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{ZS
ALT alanine aminotransferase TI=T I NI AT 2T —E
AST aspartate aminotransferase TANTGX VBT I ) NTF AT 2T
—¥

BM Blinded Maintenance B TR

BMI body mass index UNFEEE S

BM SS IA Blinded Maintenance Safety Set defined for | HEIf#NTH & T HERFIIR 22 2 ffAT
the interim analysis (IA definition) R EAE]

BUN blood urea nitrogen MR RFEER

CPK creatine phosphokinase I VT FURARFFT—E

CRP C-reactive protein C IGMHER

CRS Cohort Randomized Set IEEM AR — EAER AT S M

CSR clinical study report TR RE s 5

CSS Cohort Safety Set FEEW AR — NV AR

czp certolizumab pegol LMY AT NI

ELISA enzyme-linked immunosorbent assay I S S0 W s T E T

ETN etanercept TR N

GGT gamma-glutamyltransferase y-INEINVKT AT 2T —8

HIV human immunodeficiency virus b MUEARRIE T A LA

HLT high level term A

HTLV human T-lymphotropic virus b hT U ERmMEY A LA

IBD international birth date E B A

IGRA interferon-gamma release assay A B —T x v -y FEEERA

IL interleukin A H—aAfFx

ISS Integrated Summary of Safety —

LDH lactate dehydrogenase FLIRM K REEFR

MACE major adverse cardiovascular event EECERANINIIK=E %

MCH mean corpuscular haemoglobin SR IRMER~NE 7 1 B

MCHC mean corpuscular haemoglobin WRIRMER~E 7 1 B R
concentration

MCV mean corpuscular volume SRR I ER A FE

MedDRA Medical Dictionary for Regulatory ICH EBS =GR
Activities

MTX methotrexate A K RLFH—|

PASI Psoriasis Area and Severity Index R AR - HLE AR

PBO placebo 77K

PGA Physician’s Global Assessment HEHELZ k3 B Rl O T A RO REA
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PK-PPS Pharmacokinetic Per-Protocol Set TRBR ST I A L 72 3K s Refig

GIPSE 2 SEi|

PsAS Psoriatic Arthritis Set B EE M R AR AT o AR [

PSUR Periodic Safety Update Report EMIR R VR R

PT preferred term FEAGE

Q2w every 2 weeks 2 b
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RS Randomized Set VR 2 LR R G AR

SMQ Standardised MedDRA Queries MedDRA R R

soc system organ class FREBIRH
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TE-ADA treatment-emergent anti-drug (certolizumab | JRBRFEPE G-BlAARTZ (T EL L 7= Prdimbn

pegol) antibody (LS
TNF tumor necrosis factor NS5 AT IR
Wk Week —
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LT — 2 O % 1.1.3.1 TR Lic, WARBRICOWTIE, ZaM0Fa it 2 35/ L Ck
V. YT — X & L1132 HITFHE L, MG T — 2 IZE D il oliZE 4 & 14 1R LTz,

FEINES I/ AEER (PS0017 #BR) OHERE 21X, PEE~BEE O F LTSS (Rris
AT HERHEE) AMAANT, BRI, BRSO N DFEHAIRREIC K & 703720
7oo 7 CZP FEDOWERAE O HEHmIE, 5053 7k (fiPH : 21.3~79.2 ) Th o7z, #BREDL I
BETh oz (17.2%) . FHEREIESR BMID) 1X. 25.98kgim? Th -7z,

PS0017 7k Tid, MRV R SUTRCAEMEAL BUE A S 2 ATRE & L7,

it

CZP 0'Z&eM7 a7 7 A NV aE LI FICERN LT,

o HEFHZOREIR
Week 16 = TOREEFEHROREHRIT, FNRBRTIIECZPR LY 77 &A (PBO) HTH
< WA CIHIRIERBRE Th -T2,
BRI 28 U T, [ENEER GRBE TET) KOs (Zatkr—2 0y M4 7%
T) OWFTHIZBNTH, AEFROREHRL CZP OREGHE TR hRRE TH -
2o MEOHEFZOFIRY CZP ORGHH THBLRRRE TH o7, HEREL O
MtV ) OFEFEEZOREBUEN S, FEH TEBULRFERTH -7, ENRBROSE
VERCREEE R\ T, CZP o4 ik « HERM TEIRINCERO & 2 23780 b/ o
7o Fio, CZPOEMIEEICL 2V A7 O EFITRED b7z,

o HERAHEFZOEBIR
ENRBR O E PSS Tk, B AZECC8fl 9o EELRAERLEIRDO LI
7o 7o, HEELAEFRLOIEEFIT CZP 400mg Q2W #E L W CZP 200mg Q2W Bt Th 47>
W&o 7o, WSNEIIE 57— & TI% 120 I 157 tF O EE R A EERNRO DI, &
HRERCRBIRICEDNRD DT ERIRH (SOC) 1372 < FrE O IMER S 11727

7,
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EINFRER O =5 MRz ip A T, BRI 28 U T 941 9 iR 5 LI E -7
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AR Ch o7z, WRBRICIB W THIRBRIEDOE G- LI E - 7o A FFR ORI
<., CZP DEMIBEHGIZEL DV A7 O LEFHIFTFRD -T2,

o FHINREFERL
EWNRBR T, EYEES. O o MR DAL OEER2LME RFR (MACE) | BEEAE,
A N — T AR OOV— T AR BT E S o Tz, SRR BV T e
FBFC CZP 400mg Q2W FED 2 1] 3 D FEHE 72 RYLE M FB D HALT, HERFIRIZ =55 M
BT CZP 200mg Q2W #E K T CZP 400mg Q2W RED4S 1 il i fE 2 1 & 5 i BRIVME T
& D I R ERIE K O IR E DS, B PR i FE 35 ~C CZP 400mg Q2W £ 1 Bl fif-
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ERIBAFED TR B ATz, HERAHIE QRBRER G T#) (CBIEIE ML C CZP 400mg
QW BED 1 FlIICEHERHMERTH D~/ vk « V= — 0 T A VERBIRRRD b, HE
FFHAMNC WEREPERT B2 E FR 3 C CZP 400mg Q2W B 1 BIllC B 72 B S C db D S HLEE
B b,
@%ﬁ%?m\w*71&0w~fz%ﬁ%\ﬁ@mi%@&ﬁﬁmimﬁgﬂ&ﬂo
Too BEERBYYE, EMEE, 5 o ML AR MACE, BifizEE, EimEHEIC L 5 im
%ﬁ&ﬁ\%wm%%@&m%%w%%%uﬁ<\E%&@uié)xﬁmkﬁ%mwg
o1,

