N&F K32 #E A /v s T

FIIAARHPUA, 1B 20 A EZRIEEHRAXE (VOYAGE 1 #12) , ZR—HY4RS
% 48 J&§ (VOYAGE1) (WK1 .

& 1. WEH MR EER . 22 48  VOYAGE 1 HiA%] PASI 90 & RIZRAEH
S (B8 0 AR B2 YL 288D

100
80
>
> 60
X - R Rl Rl il il B
R 40 -
fm
o
pct 20 -
™ ¥
|
0 ==l - rTJ | | T T T T T -
02 4 B 12 16 20 24 28 32 36 40 4.4 48
JEA%

o-- ZEFHE e HETARH = FERER
(n=174) (n=329) (n=334)

£ VOYAGE 1 1, Xf T2 188 A URPURIT 2, MEE 52 i 2255 252
JE i) PASI 90 2 ARFEAAS . ST T28 0 JE I FEALAL 22 Fl A AR B4 B 28 52 Fa 22 X
2 EAICRPUARIZAAE, W 52 258 76 JH PASI 90 ME RGN, Z G4efeas
252 Ji (WK 2)
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B 2: VOYAGE 1 A IRV PR 3R18 PASI 90 M& I 3ZikE B 4t

100

40

ZAEASE (%)

204

0 -

T T T T T T T T T T T T T T T T T T T T T T T T T T
52 60 68 76 84 92 100 108 116 124 132 140 148 156 164 172 180 188 196 204 212 220 228 236 244 252

Bane a1 E B

WIETTIUIHUA 468 466 459 459 456 453 448 449 447 446 444 439 436 432 420 421 416 416 411 411 406 401 393 398 398 391
FIE A B4TIZE 270 279 278 276 276 275 275 273 272 270 270 270 269 269 261 264 263 261 257 256 255 253 250 251 252 246

W LA o W EHN e PTEAREHE
FFT G Sy Ll

TR PER. AR R, BERAIE ., JL2k PASI P HARE . R EIFRIRE RN
KATR AL TS EYNRYT, RIS RPN B BT R 2 k. W 2EAr gt
BRI TR AR GG YT RO AEYDG T LSS L A6 )7 1 32l 1
e

f£ VOYAGE 2 ', % 48 JN 2 E A U PI4ERHBIT I 21X #F T 88.6% N
PASI 90 B3, Tt 28 JAIIRHIEIT KA 4 36.8% )y PASI 90 MEE (p<
0.001) . RAENZETIRHUFLG 4 FFWEE] PASI0 K%, % PASI0 KR H)
HRLI TR 290 15 J o AR AT S PR OO i0 T ZEJ U R PTiR T 2k b, JHaa
URTT 20 JEJ5, 80%FMH) 32 H TR PASI 90 M.

£ VOYAGE 2 1, TERENLALZRTE AR H 5 28 JE I AR REIAE] PASI90 B[]
112 B 523X, 5 B 66%F1 76%[1 5213 7R 52 i ZE 7 L HRPLIR YT 20 AR 44 [ J5
ILF] PASI 90 M. BbAl, FERENLALE & AT R PUAL H A 28 Al R AEIAF] PASI 90
N 95 32 iR E L, AT 36% A1 41% )32 IR # 1E 4k SR 2 AN K 20 JE AN 44 JE
FERTILRPUIRITFIEE] T PASI 90 W% . 78 M FIE A BT $ 2) y ZE 47 S BRPTIR YT 152
W, ARMELRNHT 1) 2 A 1]
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SN

7 VOYAGE 1 f1 2 1, 25 16 AR, FHETHZ 2 BANGIT 2R E, B 4
JERGUIRTT 2R 3k B T FFE AR g 538 oG (4 i il Sk e ke S PRI A
EARVEAG [ss-IGA] B4 % T B A B AR S S R PEAl [hf-PGA] B A= XS 18 H AR PP A
[f-PGA]. & H £ g 9 ™ B 72 B F5 2 NAPSII £ (p<<0.001, 3% 4) . 7E 5 24 H(VOYAGE
1412) F%E 48 il (VOYAGE L) I, 5 ZEZAF U5 FTIA AR BEFUAH LU AE Sk B2 A F 2 41
J8 95 5 T o LA (p<<0.001, %5 24 JH[VOYAGE 2]/1%5 48 {I[VOYAGE 1]#) T &2
WIBwmFRSr, p<0.05) .

