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Secukinumab Injection

®

Sikugiyou Dankang Zhusheye

75mg 0.5ml
150mg 1ml
4

300mg

/
/

300mg

60kg

cDMARDs

01 2 3 4
90kg
300mg 2
150mg
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v —— |

MTX

150mg



1 01 2 3 4

4 75mg 1 75mg 150mg
150mg 300mg 2 150mg
1

< 25 kg 75mg#

25 <50kg 75mg#

=50 kg 150mg * 300mg
#75mg 0.5ml 75mg

150mg 01 2 3 4
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ADRs 17.7%

MedDRA
2
> 1/10 > 1/100 <1/10
> 1/1,000 <1/100 > 1/10,000 <1/1,000 <1/10,000
20,000
34,908 14,000
2 1
23
4
2 3
1
I 300mg 150mg 75mg 12 16
ADR ()
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1,382 694 12
28.7% 18.9%

0.14% 0.3%
3,430 52
47.5% 09 /
1.2% 0.015 /
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162 6 <18
84 6 <18
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150mg 300mg 16

52
2 FIXTURE 1,306
01 2 3 4 150mg 300mg
50mg 2 12 50mg 1
1 12 12 13 14 15
150mg 300mg 16
52
3 FEATURE 177
12
012 3 4 150mg
300mg 0 1
2 3 4
4 JUNCTURE 182
12
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3 1 3 4 ERASURE FEATURE JUNCTURE PASI 50/75/90/100
IGA*mod 2011 o ”
12 16 52
150mg 300mg 150mg 300mg 150mg 300mg
1
246 244 245 244 245 244 245
PASI 50 22
n(%)
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12 16 52
150mg 300mg 150mg 300mg 150mg 300mg
IGA 0 32 44 - - -
mod2011“ (0.0%) (53.3%)** | (73.3%)**
7 n(%)
* IGA mod 2011 5 £l0= 77 £l1= 7 552= 7 553= 7 Ei4= 7
*x p p<0.0001
4 2 FIXTURE
12 16 52
150mg 300mg 150mg | 300mg 150mg | 300mg
324 327 323 323 327 323 323 327 323 323
PASI 50 49 266 296 226 290 302 257 249 274 234
n(%) (15.1%) | (81.3%) (91.6%) (70.0%) | (88.7%) | (93.5%) | (79.6%) | (76.1%) | (84.8%) | (72.4%)
PASI 75 16 219 249 142 247 280 189 215 254
n(%) (4.9%)  (67.0%)** (77.1%)** (44.0%) (75.5%) (86.7%) (58.5%) (65.7%) (78.6%)
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5CLEAR

4 16 52
300mg * |1 300mg * 300mg
334 335 334 335 334 335
PASI 75 166 69 311 276 306 262
n(%) (49.7%)** | (20.6%) (93.1%) (82.4%) (91.6%) (78.2%)
PASI 90 70 18 264 192 250 203
n(%) (21.0%) (5.4%) (79.0%)** | (57.3%) (74.9%)*** | (60.6%)
PASI 100 14 3 148 95 150 123
n(%) (4.2%) (0.9%) (44.3%) (28.4%) (44.9%) (36.7%)
IGA
d2011*
mo” « 128 41 278 226 261 213
. (38.3%) (12.2%) (83.2%) (67.5%) (78.1%) (63.6%)
n(%)
* 012 314 300mg 4
52 0 4 45mg 90mg 12
52
bl p p<0.0001 [ 16 PASI 90 ] [ 4
PASI 75 1
il p p=0.0001 [ 52 PASI 90 ]
/ TNF !/ TNF
300mg 3 PASI 50%

i il
e
o
it
—
£
-"r.'- + =- —."'i"‘fi Aafa Pu . L
T AR e -
C B SR AT AR el | o e m

1 1 ERASURE PASI
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Il 15% 25%
PASI 75
1 2 HAQ- HAQ-
DI 150mg 300mg
HAQ-DI 150mg 300mg HAQ-DI 12
-27.5% -50.2% -8.9% 52

TRANSFIGURE 198
GESTURE 205 TRANSFIGURE
NAPSI1%
16 300mg 46.1%
150mg 38.4% 11.7% GESTURE

ppIGAO 1 : e "
16 300mg 33.3% 150mg 22.1% 1.5%

300mg 150 mg
SCALP 102 [
PSSI A
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SCALP