o [EWNREBR M OMEIRER D PFE L EMET — 2 OV ISV T b IR AR & O Ak
RO FEMEORIHNZEIZ, BRIICEROH 275130 o Tz, £z, LT
MDY 27 HERO B> 7‘_0 .V‘Juiﬁﬁf I%. Hy’s law JEHEZf 72 #1722 ho
7o WANVRERTIE. Hy’s law JEYEZ 72 L7 #RE 2 1 IR B2, SEAIMETlidZen &
Ez b,

o AL L OFIERRIC, BRAICTERO B 5 IR0 bR T,

ezt g & LT [ENEER L OB O W icis W T s, CZP OLeMET 1 7 7 A VIEEF

KARETHY, BMEEICE DU 27O ERITRD bR otz, £io, EWNGRER K OVES BRI

BT D CZP o707 7 A MF, B Y U~ TFBEEZXRE LiziED CZP DO EGIRHIERRS H

K OML D JEEEHESER 1 (TNF) FEROLZ ST —Z b RIS D Th o7z,

1. EXEHADEE
1.1 BN 2 MM B R VRS HEHBRO R
1.1.1 METOT S LOBE
ENTITEHHCRD D CZP OBRRE T r /T A E LT, FHEE~EEOSFE IR (BIEEML
OGO ZETe) | BREME LR & O EAL SR B xR & LU R 0 1 3Bk A J0E L7z,
o ZHNMIAH, ZHEHEM. PBO XHRHER (PS0017 #XfH)
WA T, R 26T e xtge b LI I n 7 7 223 LT, LLT st
RRBRNEEND,
o IIFHFER (C87040 FR M 1N C87044 #ER)
o I, —HEEM. PBO &HHAER [PS0005 ik (CIMPASI-1 #Bk) K& O PS0002 7t

(CIMPASI-2 388 1 : MR & Week48 F THRTLTEY ., IFEHRUMAEERT TH
%

o FEIIM, —HEHEMHM. PBO - B ER [PS0003 Ak (CIMPACT &&lBk) | : Asbrix
Week 48 £ T2 T L TRV, HEmHIME2ERKFTHD

_miﬁ . SN CIIBEEETE R 2 xR & LB 7 v 7T A L LT, BRAFIE DTGB ER
ﬁaiﬁ%%%:ﬁ%&& L7, 24 B o —Eemii. 24 BE &SR &L 168 #EE DIk
%@%%@3N~bf%ﬁéﬂtPwmlﬁﬁéimbfwé

11



I RYRXTT RINL 2.7.4 BRERMREMS Page 12

FErERBROFE RIS & R D CZP O MRl 21T 7=, 7283, PsA001 BRIz oW
TIX. PIEVEMEERE % AL L U TEI2 THICER L, M2.7.6 THIZZEMAZ R LT,

ZAMEFHMC AW 2 ERRBR O 2 2 3R 1-1 LR 12 1R LTz,

12
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£ 1-1 ZEMEFmIC AW BN R
REE SRABRT VA v HeRE e (CZP #f) B E ¥ (PBO £f) RE
B Lo B Lo P51
EEER GE N/ FE)
PS0017 : AR (Week 0~16) 52 jE [
%lak LE, —EHEMR, M SRR (BIRETE SR (BIREM T
VEX1k, PBO R, I THE DEDHEI 2 ETe) DGO A EEe)
iR (G2 7T) CZP 200mg Q2W #¥ 2= 36/12 21/5
CZP 400mg Q2W #¥ =42/11
BAREEERER S (oyiEE) | DIEREMEREREALE (A5
CZP 200mg Q2W Jf 2= 4/2 5/0
CZP 400mg Q2W #£ =7/3
B B OB AL B E E %ﬁﬁﬁﬁfaifﬁﬁﬁﬁ
& (FER) e Uret)
CZP 200mg Q2W #: 2= 9/2 BT
CZP 400mg Q2W #f =7/4
HEFFHAR (Week 16~52)
SRR (BIRE T SR (BIREMT
DEDHEI 2 ETe) it DGO A St )
CZP 200mg Q2W #f =13/7 3/1
CZP 400mg Q4W #f =17/3
CZP 400mg Q2W #¥ = 40/9
P iR sy | DUMEMRRRERS (H/YARH)
CZP 200mg Q2W &F = 2/1 0/0
CZP 400mg Q4W £ =0/0
CZP 400mg Q2W #£ =6/3
JE VRS RE M OB EAL SIE AR, | i Pt Jy O e e
& GEER) BH GEER)
CZP 200mg Q2W ¥ =8/2 PR
CZP 400mg Q2W #f =7/4
W RER (SR MRS 2t & L7 1 AR
C87040 : CZP 200mg Q2W i b= 44/15 37/22 12 JH R
LR Ikn, “HEER, M CZP 400mg Q2W ¥ =42/16
1EA1k, PBO MR, WATHE
W (£ 7)
C87044 : CZP 200mg Q2W #¥ = 23/11 0 12
ZfigkILFE, —EHEEM. CZP 400mg Q2W ¥ =27/10
C87040 ﬂ%ﬁ@%ﬁ*ﬁ%ﬁ ¢
GET)
WAL aRER (SRR 2 xR & U725 1 ARRRER)
CIMPASI-1 (PS0005) : IR (Week 0~16) 144 JEfH 4
ZhiskItFE, —HEEHR, & CZP 200mg Q2W #¥ 2= 67/28 35/16
1E21b. PBO KT, AATERE CZP 400mg Q2W #£ = 60/28
bR (CEEROME HEFFHIR (Week 16~48)
FHIM RO ERIM & CZP 200mg Q2W % =60/19 2/11
e) (fkfsc ) CZP 400mg Q2W #f = 94/47
CIMPASI-2 (PS0002) : AR (Week 0~16) 144 JAR
sk ItF, —EEMR, & CZP 200mg Q2W #¥ 2= 58/33 26/23
VEZAb., PBO %fHR. IWATH#E CZP 400mg Q2W #¥ = 43/44
AL (CEEROE HEFFHIE (Week 16~48)
FHUIM X OFF B & & CZP 200mg Q2W #f =50/31 1/5
) (i) CZP 400mg Q2W ¥ = 64/59
CIMPACT (PS0003) : AR (Week 0~16) 144 JE[H 4
LhskdF, —EER, & CZP 200mg Q2W #¥ 2= 113/52 34/23
1EAk, PBO K OVEIEXS CZP 400mg Q2W #f = 107/60