% 4: VOYAGE 1 fl VOYAGE 2 B EmRMNEA RS

VOYAGE 1 VOYAGE 2
ZRGHA | WER AP | FTIARBAGT | 2EFIA | b ZER IR | BTIAR ST
ss-1GA (N)? 145 277 286 202 408 194
ss-IGA 0/1°, n (%)

16 J& 21(145) | 231(83.4)¢ |201(70.3)?| 22(10.9) | 329 (80.6)° | 130 (67.0)
hf-PGA (N)® 43 90 95 63 114 56
hf-PGA 0/1%, n (%)

16 J& 6 (14.0) 66 (73.3)° | 53(55.8)¢ | 9(14.3) | 88(77.20 | 40 (71.4)
f-PGA (N)? 88 174 173 123 246 124
f-PGA 0/1, n (%)

16 J& 14 (15.9) | 68(39.1)° | 88(50.9)¢ | 18 (14.6) | 128(52.0)° | 74 (59.7)
NAPSI (N)?2 99 194 191 140 280 140
For e, BfE (SD)

16 J# 0.9 (57.9) | 34.4(42.4)¢ |38.0(53.9)| 1.8(53.8) | 39.6 (45.6)° | 46.9 (48.1)¢

a VAL ss-IGA. f-PGA. hf-PGA 75

ﬁ\

b AV ALHE ss-IGA FI/EE hf-PGA BIELL B3 =2 H 1% .

© ply FELT U PRI 4 B ) B B OB A LA p i <<0.001.
& SRHEAT i FEFT I BRI AR ST IR] A LA
© W EERIURYS LR 1] L p {f<<0.001.
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1 SRR AL 77 W ] S IR 27 5 e

£ VOYAGE 1 1 2 b, WERIFESE 16 RS, MR T @2 E, HESILH
PULH SZ2 a3 BB B A OC AR TG T & CGaad R JHs 28 3 T S Fa 2 [DLQITII &) A1 52 ik e i
WIEHRAEIR CRFE. . BRI, IR R B 4080 AVARTE (REBRTH. 3. %
J& WRIE NS . RAFRIMD  GaE R ERER S AE Hid ) B30 (K5 .
i E IR E LR, ERSGE —BIREFFRIZE 24 A (VOYAGE 1 Al 2) Fi%E 48 J
(VOYAGE 1) . f£ VOYAGE 1, XT84 A LRPUa T2l #, XL

DCEAETT IR SE 2 56 252 i (3R 6)

= 5: % 16 § VOYAGE 1 f1 VOYAGE 2 #2AEMELE RN RS

VOYAGE 1 VOYAGE 2
GRGFIE | HEFICE | BAARR | RGA | HEFICE | FEAARR
Pt Pt i i
DLQI, fHHLIF5
~ 170 322 328 248 495 247
fpaney
LA, WME (BRAEZED .
16 Ji -0.6(6.4) | -11.2(7.2)° | -9.3(7.8)° | -26(6.9) | -11.3(6.8) [-9.7 (6.8)°
PSSD SR VP4, 5
- 129 248 273 198 410 200
T4 >0 MZ IR
JERPES> =0, n (%)
16 Ji 1(0.8) | 67(27.0 | 45(16.5) 0 112 (27.3)* |30 (15.0)°
PSSD AP, JE
- 129 248 274 198 411 201
Vs >0 ik #
RIAEVPFS> =0, n (%)
16 /& | 0 | 5002 | 32017 | 0 | 86(209¢ |[21(10.4)

@ FER U LS R Z 1Al ELER Y p {E <<0.001.
b ORBEAT W ZE T IC R PUAIBAT I A BT 2 TB] ) LR AL
¢ HIEFIU LT LR 18] ERE L S LLRL p {H<<0.001.
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& 6: VOYAGE 1 IR AER G4 R B4

GE-Sop/n i BT A B -y ZE AT C BT

W6 | 156 | % 252 W6 | 156 A | %252
28R DLQI
N 445 420 374 264 255 235
DLQI 0/1 #52 337 308 272 198 190 174
R (75.7%) (73.3%) (72.7%) (75.0%) (74.5%) (74.0%)
PSSD fEIRTF
5, FEETF 347 327 297 227 218 200
53>0 52 RHEH
VY SE 4N =
E;jj:)ﬁ” =0 n ( 3;322 o | ¢ 3;3:) 4y | 126(42.4%) | 99 (43.6%) | 9 (44.0%) | 9 (43.0%)
PSSD &4iETF
G, RET 347 327 297 228 219 201
55>0 (2R
ﬁz;iﬁﬁ_o’ i (2;2120 %) 94 (28.7%) | 98 (33.0%) | 71 (31.1%) | 69 (31.5%) | 76 (37.8%)

£ VOYAGE 2 ", 28 16 JiINf, 2@ JURPIAHZ R E M RAH R T i B8
AR LA e TAEBR$IFE R (S iliEid 36 Tl B I 7 i 3R [SF-36] . BB 2 e AR =&
[HADSTHI TAE R 1] i) 5 [WLQIVHAt ) BB 2R ek 535 KT e B2 . 7E56 28 AT #
BENL AL B2 4R T IR, SF 36. HADS fl WLQ HIghs —H 4R 25 48
Ji B O R 2 5 252 JH