12 Scalpdex HRQoL
4 24
SCALP 12
-59.4% -45.9% -69.5%
7.7% 38.5%
-4.7%
CAIN457A2324 331 > 90kg
150mg 300mg 2 [Q2W]
300mg 4 [Q4W] 1:1
. 01 2 3 4 300mg 2 Q2w
52 n=165
. 01 2 3 4 300mg 4 Q4w
16 n=166
o] 300mg Q4W 16 PASI 90
52 300mg Q4W 16
PASI 90
300mg Q2W 52
4 2
6
6
16 52
300mg Q2w 300mg Q4W 300mg Q2w 300mg Q4W!
165 166 165
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300mg Q4W 300

mg Q2W 16 PASI 90 PASI 90
IGA mod 2011 0/1
> 90kg 300mg 4 300mg
2
441/543 Il CAIN457A2318
2:1:1 300mg  150mg
01234 150mg 300mg 150mg
12 12 13 14 15 300mg 16
52
12 PASI 75 IGA mod 20110 1
PASI 90 12
7 300mg 150mg
7 A2318 N=441
12 16 52
150mg 300mg 150mg 300mg 150mg 300mg
96/110 216/221
PASI 75 4/110 105/110 216/221 94/110 211/221

(87.2%) | (97.7%)

** **

nim®%) | (3.7%) (95.2%) (97.7%) | (85.0%) | (95.4%)

72/110 179/221
PASI 90 1/110 84/110 192/221 73/110 182/221

nim%) | (0.9%) (65.79%) | (BLO%) (76.2%) | (87.0%) | (66.7%) | (82.1%)

** **

PASI 100 | 0/110 22/110 73/221 | 32/110 87/221 35/110 93/221
nim(%) | (0.0%) (20.0%) | (32.9%) | (29.0%) | (39.2%) | (315%) | (42.1%)

IGA
mod2011* 77/110 182/221
3/110 84/110 180/221 67/110 168/221
oo o (69.7%) (82.3%) o . . .
(2.7%) - - (76.1%) (81.6%) (60.5%) (75.8%)
n/m(%)
** p
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52 4

PASI75 IGAmod2011% " * "0 1
12
52 PASI50 90 100 CDLQIO 1 52
12 52 PASI75 IGAO 1 PASI90
12 > 50kg
12 52 8
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12

CDLQI 01 44.7% 50%
15% 12 52 CDLQI 0 1
60.6% 66.7% 44.4%
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10 AS2 16
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31.1% p<0.05

AS1 AS2
150mg AS1
TNFo-IR

2 16 AS2

150mg

TNFo-IR 50.0%

16
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24.1%

ASAS20
TNFa 68.2%
p<0.05 16 ASAS20
AS2
TNFa

52



AS2 16 150mg
BASFI -2.15 -0.68 p<0.0001
-29.64 -9.64 p<0.0001
16
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ASQoL LS -4.83 -2.93 p<0.0001 SF-36
PCS LS 7.43 4.60 p<0.0001
1,999 NSAID
DMARD >3 >3
"l
PsA
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13PsA2  PsA3 16 24
PsA2 PsA3
150 mg ! 300 mg* 150 mg ! 300 mg*
98 100 100 332 220 222
ACR 20
n 0%) 18 60
16 (184%)  (60.0%™)
159 519
24 (153%)  (51.096***)
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*p<0.05 **p<00l ***p<0.001
PsA2 24 p 24 ACRT0
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ACR 20 150mg 300mg 53.6% 53.6% 10.4%
ACR 50 150mg  300mg 37.5% 32.1%
6.3%
ACR PsA2
24 PsA PsARC
150mg  300mg 59.0% 61.0% 26.5%
PsAl PsA2 104 PsA2
150mg  300mg 200 178 89%
52 150mg 100
64 39 20 ACR 20/50/70 300mg
100 64 44 24 ACR20/50/70
PSA3 Sharp
mTSS ES JSN 16
/ 24
150mg  300mg
24 mTSS 14
PsAl 24 52
24 14
14 Sharp
PsA3 PsAl
150 mg L 300 mg L 150 mg 2
n = 296 n =213 n =217 n =179 n =185
<) 15.0(38.2)  [13.5(25.6) 12.9(23.8)  [28.4(635)  [22.3(48.0)
24 0.50 0.13" 0.02" 057 0.13*
" p<0.05 P
1 0123 4 150 mg 300 mg
2 0 2 10 mg/kg 75mg 150 mg
PsAl 52
PsA3 150mg 300mg 24
mTSS <05 80.3% 88.5% 73.6%
MTX
PsAl 10mg/kg 150mg
24 mTSS <05
82.3% 75.7% 10mg/kg 150mg
16
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150mg 24 52 85.7%
86.8%
PsA

MAXIMISE 485 PsA

NSAID
12 20% ASAS
20 300mg  150mg
15 MAXIMISE 12
150 mg 300 mg
(n = 164) (n=157) (n=164)
ASAS 20
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17A

PK

150mg/kg

mg/kg

6 11
150mg/kg

IL-17A
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IL-17A

PK

30

10

16
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<25 kg n=8 75mg

+10.8 pg/mL 25 50 kg
2~8
1/
18
XXX
XXX
511356

400-9998703
https://www.bio-thera.com

> 50 kg

Iml

18

155

I+

32.6

15-30
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2a.

2Db.
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45

33 / 35



34 | 35



s/
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