13
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REAE BT A HEREER (CZP F¥) HBRFEH (PBO ) w&E
Bk B cpt B 5
A&, AT RER bR MEREFHIRD (Week 16~48)
(PBO %R, —EEROME CZP 200mg Q2W ¥ =99/45 4716
MR CIEERME & CZP 400mg Q2W £ = 188/84
o) (Fikfer) CZP 400mg Q4W B = 30/14

CTD=common technical document, CZP=certolizumab pegol, OLE=open-label extension, PASI=Psoriasis Area and
Severity Index; PBO=placebo; Q2W=every 2 weeks; Q4 W=every 4 weeks

a Loading dose of CZP 400mg at Weeks 0, 2, and 4

b Loading dose of CZP 400mg at Week 0

¢ In C87044, only subjects who responded after 12 weeks of treatment in C87040 (ie, showed an improvement >75% from
Baseline PASI score in C87040) and who subsequently relapsed within the 24-week Follow-Up Period of C87040, were re-
treated with the dose they were randomized to in C87040. Relapse in C87040 was defined as a reduction by more than 50%
of the maximal improvement in PASI score from Baseline during the Treatment Period.

d This Summary of Clinical Safety includes data from the completed Initial Treatment Period and Maintenance Treatment
Period (ie, through Week 48) for the overseas studies. The ongoing OLE portions of the overseas Phase 3 studies are included
through a data cut date of]

Data sources: C87040 CSR Table 14.1.2:1, C87044 CSR Table 14.1.2:1, PS0002 Interim CSR Table 2.1a, Table 2.1c,
PS0003 Interim CSR Table 2.1a, Table 2.1c, PS0005 Interim CSR Table 2.1a, Table 2.1c, PS0017 Final CSR Table 2.1.1FA,
Table 2.1.3.0FA, Table 2.1.5FA, Table 2.1.6.0FA, Table 2.1.9FA, Table 2.1.11FA

# 12 REMHFEmAWEFOMOBRRRER
(RABEMERC RS 2003 & LTS 1 AHEAER)

SRR %&%ﬁg% i(grzg i3] %&%ﬁ%gf; ggio i3] BRI

W EER (5 1L AR)
PsA001 : _HEMREIR (Week 0~24) 216 i
LZiigER, —HER, HE CZP 200mg Q2W #f 2= 64/74 57/79
#fb, PBO xtff, TR CZP 400mg Q4W #f 2= 62/73
BB GET) FAE BRI (Week 24~48)

4= CZP 200mg Q2W #£>=88/110 R

4= CZP 400mg Q4W Hf = 87/108

JEERHIN (Week 48~216)
4= CZP 200mg Q2W #¥£ >=88/110 R
4 CZP 400mg Q4W & = 87/108

CZP=certolizumab pegol, PBO=placebo

a Loading dose of CZP 400mg at Weeks 0, 2, and 4

b All subjects who received CZP at the specified dose at some point during the study, including subjects who were originally
randomized to PBO and switched to CZP at Week 16 or Week 24.

Data sources: PSA001 Week 24 Interim CSR Table 2.1.1, PsA001 Week 48 Interim CSR Table 2.1.4, PsA001 Final CSR
Table 2.1.2

1.1.2 HEBOHE
1.1.2.1 EREER
1.1.2.11 PS0017 EXE&

PS0017 3ERiT, HAAD PHEE~EE O FELREYS IEEETROAIE &L &xt
B2, CZP OAFEMMER VR 23T 5o 0% I M, ZhiRitF, “HER, BIEA,
PBO xtH, WATHEHILLEGRBR CTH D,

BAMIM T, SEMiEEss (BIEE éﬁi%@é\ﬁ%ﬁ%%ﬁm 127 5% CZP 200mg Q2W ¥,
CZP 400mg Q2W #f, PBO FEIZ 2 : 2 : | OFIE THEIEAIZHIV AT, “HEMR N ClERIEOR G %
BkG L7,

e CZP200mg 2 HHEIFRE (Q2W) #F : BALAH & CZP 400mg % Week 0, 2 TN 4 (T 3 [l 544,
Week 6 725 CZP 200mg % Q2W TR F#&5-

14
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e CZP400mg Q2W #f : CZP 400mg % Q2W T/ F#&5-
e PBO#E: PBO (AEBEERMEAK) % Q2W T M5
HEFFEART O FAYE - &I, Week 16 TORESRICHE SV TIRE S,

Week 16 T PASI50 % ik L 7= 45k E D 5 5. CZP 400mg Q2W BED#RER#1L[F UYL - AET
e 5% ke L. CZP 200mg Q2W DB 13 CZP 200mg Q2W A% X (% CZP 400mg 4 i [l

(Q4W) T (EMEHMERF+ 572, CZP & PBO % Q2W TAZAHIZHE) OWTHNOREIZ1: 1 D
B CHEMRMELEIMT X, PBO BEOWERE 13 PBO 85 &Mk L 7=,

Week 16 T PASIS0 A RERK Th - 72 8RE X, —HEMR FCOHRGHIEEMD escape £ 5-12
AT L7, F£72. Week 16 T PASIS0 % #h% L 7245 # T, Week 24, 32 X[E 40 T PASI50 A3 A5
e IR o T IRE S, HEMR F CORENLIEFEMD escape &5 ITBIT LTz, ZiLH OHHRE
. R EHIE ST RBERE N S . FEE MR T C CZP 3% -7 (BR4E A & CZP 400mg Q2wW
T 3 [ 54%. CZP 200mg Q2W TH#eh5-) , escape &% 5-& L CIHEEMH F T CZP 200mg Q2W #& -t
(2 PASIS0 23 ARZERL & 72> T2 4B F 1L, TR EALE AT O T CZP 400mg Q2W ~D i & % A HE &
L7,