NAVIGATE

NAVIGATE WHULESS 16 Ji X 5wl BURHTRIE A (R, RIEB] “TER 7 8 “ ke
FE 7RI, 5 SUN IGAZ2) [y iR R VA 1 7 SE AT JUEAHUYT 2. T 2 K4 (N=8T1)
1E55 0 RS 4 P32 FFiche 15 ") A H0IAYT (45 mg=<<100 kg 1 90 mg>100kg) . fE
55 16 JIIEF, 268 ] IGA DP9y =2 (1932 X% BB 4 L 5 4k 2515 7] S 4L T (N=133),
12 AR, SRIFARTESE 16 JAURSS 20 J#EAT 2625 S0 tiRyT (N=135) , 2 J5% 8
Ji— e BEHUALZ IR HOBELRAF 57 VOYAGE 1 Al 2 L5 B FORSE A oL

BENUIL 2 JG, FEE& S EBENIAL G 28 12 FIAIZE 24 F 2 (8203 IGA P48 %] 0/1
PR =2 R VTR S . DY L 2R3 AT — o, U5 IR . FEREALAL T
X 5 F] WA PN A R AR T, e 2l SE A U RPUIR T B T R
BERT YL S R BURPURIT 2R . BEAUL S 12-24 J, R IHZH
IGA VEAr ik 2] 0/1 LA R ot =2 BT B0 S R B 230 IGA A 2 0/1
DA S 3t =2 i U AR 2 4% (ORI A 43 28 1.5vs 0.7, p<<0.001) . ith4h,
BENUAL G 12 &, HETURPIAIAE] IGA PF 011 H=2 ZieisE (435l 31.1%F0
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14.3%; p=0.001) F1 PASIQ90 M (437K 48%F1 23%, p<<0.001) {52k LLilm T
BRI AP  RAERENLA S 4 RS B ZE 7T BB S R DR PTIR YT 2R 2 JH
N B RFEZES (HN 11.1%F1 9.0%) , I+ HAEFENILE 24 kPR AME (LA
3) o TENG R PR T R A LR BT 2R T, RS BT 22 Ak e

& 3: MBS MR MBEVIALEE 0 AR 24 A NAVIGATE #1153 IGA F
SER (0) BtREZE (1) MR IGAKRERDRN 2 ZHNZRET S

100

80 4
$

s 60-
R
e

40 -
=
i

20

O '{n‘ 1 1 1 1 1 | g
0 4 8 12 16 20 24
BENLAL IS 3K
—h— HEFILHET (n=135) - <O - SRS (n=133)
ECLIPSE

E—TE B R Tl 28 57 JL L R A UG T oM e Ak 2
BBt dERT LT (N=534; %0, 4 IR 100 mg, )15 8 F V0O B8R BEAF
By (N=514; 35 0. 1. 2. 3. 4 JAKS 300mg, ZJafE 4 H—W0) Hy7. HARITLALN
KA LTI 195 44 FA.

SR W FE LRI R AE 5 E R B HOIRER TS 9 AN BE—30 47 BSA N 20%, A
PASI £ 4 18, 24%%ZiR#E IGA P NEE,

PR T 2L i B 2E 48 JE BT PASI 90 N4, 7 273 SR PUIR AT 7] 43 L HL$1(84.5%
vs 70.0%, p<0.001) . PASI NZ LK NE 7,
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xR ECLIPSE H1i) PASI M&H
ZREBIE (%)
LE TP A PR
(N=534) (N=514)
FEAQ
% 48 JEI 1Y) PASI 90 N 451 (84.5%)2 360 (70.0%)
REBIREL K

512 JEFIAS 48 JE I [ PASI 75 &
512 JE I PASI 75 B
5 12 JE I PASI 90 %

452 (84.6%) ®
477 (89.3%) ©
369 (69.1%) ©

5 48 JE I PASI 100 M2

311 (58.2%) ©

412 (80.2%)
471 (91.6%)
391 (76.1%)
249 (48.4%)

& R p<0.001
b JEL R p < 0.001, LRt p=0.062
¢ MEIERMG AL

& 48 JH I FE AU RPN | AT U ST PASI 90 WA R LK 4.

& 4. ECLIPSE A HRIESME SR . £ 48 JFiEX 3 PASI 90 M&ERIZRE
Bt (GB 0 BNESZHNARZEE)
100
80 -
S
N\ 60 -
R~
QQ ']
T 0
=
X
20

01234 8 12 16 20 24 28 32 36 40 44

%k

—A— HEAEY (n=534) --O-- FEEALEHI(n=514)
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P B

ZEPRIR 1 WIWE 7T (GALAXI 2 1 GALAXI 3) i T i ZE 47 S BTG T 3 B2
KE . LG AR (AZAL 6-MP. MTX) F/E A5 VETT (TNF F5H] 75 54k
BRNBREST) NEAE SR BANTN 52 (1) HH 35 BESE Bl 1 5 2 TR N 2R (97 250F0
2. X FRR T E A 48 H 2l L. XUE . BRIFE N (5
WA | AT GRS SI67 M R [SCI4ERRATT) - X IINT 5t 5%
SEYRYT T BERE LA 2 ZE AT U R BUIR T AL S TE I TR 46 A YE IR YT 4y
fic o

7E GALAXI 2 1 GALAXI 3 50, e G s v % BUR & N7 % BUR TG 3
F8H (CDAD F4>=220 4> H<<450 43, CD fajfb WEi1F4r (SES-CD) =6 4> (BN T
ISV R R 2 iRE =4 40D

£ GALAXI 2 F1 GALAXI 3 W5t , #2ilaE % 8 2:2:2:1 (I LLBIBENL M o 2 LT
WITHZ —: 0. 4 M1 8 B W ZERTIHPT 200 mg BKAE AL, 2 Jah R IR
200 mg i 4 B — % F4ERr4A24, 855 0. 4 A0 8 & ZEA JC T 200 mg Fiilkis S 45
7y, ZJa i FER I 100 mg B 8 JH— IR L N 4ERAA Y B R BURT; B EGT.
LRFITCNEFH NG 12 BT iHE% 5w WA PR YT -

GALAXI 2 (N=508) F1 GALAXI 3 (N=513) JL3¥FE T 1021 #1528 . HAi4E
W34 % (JuRl: 18-83 %) , 42.4% Nt; 74.3% NE N, 21.3% N WM AN, 1.5%H
mNSAEEEE A

7E GALAXI 2 F1 GALAXI 3 1, 435145 52.8%F1 51.9% 1) %2 ik & A B 20 —f A
WIIFNETT s, 41.9%F0 41.5% 1) 52183 AR 3252 1 AWl FIva T, 5.3% 1 6.6% %2
RE B2 I AR NG I TR AR R . FEZRI, 37.4%A0 36.1%) 5218 # IEfE#%2 I
Jk Bz S, 29.9%F1 30.2% ) 52 iR 1ETEFE 32 4% Gt S s A 577

7E GALAXI 2 1 GALAXI 3 #1, HAHL[A B4 U8 S 2B i r) (1 2 12
I R N 25 HL2S 48 FIRIR MR LA K (2) 5 12 AIRIR N2 5 48 FINERZ (£ 8) .
WEA SAT S RAIEELE GE 12 B RS EAKIHIR (25 48 ) Mk
PRANAELE R (R 9 ML 10) . XFT GALAXI 2 #1 GALAXI 3 E &4 5, [F—3%2R
B IR B & i A 73 T
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*8: GALAXI 2MGALAXI 3HABFE R 1 By 32 R 23 il
GALAXI 2
I RN | HEFUES | HEFLAHR WITER vs ZEH
(N=76) | BkBETHE | BRKESEY (95% CI) ©
—-100mg 8w | =200 mgagdw | HEHFIL | HEHFL
B st B TS FH1100 FHi200
(N=143) (N=146) mg mg
S 12 I ET I PR 2 L 5 A8 ] e FT i PR 2 e
SN 9 (12%) 70 (49%) 80 (55%) 38% 43%
(27%, (32%,
49%)f 54%)f
Rz | 334 (9%) 35/58 (60%) 37/63 (59%)
EVIR
R A5 T | 5/39 (13%) 30/77 (39%) 38/73 (52%)
R
55 128 B B PR R 9 LS8 48 R B 1 P B L 2
MNHE 4 (5%) 56 (39%) 56 (38%) 34% 33%
(24%, (24%,
43%)f 42%)f
Rz | 2134 (6%) 26/58 (45%) 31/63 (49%)
EVEE
R Awdsseyr | 2139 (5%) 28/77 (36%) 19/73 (26%)
I
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*8: GALAXI 2MIGALAXI 3 ik B3t ] = BT A4 R 20 Ll
GALAXI 3
2 9=} ZRN | WEHFNES | TEFILEN WITER vs ZEFH
(N=72) | B#IKiEREY | BKBSREY (95% ClI) ¢
—100mgg8w | —200mggdw | HEHFIL | HEFL
FE RS FE TSP HH1100 HH1200
(N=143) (N=150) mg mg
SR 12 B e PR DL 2R B S5 48 I I ) s PR % e
YN 9 (13%) 67 (47%) 72 (48%) 34% 35%
(23%, (24%,
459%)" 46%)"
KB EM IR | 4127 (15%) | 25/58 (43%) 33/65 (51%)
Gl
BEAL L VA 7 | 5/39 (13%) | 40176 (53%) 35/74 (47%)
g
B 12 B IR BLE Y HL B 48R I B BRI
YN 4 (6%) 48 (34%) 54 (36%) 28% 31%
(19%, (21%,
37%)f 40%)"
KB eI | 2127 (T%) | 21/58 (36%) 25/65 (38%)
MEPNE
REAL A VA T | 2/39 (5%) | 27/76 (36%) 27174 (36%)
R

550, AFNBJE B ZEAF U HLHT200 moE ik 45 24, 2 JE i ZE AT LR 1100 moBE8JE — IR T
S22, Kik48 .