S MRS LIRS, IR N ORI ERE OB a R — F 2R E LT, &
AHBIRNZ BT, B rEERE R 7 0 M ORREVERL BOE B3 15 il & Z N2 LL FOWT okt
(2 1: 1 OFIGTEELIZEI 1T, IEEMR T TIHRBEEDR G- 261G LT,

e CZP200mg Q2W #f : BA4AH & CZP 400mg % Week 0, 2 K TN 4|2 3 Al 544, Week 6 225
CZP 200mg % Q2W T F#5-

e CZP400mg Q2W #f : CZP 400mg % Q2W T/ F#5-

HERFHAM O S - FEIX, Week 16 TOIEENEIZIESWTHRE Sz,

Week 16 TIRENED TR DI HRE  GLEEERLEAE RS Tl PASIS0 % 2ERk L 7= #iBis . iR
FPERCRERE CIX MR SGERE © TS T [AGE) 2k LogiBag) 13, AR
E R YR « FRETHREG 2k L=, Week 16 TGN IENTRD SR TR E D 5 B,

CZP 200mg Q2W HEDHLERF 1 TIRBRE (T [E ffi OH|#C CZP 400mg Q2W ~DHI & & r[RE L L |

CZP 400mg Q2W FEDYLERF | ZIRBR (L= Al D]l C CZP 400mg Q2W G- A ki rlaE & L7z, 72
¥, CZP 400mg Q2W TITIRIEN R 720 EIEBRBAEEAA W L7256, Ui |35l e
1EL7,

LTEVEX, AEFG, A Zd A FERFTR, BRMRAEE (RFHIRAE, Mg b7
AN OPRIA) R ORI L EHE L7, B, $udy (CZP) Hifk (ADA) HillE L7z,

1.1.2.2 By EER
1.1.2.2.1 CIMPASI-1 FE& & U CIMPASI-2 i5&

CIMPASI-1 5k} O CIMPASI-2 SR OFER T A NIE—TH Y | Wi b PEE~FEEDOS
WIVERRERE 26 RIC, CZP OFNMER OV E T 2720 0% N H, ik, &5
e, EEZL, PBO R, WATHEMIELEGRER Cd 5,
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EAHAKIT, CIMPASI-1 3B TlLA 5 234 61} O CIMPASI-2 38k Tlx At 227 5l % CZP 200mg
Q2W #f, CZP 400mg Q2W £f. PBO #EIZ 2 : 2 : 1 DEIA THEMELEIZEIV A1), “HEMKR T CTIAHR
O E & Bls LT,

e CZP200mg Q2W #f : B4t H & CZP 400mg % Week 0, 2 T4 |2 3 [mIFE 5%, Week 6 7> 5
CZP 200mg % Q2W T F#&5-

e CZP400mg Q2W #f : CZP 400mg % Q2W T/ F#5-
e PBO :PBO (EREAME/K) & QW TR K5

Week 16 T PASI50 % iK% L 7= #5735 5, CZP 200mg Q2W Af K U8 CZP 400mg Q2W #E D #k R
FE, EAMIM L [E U - HETERG 2k L7-, PBO BEO#ERE D 9 5, Week 16 T PASI75
% ERR L7248 13 PBO %54 fik#5i L. Week 16 < PASIS0 % 3k L7273 PASI75 /3 R TdH -
7o 9B 1X CZP 200mg Q2W  (Week 16, 18 & T 20 TiXBAtAH D CZP 400mg) # $th Sivi-,
Week 16 T PASI50 23 RIER Th o - E 1L, —HER T TORG 1 LIEFSH O escape #5121
T L. CZP400mg Q2W % #&5 &=,

Week 16 TD PASIS0 2% DA MEICET o 637, HMEFF O Week 32, 40 3% 48 T PASI50 23 A
R T o TR IR, REBRA T LT,

BN OMRM 258 T L. Week 48 T PASI50 Z % L 7- #5813, IEEHREIRICBITL.
Week 144 £ C (&K 96 #[#) CZP 200mg Q2W % #¢ 5 X i17-, escape #%5-C Week 48 & Tkl &
SET LR L. JEEMRIIMICKIT L. CZP 400mg Q2W Z# 5 S vi-, FHEEMMIM TiL, PASI
DOFER R OVEBR BT R O PRI S < HEOMRTEEZ FIEE L LT,

LRV, AEER, A2V A o0 FERFTR, BRRAE (EAORE, Mg b
BEROREE) M OWEZREIC L VR L7z, ¥, ADA HllliE L7z,

11222 CIMPACT 3{B&%

CIMPACT ikBRiL., &R~ O F MR 2 k52, CZP O L OV 2 2 3Elid
HIHOFE W FE, ZhiskitR, —EEMR, TEA/L, PBO L OVESERIR, WA THEM ik T H
%)o

HAWIRITT, A5 559 52 CZP 200mg Q2W Ff, CZP 400mg Q2W #¥, ETN #, PBO F£lC3: 3:
3: 1 DFNEG TEERIZHI AT, BT CIRBREOR G2 LT,

e CZP200mg Q2W #f : B4t & CZP 400mg % Week 0, 2 TN 4|2 3 [mIfE 5%, Week 6 75
CZP 200mg % Q2W T F# 5

e CZP400mg Q2W #f : CZP 400mg % Q2W TH F#5-
e ETNRE : Week 11.5 & T ETN 50mg % i 2 [6] TR F#5-
e PBO#:PBO (AHIEME/K) % Q2W T Mk

HAMZ B W TRR S TWD ETN OHTE - &L 50mg 20 2 [5] 12 G TH 5720,
Week 12 TCZP & ETN Zktfi L7z, ETN OEH A ¥ = —v Gl 2 a4 45) X, CZP 0% 5 A /r
Va— (QW #5.) LR D7-, ETN & GIXHEMR FCHEM L7z DEBRIKES K ONRBREE
EFEMEBEOERIY A ¥ v 7 (KREOFHMEHE 25 Tr) 1Zxt U CIEERAHMER L, #RE K OIEEM
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Y2 H 57| ﬂ L CIEaERB 4G & 16 M ORI Gz m bE72] . RO M2 R
ICHERFCE D L OIS, FriCiERE T~ T,

CZP B OV PBO BEDOHBRE 13, Week 16 ¥ CoEHSH F CHE S/,

Week 16 T PASI75 # ik L 7= #BRE 1L, B FTOMERHIM (C“EEM. PBO X)) 12BITL
7= MEFFHAM O M - FEIZ. Week 16 TOIBRBN BRI ESWTIRIE S N,
e CZP 200mg Q2W D #r#E 1%, CZP 200mg sz #E. CZP 400mg Q4W #¥ 1% PBO FEDUY
TNNOREZ 2 : 21 1 OFIE CHERIELIZE 1T 6507

e CZP 400mg Q2W D #iBR#E 1. CZP 200mg sz #E. CZP 400mg Q2W #£ 1% PBO #EDUY
THUNOREZ 2 : 2 : 1 OFIE THEMRELIZE Y 1T 50T

o ETNHOWBR#E . CZP200mg Q2W A (BH4h 1 & CZP 400mg % Week 16, 18 X% Tr20 (2 3
[l 5-4% . Week 22 7> CZP 200mg % Q2W TR F#5-) L PBO BEO W NN DREC
2 1 OEE CTHERESLIZE T o

e PBO BEOH#ERE L. PBO &5 &kt L7-

AP %&Efﬁm&%ﬁ% . HEFFHIRT TR 0 Sk lC PASIS0 SRR DS . Bk E 72 LTz,
R L7-5A. Wi IdE e MmWIMICIT L, CZP 400mg Q2W %% 5-Xi7-, Week 16 T PASI75
ZIER L, 75@@;&%& HEFFHIMAZ5E T L. FEERMIMICBAT L7o#BiE X, CZP 200mg Q2W %
w5 Ihi-,

Week 16 T PASI75 SRR Th > 7o ERF 11X, BT TOHRG 1 LIEEM D escape 55121 T
L. CZP400mg Q2W Z# 5. S 7-, D%, Week 32, 36, 40, 44 XL 48 |2 PASIS0 2N AERL &
ol AE, B A IR LT,

LRV, AEER, A2V A 0 FEFTR, BRBRAE (MEARE, Mg bR
AR OPRIRAL) M ORI K W R L7, B, ADA HillE L7z,

1.1.2.2.3 C87040 E&

C87040 BRBRIT, 45 1 K. SMiskItFl, MELUS, —HEH, BIEA{L, PBO XM, 3 BRF{TI
R ChH o7, 1LEMOR Y ) —=2 THIBO%., #REEZ L TOWTINOORIZ1:1: 1 0F|
B CHAELIZEIY (177,

e CZP 200mg Q2W #¥ : Week 0 [Z#][a] & CZP 400mg % #:5-#% . Week 2 »>& CZP 200mg %
Q2W TR 5

e CZP 400mg Q2W #f : CZP 400mg % Q2W T/ &5
e PBO#f: PBO (AHEAHEK) % Q2W TK Tk

AR OTREMIE L 12 ], EHEREEIIR R 24 B CTh o7z, TBFIRDGRO Hieh
o7= (Week 12 D PASITS 23 AERK) #7BRE 1L, C87044 EBR~DRATIZ AR AT & Uiz, 1REZEIGE
DB (Week 12 O PASI7S Z k) . BBERA MM CRAIGRO AL g 13, C87044 #lk~
DBATZ F[REL L, C87040 iER THIV AT b/ HET, 12 HEH&KS LT,

FRHRIZ. PASI 22773, C87040 iBR DIREHRNC IS 1T A X— AT A b O RECEE S
S0%iA IO TG & ER LT,

17
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ST, BEESR, BARRE. ADA LOH CHURDIRIE, /A X LYo 2 12 5FE.LEX &L
OEARFT RLIZ X 0 354 L 7=,

1.1.2.2.4 C87044 = E&

C87044 FBRIT, %6 11 HH, Zfisxdtn)l, —EHEMABR TH D, C87040 sBR DkHiER TH 2,
PEERAT 1T C87040 3ER THIV fH1F S/ 58 (CZP 200mg Q2W #if, CZP 400mg Q2W #£, PBO
B ICfEV, R CHE - A& CIRBRIEA BRI G- Shv7-, C87040 55k Week 12 T PASI75 % /K
L. ZDO% D C87040 RERDIBHIHAMIR (Bl 24 M) THEMR L7I-gBrE Oy, C87044 7k
TOREGEZAREE LT,

LEMOA 7 U —= 7 WO, HERF T 12 B ORI 2 Bi4G Lz, IRBEE DRz 5
14 W% (22 BB Ak 2 F2htE L7z,

ZRMET, AEFR, BARMRA, ADA KOH CHURDIREE, N Z A 2 12 FFE.LFEX,
M ONT B AP R 0 BAf L 72,

1.1.2.2.5 PsA001 itE&

PsA001 5BRIT, HEATIMEDOTEENE:BIHTEMERZRE DO BN BE &2 XI5, CZP OB IIMER N 2%
P 27200 N A, ZhsxdtE, —FEEMk, EIEA, PBO x’fﬁﬁ\ WATHEM FeGER T -
77

ERHIE (Week 0~24) Tid, #BREZLLTFOWTNOOREC L 1: 1 OEE TEIESLIC
HJDH F7.

e CZP 200mg Q2W #f (31X WK 0 CZP 200mg Q2W #¥) : B4R & CZP 400mg % Week 0, 2 &
4|2 3 [a#% 5%, Week 6 7>5 CZP 200mg %2 Q2W TH N5

e CZP 400mg Q4W #f (313 WK 0 CZP 400mg Q4W #f) : BR4AFH & CZP 400mg % Week 0, 2 %
W41z 3[af%54%, Week 8 7> CZP 400mg % Q4W TRz F#5-

e PBO Y : PBO (ZEHMEIE/K) % Q2W TH F#5-

BRI (Week 24~48) Ti&. HANT PBO IZEIV £ 41, Week 16 T escape %5~
1T Lr‘m>o 7o 9B L. CZP 200mg Q2W 7 (BR4AFH & CZP 400mg % Week 24, 26 % 1) 28 |2 3 [H]
e 5%, Week 30 7>5 CZP 200mg Q2W $¢45-) X CZP 400mg Q4W & (BA4A A & CZP 400mg %
Week 24, 26 % Tr 28 |2 3 [Fl#xH-4%, Week 32 7> CZP 400mg QAW #5) DWW DREC 1
DOENG THEMRIELZE Y AT Stz Beplc CZP BEIZEI Y (1 b -giag 1k, 0 i sh
72 % - A& (CZP 200mg Q2W X% CZP 400mg Q4W) T@%E’%L Ze ke L7,