S50, AFISJE I T FEZF T #1200 moBh kA=A 25, 2 )5 WA U EH1200 mofFARE — % T
R 2, Kik48/H .

{5 I Mantel-Haenszel 73 J= AL B A Sato 77 Z& At THELAS HH 26 T [B) XU 22 S AR IE VR 97 22 S Al
Cl. R4 )24 N ZECDAIE T (<3008 >300%) . E2RSES-CDW4r (<124r8k
>1243)  BIO-RICIRA GREy) ML Y PR BRI L (REE) o Cl=EFIX[A
Il R N5 58 XNCDAIVE 7 R 26 K = 10073 BLCDAIT 73 <1507 .

15 PR 25 i 5 L ANCDAIE S <1504

p<<0.001.

A RN 2R . 170 ZEF U B 51100 mg SC q8wiG I 4152 1 #2445 1 FE 5 0
$1200 mg SC gawifJ1 4 23 BEA B2 1 AE Wil FRIVE T T AH A R

L0 58 B R AE DR ST (TNFHIHI S 4E R BRBRPTD NEA R . RBE A AZ o
PN B s 5 SUNSES-CDVPE 23 #2813 =50%EK SES-CD V43 <247 .
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£9: GALAXI 2MGALAXI 3773k )5 357 B4 s i 2t
GALAXI 2
L2921 LR HEFLBYR | BITER vs R
(N=76) Wi 45250 (95% CI) b
(N=289)
12 B IR R R AR
YN 17 (22%) 136 (47%) 25% (14%, 36%)¢
REZ TS IR 6/34 (18%) 60/121 (50%)
BEAE AR T R I 9/39 (23%) 67/150 (45%)
F12F R AR E
YN 8 (11%) 109 (38%) 28% (19%, 36%)¢
REZ L R 5/34 (15%) 62/121 (51%)
YRR /b P NP iY 2139 (5%) 40/150 (27%)
512 I B S N
YN 22 (29%) 131 (45%) 16% (5%, 28%)
ESi-sunaskyhilbil=pids 11/34 (32%) 58/121 (48%)
YRR /b P NP iY 10/39 (26%) 62/150 (41%)
12 JF B FR IR R SR A L35 12 R BN F P B L2
YN - 3 (4%) 62 (21%) 18% (11%, 24%)¢
E R eunasyhilbilNErisd 0/34 36/121 (30%)
BEAE LRI a7 SR 2139 (5%) 22/150 (15%)
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&9: GALAXI 2MGALAXI 3HEBI I A R85 33 Ll

GALAXI 3
L2921 LR HEFLEGF | WITER vs 2R
(N=72) Wi 45250 (95% CI) b
(N=293)
12 B IR R R AR
YN 11 (15%) 138 (47%) 31% (21%, 41%)¢
REZ TS IR 4127 (15%) 61/123 (50%)
BEAE AR T R I 6/39 (15%) 71/150 (47%)
125 B R B ST
EYN 10 (14%) 106 (36%) 22% (12%, 32%)¢
REZ L R 6/27 (22%) 51/123 (41%)
REAE A= R R 97 R I 3/39 (8%) 47/150 (31%)
12 JF I RS SN
YN 13 (18%) 127 (43%) 26% (15%, 36%)¢
RS AEYHFRTTe 5/27 (19%) 56/123 (46%)
BEAT A= Pl R T e 7139 (18%) 64/150 (43%)
12 JF B FR IR R SR A L35 12 R BN F P B L2
MO 2 (3%) 64 (22%) 19% (12%, 25%)¢
E R eunasyhilbilNErisd 1/27 (4%) 33/123 (27%)
BEAE LRI a7 SR 1/39 (3%) 29/150 (19%)

& E0. AFNSJE I ZEFT I PT200 moFR kA ELS 2. (EZH RGP i ZEF G IR T 4t
TT 8, AR WAZRE B2 THEIRRIT .

b f§i H Mantel-Haenszel 7} /A% # FlSato 7 22 Al T1-E 75 H 228 T [R) XU 22 S RS IE VR T 22 S A
Cl. R Z 8 N CDAITE Y (<300%080>300%)  JELRSES-CDF4r (<124r8k
>1241)  BIO-RICIRAS GRELA) AL R BB Bl (REE) - CI=EFX
118

¢ IfmIRZEME E LUNCDAIVE/r<15043 o

¢ p<0.001.