FEERIE (Week 48~216) Tid, MEERWIH &R —0 Mk - HE TR 2k L7, Z4
PEEHRR A M Tl 16RO R G 10 BRI LB AR 2 S0 L7z,

M, HEESR., WIRRAE., ADA K OVE CHIUEKDEE, NA Z LA v WONZHIEFTA,
WX VEHME L7,

18



I RYRXTT RINL 2.7.4 BRERMREMS Page 19

1.1.3 ZEMT—4
1.1.3.1 EREGER

AREGRZ 2 CIE, SUBRIEHR T CREL LA EFRIXRRIE OB 5510612 7> D IR
H 70 BB ETICRIALTAEERLEER L, BT —% 2Lz, GEAMMOF ILER T
TEBRER A 5% 70 B LLN OB EH 1T Week 0~16 DOFFHTIC. HEEFHIR 58 TER & 5 VO I THER
BRI O H IEIEF] COIRBRER R 54 70 A AN O A FHF:51% Week 0~52 OFRFTIZE ®72) o T
RCOREMET — 2%, BAEAATRER (RS) | ZRMEMITKIGEEN] (SS) . 5B FHiGH
I A U7 SR B RE AT S S (PK-PPS) | PHEVENERCRERNT M REM (PsAS) | FIEEM
27— MEERLARNTGER] (CRS) XUTFEEM =R — NV I GHER (CSS) A HWT
R LT, RSIE, IAERIZEI T o RmiZ 2 A9 ot [(SE et (BIEENERE
DEPHBIZETe) ] %&%ﬁ%ﬁ%ﬁzéht SSiX. RS®H b, RERIEZ 1 [EILL BB S -k
THERL STz, PK-PPS X, RS D95 6, 1RER¥EA 1AL RG-S, BHZITE R TRE7R A
CZP JRIEFE 2 1 [HILL EIE S N8R TR S 7z, PSAS 1%, SS O 4ETH Y | ~—=
T A R BARTEME A A T D B TR S 72, CRSIE. FEBEMR A — MTBWTE/ES
T T S VT IR M LR S XML EOE 2 - 2 R TRk S 417z, CSS i, CRS D 95 b,
TRBRIEZ 1 [BIDL BB SN RE TR ST, SFRITRREM O E 2 % 1-3 IR LT,

72k, BAMIM (Week 0~16) OLEMEDRNTIX, SS x5 R Lz, HERFHIR (Week 16
~52) OREVEOIRNTIX, escape 5 ITBAT LI #BRE 2 5 £ 22 Wi AN T B I MR 22 4
PERRAT SRR (BM SSIA)  J U escape 454 2 U 7o 2 2 VERRAT R G4EHT (EM SS) (22T
e L, F7o. EAWIM M ONERAIR 208 U 7= 22t O, escape ¥5-1281T L 7= Wbt o
T —X % CZP BEIZE T2 SS IZOW TR L=,
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#1-3 VTR REROBE (ENRER)
fRHT R GAE ] R OTH Bt B
MIELILMRT I SREE | S LR (B9 | Week 0~16 “HEMR
(RS) SEVERCRED A DHA] | CZP 200mg Q2W A @
REVERITIRER | 2 ET) CZP 400mg Q2W #
(SS) PBO R
YRR M A Week 16 LL#%
G L= 3B RefrtT CZP 200mg Q2W £f (CZP 200mg Q2W R¥/ 5
RBHEM (PK-PPS) PRI (2EI D 11, Week 0~16 & [FH
RO )
CZP 400mg Q4W Ef (CZP 200mg Q2W FEA> 5
PR MR 2B )
CZP 400mg Q2W £f (Week 0~16 L [RIHET
Hkfse e &)
PBO #f (Week 0~16 & [F] & Ciike e 5)
escape #5-#E (CZP 200mg Q2WP ¢ 1% IEEMR
CZP 400mg Q2W)
RAEAEMERCREENT RS | BIRIREM: e Week 0~16 HEM
GUEM (PSAS) CZP 200mg Q2w Af 2
CZP 400mg Q2W E¥f
PBO B
Week 16 LIt
CZP 200mg Q2W £f (CZP 200mg Q2W BE/ 5
PR IZE 0 ), Week 0~16 & [FIH
RO )
CZP 400mg Q4W Ef (CZP 200mg Q2W FEA> 5
R IEAEZ ZEIT)
CZP 400mg Q2W £f (Week 0~16 L [RIHET
Akfse &)
PBO #£ (Week 0~16 & [ JH & THkisei 5)
escape ¥-5-# (CZP 200mg Q2WP ¢ 3| FEEHR
CZP 400mg Q2W)
FER A — MEME | BREELEE. " | CZP 200mg Q2w A% 2 d HEM
2 RN G4E R AT R SE CZP 400mg Q2W ##
(CRS)
FEERaF— ML
PEARAT 6 S
(CSS)

CZP=certolizumab pegol; PBO=placebo

Note: Subjects who do not achieve a PASI50 response at the Week 16, 24, 32, or 40 visit will escape from double-blind
treatment and enter the open-label arm of the study.

a Loading dose of CZP 400mg at Weeks 0, 2, and 4

b Dosage could be changed to CZP 400mg Q2W at the discretion of the investigator

¢ CZP 400mg Q2W as 3 loading doses followed by CZP 200mg Q2W from the visit the response criterion is not met

d After Week 16, dosage could be changed to CZP 400mg Q2W at the discretion of the investigator.

1.1.3.2 By aER

MEANREBR IOV TIE, SEEEREE 255 E L2 2 >O%F 1 fHiER (C87040 iR, C87044
AR, WTNBET) KO3 20H I FHiER [CIMPASI-1 3k, CIMPASI-2 3k, CIMPACT &t
B GEITH. W oRBRGEAMIM K OHER IS E T) ] O 53 gs, 4 DORRHOFEL
EMET—Z B L, WK CTORARHFHICHEH Lz, AMEETIE, 2nooifaT — 2 28R L
T, VESNRBR DSR2 B LTz,

WMIFG 2T — 2 O AR 1-4 (TR LTz,
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I FYRXTT R

2.7.4 BRERIIR £

BT — % =2 (Pool S1. Pool S2. Pool S3 2 UX Pool $4) (Z& 8 5T — X DEFKT —
%71 hA 7 Hix, CIMPASI-1 5, CIMPASI-2 i &% OF CIMPACT Bt ¢ 21 20l < I
AR 21 B EAC200F A BB Cho7z, Pool S3 i, & I AHKL OV LI FHERER
T CZP DG 1=l TR G R O ZeMOT — 2 2Kt 272012, 20015 R
HAMKRT =271y NATHELTES L, KT —% > NAT7 HETO Pool S3 DF —X &4
FIORFEERHTR L, £, 20lER BB CZem7—2 7y MET7 REREL, £
FRBROEERT — 2 1> AT AP REMET =2 By bA7 B ETOMICEB LT, EER
BFEEGROVERTREFERERICOWTT — 4 2R LT (IO 7F =2 e rettr —F
—AEEEN TR