¢ 9B BRI A7 3 A8 1 FE F T HL 1200 mgi ik s 24 4 2R 2w RS2 A i )
TBITIEAR R

P AFEX S B AEEIFATT CTNFHFIERAES R R BT N E . RNE BN 52 .

9 NEBLINEE XHSES-CDVT /3 i 4 3% =50%ESES-CD - 73 <247

h T A E UNPROMISYE 5 a1 R 7aiE 4 B BGE =747

i p<<0.05.

1E GALAXI 2 il GALAXI 3 1, 1 ZEAFJCHPT 200 mg #ik S FiRI7 H IR 25 4
JE R B2 Gl CDAL WEAY) DL SR BI58 12 J& A S i 1) 32 iR 3 Lol i T 22 B 54
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#10: GALAXI 2FIGALAXI 351 BK AT & Ui 3238 Ha sl
GALAXI 2
292 RGN | SEFANE | HEFRE BITER vs 2B
(N=76) | Hif#ikiEST | DS (95% CI) ©
H7—~100 | HZ—>200 | HEFLE | HEFLBEHR
mg q8wkZ | mg g4wiEF | #1100 mg 200 mg
TS VESTP
(N=143) (N=146)
5512 B PRI R LT L 55 48 FR B 119 TG B2 I 288 [ e i PR % A
YN 7 (9%) 67 (47%) 74 (51%) 39% 41%
(28%, 49%) (31%, 52%)"
REEsZL AW 2/34 (6%) | 34/58 (59%) | 33/63 (52%)
G T
BECEAEMHI] | 4/39 (10%) | 28/77 (36%) | 36/73 (49%)
BT R
12 JF B PRI PR LT O LS A8 R B 1] A BR R A
YN 2 (3%) 38 (27%) 48 (33%) 24% 30%
(16%, 32%) (21%, 39%)
Fp e 1/34 (3%) | 19/58 (33%) | 27/63 (43%)
G
B 2E ) 1) 551 1/39 (3%) | 19/77 (25%) | 15/73 (21%)
THIT R
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#10: GALAXI 2MGALAXI 3HEBHIIT A R85 33 Ll

GALAXI 3
RGN | SEFANE | HEFRE BITER vs 2B
(N=72) | Hif#ikiES | ks (95% CI) ©
H7—~100 | HZ—>200 | HEFLE | HEFLBEHR
mg q8wkZ | mg g4wiEF | #1100 mg 200 mg
TrESf VESFP
-9 (N=143) (N=150)
5512 B PRI R LT L 55 48 FR B 119 TG B2 I 288 [ e i PR % A
N 9 (13%) 65 (45%) 67 (45%) 33% 31%

(22%, 44%)F | (20%, 43%)f

K EY) | 4127 (15%) | 23/58 (40%) | 30/65 (46%)

GBI Mg
BEAZEMIHI7] | 5/39 (13%) | 40/76 (53%) | 33/74 (45%)
TRIT RN
12 BT IR RLE Y HL B 48R I B R Z
YN 4 (6%) 34 (24%) 34 (23%) 18% 17%

(10%, 27%)" (8%, 25%)"

Kl | 227 (1%) | 15/58 (26%) | 19/65 (29%)
G T

BOE A A= ) il 55 2139 (5%) | 19/76 (25%) | 14/74 (19%)
97 S

S50, AFIJE I T FEZF T #1200 moBi kiR 25, 2 )5 WA U RPT100 motE8 S — U T
2, Kis48/H.

0. AFI8JE I ZE AT JUHRPT200 mo k4 2, < J5 T AL HP1200 moBR4 A — IR R
2, Kik48/H.

{5 I Mantel-Haenszel 73 J= AL B A Sato 77 Z& At THELAS H 26 T3[R XU 22 S AR TIE VR 97 22 S Al
Cl. R Z 8 N CDAITES (<300%080>3004)  JELRSES-CDF4r (<124r8k
>1243)  BIO-KRIMUIRAE G2EidR) FIFELL e FERF R G AL GREid) . CI=EEKX
118

I R B 5 LRCDAIVE 7 IR 2R FEIK = 10073 B CDAIT 73 <15047 .

90K 6 7 J5 2K [ L1 PR 22t 52 X CDAIESF<15073 HLZEAH I PR 28 /090 R A 52 iz Jii 25 [
BEVRTT o

p<<0.001.

PG L FIHZ R . 2141 ZEZ I HH1200 mg SC qdwisIT 4 32 iR F A1 7451 S84 0
$1100 mg SC q8wifi I 4 523 & BEAE 32 1 AR Wil FRIVR T A AR R
BG5BT AE TG YT (TNFHIHIF sk 4ESRIBR BP0 NEA R RN E AN AZ
MBI MR (ABRE ) € XUNSES-CD<4%y, HEFELRL =25, B #A 3 T0E <
197,
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ETAIF0 GALAXI 2 Fl GALAXI 3 Bt e idls CELAE AR B 52 A Wi 1) va 7 A RE
FEAEDIRIFNEIT KRBT HNTE , A ZEA IR n T A5 S| WA HiAH LL 2 48
SIS B T R s R LR 11

F11l: AFHBIGALAXI 2FIGALAXI 34 5 &R I EHiAH L BB BT & S 2R E

=]
I HGALAXI 2RIGALAXI 3
2= SEEy | HEFUE | SEFLR | BITER vs SEIEE
~6mgkg B | PiFES | HIREKES (95% CI) d
kA Y aY—~ L=~ WEFILE | HEFTILE
—~90 mg g8w | 100 mg q8w 200 mg g4w Pt 100 mg i 200 mg
RS B2 RSP B2 RS
(N=291) (N=286) (N=296)
AT N BB
RPN 3 108 (37%) 137 (48%) 156 (53%) 11% 16%
(3%, 18%)f | (8%, 23%)9
KLY 52/121 (43%) | 68/116 (59%) | 76/128 (59%)
il
BEAE AR W )75 49/156 (31%) | 66/153 (43%) | 69/147 (47%)
EVAPN
S4BT N B R
YN 72 (25%) 95 (33%) 110 (37%) 8% 12%
(1%, 16%)" | (5%, 20%)f
RPEZ AN 36/121 (30%) | 51/116 (44%) | 59/128 (46%)
NGy
BECEAE W) | 32/156 (21%) | 43/153 (28%) | 42/147 (29%)
TR
SEABFR B IR AR
YN 65 (22%) 85 (30%) 100 (34%) 7% 11%
(0%, 15%)f (4%, 19%)f
Sz at Ay | 35/121 (29%) | 45/116 (39%) | 56/128 (44%)
bl MEpadl
BIEA3: A= W i 57 27/156 (17%) | 39/153 (25%) | 36/147 (24%)
EPAPN
BB G R AR HEE 48R B ) A SR L&
YN 98 (34%) 119 (42%) 140 (47%) 8% 14%
(0%, 16%)" | (6%, 21%)9
FZit A | 52/121 (43%) | 59/116 (51%) | 70/128 (55%)
LiFnlbEid
BELEAEWHI7) | 407156 (26%) | 57/153 (37%) | 60/147 (41%)
BT R
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F11: EIFFIGALAXI 2RIGALAXI 34 5 5 R I EHiAE A BHCHAIT A 2R E
A

a 20 I R DURATL) 6 molkg FRIKIS T4 ), 25 S FICHPT 90 mg B 8 JE — IR B RS
Yy, Kik 48 .

b 50, ARSI Th FELF T HAHI200 moFE ik EIE LA 2, 2 JE T AT T EA1100 mohE8 IRk T
W22y, Kik48 .

© 350, ARISJEIN T FEAT T BAH1200 moFF kA ELA G, 2 JE T FE A L HP0200 mo R4 — IR R
W22y, Kik48 .

d g F{ Mantel-Haenszel 73 JZ 1 F f1Sato /5 22 A vHE 75 H 2 T~ 3 (7] XU 22 57 IR AR VR 9T 22 S A

Cl. AR EAm NFLCDAITE T (<3007 80>300%) . JE4RSES-CD4r (<12438k

>1243) « BIO-RICIRA GRELT) FIRELE R i K A E AL (BB - CI=EEKX
118

¢ BN E LUNSES-CDVF4 8 3 2k i3 =50%8 SES-CDYF 4> < 243 »

f p<<0.05.

9 p<<0.001.

A LM S IR BT S2RE  214 7 ZE AT U 51200 mg SC qawia T 24H SR AT T ZE Ry
JEHL$HT100 mg SC q8wih ¥7 2H 52138 WA B 52 AR Wl Va7 (H A 2RI

PAAER S B ARG T (TN B4 RIER BP0 BB E . RNEBAMNZ .

I NBGR (ERE S € UNSES-CD<4%y, HESELLRRML =25, HArE BA ST <
157,

kR BEGRAR E SN IR Ik RIS PR AR A 85 A

U IRIR MR E UNCDAIESS <1504 .