#1-4 FEReMT—2 OME

Page 21

fit& A Lok 5 L5t OF5 U785 410 &0 B

75

S1 CIMPASI-1, CZP 400mg Q2W #¥ AR (Week 0~16) FEGL T —
CIMPASI-2, CZP 200mg Q2W Ff N
CIMPACT PBO R OREET,

%5 T #8 PBO s HRRER
O Week 16 £ T® PBO
L L 7n CZP D
P — H OFSY

S2 CIMPASI-1, CZP 400mg Q2W #¥ AR (Week 0~16, 5 11 F8 &2 OV 1T #H PBO
CIMPASI-2, CZP 200mg Q2W Ff C87040 D F Week 0~12) | R ERD Week 16 F
CIMPACT, PBO ¥ THOPBO &l L7z
87040 CZP DT — 2 D

BE)

S3 CIMPASI-1, CZP 400mg Q2W ¥ HAMAM, MERFI. JF | B AR UYE 1M PBO
CIMPASI-2, CZP 200mg Q2W Hf 2 BRI (Week 0~144) | SRR D Week 144 &
CIMPACT, CZP 400mg Q4W H¥f @ TO CZP D&EEMT —
(87040, B OFER
C87044

S4 CIMPASI-1, CZP 400mg Q2W #¥ HEFFHAR (Week 16~48) | %8 I ABFBE D Week 16
CIMPASI-2, CZP 200mg Q2W Ff ~48 O PBO & i L7z
CIMPACT CZP 400mg Q4W B CZP DT — 2 D

PBO ¥ By

CZP=certolizumab pegol, PBO=placebo
a For the primary set of safety analyses based on Pool S3, subjects are included in the CZP group based on the dose most

recently received.

1.1.3.3 HEBRT—2D6E

Pool S1 i3, ASHIZHE D EE K O B EEM T CZP DA% AT 5 7= DIFSRER D T E 722
BT —2Tho, SFITREEFE E R E Lz PBO xR, &5 I #87R0ER (CIMPASI-1 75R,
CIMPASI-2 #5 K& O CIMPACT #5%) OB A IR A I 5 SN BRE 2 5 07,

Pool S2. Pool S3 & U} Pool S4 %, Pool S1 Z i 9 7 —% T %, Pool S2 IT1L, & H LS %
itz & LTz PBO X HEFRBR T 25 265 11 #H C87040 FABR K OV 111 #H7FAER 3 3Bk  (CIMPASI-1 5k,
CIMPASI-2 55 K O CIMPACT #5%) @ PBO %R DE AMI I EBREL &b S -k 23
D7z, Pool S3UTiZ, 5 M AHK OV I #H5A5R (C87040 7R, C87044 5Bk, CIMPASI-1 75k,
CIMPASI-2 55} Tf CIMPACT #5R) &AM, MEFFHIM SUIIEEMBIIC CZP ot 5- %2521
TR A By T=, Pool S4 1Z1%, 55 1 #H5AER (CIMPASI-1 #5x, CIMPASI-2 55 % O CIMPACT
AER) CHEFFHIR (Week 16~48) (ZIRERBED G55 T 1ok 2 5 072,
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WARERICB T 2B A OZ2MEOERI L LT, Pool S1 X T Pool S2 3% 5 73, Pool S2 {FFK
BR7 YA DI 2 C8T040 =V DT — & g ieiosd, AMEIZ T 2 ENS DR EMEO I
1331 Pool S1 & v e, MEANRRRICE T 2 RIIFB GRROR MO E U Tid, AR CIIHER?
MM D7 — & DI % ZTe Pool S4 1T EH~T & 0 AFERY TR HIM O Z2MERHN A3 7IHEZ2 Pool S3 %
ELTHEM LT,

LIRS, WARBROB &2t T — % OF iz =,

1.1.3.3.1 Pool S1

LMD FEHIRHET— X T D Pool S112iX, 5 1T AHFAER [CIMPASI-1 585#%, CIMPASI-2 3
B Of CIMPACT 3Bk (CZP BEAL OV PBO FEDA) ] DBEAHIH (Week 0~16) ITIRBRIEA G- &
N 25 T,

CIMPASI-1 55 % O CIMPASI-2 3B OFRER T A o R ONEBIREE IR —TH %5, CIMPACT K
BT A 1L CIMPASI iR & B72 % (11222 HICEEH Lz B0, EAMM D Week 12
FCIEABEEA S T, D OWEERF I Week 16 (ZFHEIRHT &) 23, 16 WF OB AHAR
D CZP Bt L PBO BE L DB W TR —Th o 7=, F7-. CIMPACT ikBRDRINEMET, ETN
ERBROHHBEERINLI-Z L EBE, CIMPASIRBR L [ —Cdho7-, 3RBRE L. Week 0 7
5 Week 16 ETRI—OH&E, ATEROERGAr Y 2= Tholz,

ETN 2 H L7382 CIMPACT SRR DA TH - 7-7- ., CIMPACT 3RER T ETN (2E] Y 41T 5
AT HERZE X Pool S1 70 BRI L 72, C87040 35 M UF C87044 FRBRILEE I AHFRER TlL/2\ 72,
Pool S1 75844 L=,

1.1.3.32 Pool S2

Pool S1 & [FIFRIZ, Pool S2 {12 % CIMPASI-1 75k, CIMPASI-2 35k &% OF CIMPACT 7 (CZP #
K ONPBO #EDA) OBAHIRNIRBREOR G522 T -8 257, FIZ, C87040 FERT 12
T OERHFIC CZP 3% PBO O 5252 1T 7= #5RF S Pool S2 ITE 7, C87044 3ExkIX, PBO
KTFRGAER T2 728D, Pool S2 7B ERAM L7z, 7235, Pool S2 DFENTHE RAT A E 1L E T,

[ISS] (T L=,

1.1.3.33 Pool S3

CZP H&5-% 32 Te W~ O F MO 2gi C. CZP R GROREMT —F %
a5 72, C87040 7R, C87044 7RER, CIMPASI-1 75R, CIMPASI-2 7R & U8 CIMPACT &
BROF—Z A L, Pool S3 & Lz, ZHHD 5 iBRO\VTF )T CZP O 5452 1T - iR
% Pool S3IZE D, 2001 B PHEART—% 7y NAT HETOD CZP H#HHICIES L
TRTOZEWT =22 a0l (Thbb, BAMME, EEMFEXIFERBBOT —Z 205 L
=) .