1E GALAXI 2 F1 GALAXI 3 #1, 1 227 JC P I7 RN & A HEAEAS R AR08 L P51
NFh. ARE RIS RRESE . o FE 77 SR P AR TR 2k A Wl 70 va 7 DA R AR AE W 550G
IT I 52 3 206 2

AFER BN
FEFR 2T ZEAT UYL 200mg FBKIA YT I SZE Y, RAESE 4 bW 5 BIHRE

AN SR ITTDF o B A 32 1 LB v T 2 BRI, OF BAE AN ZE e i pidifpin r 4
A L5 B A Fr R A5 48 A

B8y i )

i R AR A 45 IS B RS (PROMIS) -5 fai%-7a (PROMIS-9 %5 SF-7a)
P4t GALAXI 2 F GALAXI 3 F1 55 . £ GALAXI 2 A1 GALAXI 3 iR&6H, 5
FIZHAR L, 277 I B 4T 200 mg B K IGIT 4 B2 B TE SR 12 A 9 57 & (FR 4 PROMIS
P mAR SF-7a vt A B ERI BAIRKE XN EGE (=747 (GALAXI2: 45%vs
29%, p<<0.05; GALAXI3: 43% vs 18%, p<0 001) , FFHIEH N EKEFFE 5 48
Ji
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[ EFH]

ZEER

W EZ AP — AR 19GL A ik, WML S AN R 23 (IL-23) 1Y
p19 W FALT FEAH) 5 1IL-23 ZARRIAH EAE A . IL-23 & —Fh RARGFEANAREKE T, 55
IEH B R IEA G [ N o o FE AT T BRI 1R 28 40 A X1 -~ AR AL DR -7 PR RE T o

AR T, T ZE AT JC AT AT IE L CD64 5 R M AZ AR ML 4h &, FF AR ORI IL-
23,

FHEPR
A TEE M
HEVEIR SRR 2 R R8T FEAT U HAPT 25 molkg CFE 24T N E#IkE5 24 200 mg Jo
FEEE[AUCIIN 6 f5F1 7 4524 200 mg f5 & FEE[AUC]HI 10 £5) , RIAXAEE 135
TR . MEMERK BRI 2 B N A T AU 100mg/kg R4 N ERK 4R 245 200
mg J5 %5 B [AUC]IH 12 581 2 T 4525 200 mg J& &8 B [AUC]I 21 %) , R ILFI%4
AR =G AE

TEMEAG-I6 R B B LB R G S A T b, IR ERNE T RAENE
SRR R R 45T ol FE AT LT, ATHEZH 1, 10 mg/kg AT 50 mg/kg 4H (43dalAH
F N k425 200 mg o B E[AUCIHI 4. 18 1%, J¢ 44524 200 mg J& & % E[AUC]
[ 7. 32 f%) %4 3 R A BAET: . X st B AR = U AR . R4
A E) 6 HEE AN, RIS ZE A LB I ThRE K B BRI K B I REIA o

7R e 28 KRR B B AL A ARSI B ZE AT I ET

[ir-5ex 1
2~8°CHREIEI AT
[E2]

HZEFTICHYT 100 mg VESL PR AR AR .
1 mL R TE BT Y, BCRE B SRS R, AT B b Sk R &
13 (e AER ) .
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[BEAFENBEABERA]L

YRR PR 2 TR~ F]

VEME AL R PG A P 2 T e X R R R S R DU R 19 5, BRPYAE PE T
FEHT DX EE TLE 4 S WE B 17F
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HETLBEH
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— UK A 28 A

HEHW

AR SR AE A B2 2R vk E T A8 B B 4 B A SR S JE R TRt SNSRI,
IR S S e A5 P 7S T S L ) AT A o 2E R TR

THAEAE T 28 AT JC AR DU I 70 3R A 4 AT LA SRR — A I, e S AR A
Fo BINFTRESAHIE S . M fEr AR B IG5 A R T I B R L BGa T iR
e JPARVESS R, thigAr i U, JF 5 AR B LB AT REAF AL AR 7]

H

o

HZEAT O PU I AE  A G T B RS, AE T LA SRS . ES A
BT [ 2SR BN, JFRE L

This copy of the document was generated on 26 Feb 2025 Page 33 of 45
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60399 Version: 8.0 Status: Effective Effective Date: 26 Feb 2025 (EST)

‘]l%ﬁﬁﬁ

1E 2°C-8°CHIVKFE A F . ABEA

TR AR A B 2 B ) L E TR A T
AT Ao #RAS B IR 428 T 78 2 S 46

B AU B Fi7e A o 8

a3
FEATATT IS 4% 114 0 sl Bl A 28

REPiP At

Fiah%

B
FHRBUEFIRNG T, BEENSEEE.
WEH

&g
B A e S ZE B U PR, IR
(PR 2),

This copy of the document was generated on 26 Feb 2025 Page 34 of 45
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60399 Version: 8.0 Status: Effective Effective Date: 26 Feb 2025 (EST)

TEM e

FEZEBE

7 AR A O

Btk 01 46
AT

B REL T Y.

« IMBERRE

o IMEER DA

o 1M BRI
 INGAMRMESR (WD

This copy of the document was generated on 26 Feb 2025 Page 35 of 45
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60399 Version: 8.0 Status: Effective Effective Date: 26 Feb 2025 (EST)

BEXKE
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