ED CR70408BRIT, B HIMAE < (GBIIERBROIGERMIZS L12JER) | ARG AV a—L b Biko
Tz (BRIIFERRER OWeek 0, 2% UMIZCZP 400mg % 3[a[# 5125 L, Week 01ZCZP 400mg % B[ &) , %/
AEGEARER (C870443858) TOBSIIWHIATH -7,
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Pool S3 DEMZENEIL 4 SO ERETHREI L, CZP &5 2Z - E Ok GdT-, B5RE
X, TE5 11 #8 CZP 200mg Q2W £ . [45 111 ¥4 CZP 400mg Q2W A% . 55 I /R4 CZP &) &
OV TE8 NN ARA CZP B Lk Lo, &5 AR 58E1X, CIMPASI-1 &, CIMPASI-2 5k 3%
CIMPACT 5B C CZP #% 5% T 1= &HRE OFT — X & 1=, & NI FE 581X, CIMPASI-1
ABR. CIMPASI-2 i, CIMPACT ik, C87040 iklii & (N C87044 ikl T CZP & 5-% 2T 1= 4%
BRE DT — 4 G iz, CIMPACT i T CZP 400mg QAW % G-t cINE LT — X%, 1 » HdH
720 O BFEH G RN CZP 200mg Q2W & & LU =h, ERIFRN TIEE 1L AH CZP 200mg Q2W RED
MICEER L7z, M2.7.6 TH T, CIMPACT B T CZP 400mg Q4W % CZP 200mg Q2W & 1351
BRI LT,

Pool S3 1233 < HEEARLZAMEMNT ClE, EEICE G SN HEIZE SV THIERE 2 CZP BEIC
Wiz, BHOMETCZP #H G IR E X, BRGHICE ENTTD, FRGHOPEREL
1%, CZP ¥ 5% T 1= Aot a Lal > 7=, PBO XIHEzER, /HAK o> PBO #¢5-H1 Jx Y
CIMPACT 5B ETN & 5-HIZIUE SN LB EeET — 213, 2D DER LRI LTz, CZP #
HHCE L2 DT R CORENT — 2 2801,

Pool S3 D ZAMMRNTO—H (HEFLRRBURILOBEE, 1#EF & CHiE L7 100 B - FdH72 0
DA EFFRFEBIR N OIRFE & THIE LICFRRBLR L2 G0 A FEFRRBBURDL. I ONCIREE & T E
LIcEHERAEFEFRSRO 100 B - £bH1- 0 OFEFLHEBIR KL RHER CHIE LCFERRBHRELT
DEELAFEFGORBIURN) T, EMFO CZP 7T —2OHEMH Lz, ZivbDO—HORIK
B2 M ClX. FEEREAM T I IEE M escape F G5~ T D CZP G-I L= 4t
T2 R LT,

1.1.3.34 Pool S4

5N AHFRBR OHERFEART (Week 16~48) ([ZINEE L7227 — % 2 E79 5728, Pool S4 (2
IZ. CIMPASI-1 3Bk, CIMPASI-2 35k ) (O CIMPACT 3Bk O#ERF IR I 18P 5525 1) 7~
WeERE 2 E T,

C87040 Bk} Y C87044 #hk 1L, HERFHARINN 22U =8, Pool S4 7B R4 L7,

Pool S4 (2553 < — D2 EMEMT TIE. Week 16 (2 CZP 400mg Q2W O escape $5-(2#1T L 7=
WA 2 G Week 16 ORFAUTHEID (T BTV D &I SO TS 2 058 LTz,
CIMPACT &k T CZP 400mg QAW # H-HIZINE SN2 T — 21X, 1 4 AH 72 ORFER G- &)
CZP 200mg Q2W & ZE L 7=, CZP 200mg Q2W D7 —# L&A L CHV K~ 7=, 723, Pool S4
DFFERTHE RV LR A B DT E R O —E & BrE . AZEZIEE T, [ISS] TRl

1.1.4 g A kR i
FEPETRERE 255 & LSO L MR OME 2 % 1.5 1R L, DEREZRE, BN
Bk LS 1N AR T MR O B IR —Th o7,
TR B x5 & LT R CoFEFR, BRRET —% . A 2P U KO EK
(PS0017 FRER K OVESNEE N FHRRBR D Zr) OFHH OFE A . A CGEH L7z, KBRS
T 2 MR M OV DR FATOW T OFERMIE, M2.7.6 THICFEH L 7=,
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SRR IC OV TIBFA RSN T — 2 2 MBUICR MR LT, DFARENT —F _—2 |
F5ET L7EE AR 2 RABRO 7 —Z DI, FEHEP 25 I AR 3 745k (CIMPASI-1 745,
CIMPASI-2 3B &% O CIMPACT #5228 % 20117 P & COEBRKROT— 2 2580
7=

Fio, WHE AR T, 20l 1A B 2L ety —2 1y NAT7H ELTRE
L. BFaRes— 40y 470 QOERA R »oRENT—4 7y M4 7 A ETOM
WICHRAELIRT, BEERAEFGAOTEHTREFEFZICOVTHAMEIC T —F 2fn L

(BEL :215H, HERAHERER 216H) .

#®1-5 FFERREE 2R E ULE KLU N HERROR MEFh OBE

ERE B
PS0017 87040 C87044 CIMPASI-1, CIMPACT
CIMPASI-2
N A X X X X X
LB X X X — —
Bl X s X — — X X
BIAT X X X X X
A X X X X X
HiRRA P X X X X X
R X X X X X
AL E R A X X X X X
REE X X X X X
mEYEE,. BObUE X X X X X

ANA=antinuclear antibody; anti-dsDNA=anti-double stranded deoxyribonucleic acid, CZP=certolizumab pegol,
IgG=immunoglobulin G; IgM=immunoglobulin M; IGRA=interferon-gamma release assay; PPD=purified protein derivative
a In the Phase 2 studies, a PPD test was performed. In the Phase 3 studies, an IGRA test was performed.

b Pregnancy tests were either serum or urine.

¢ In all of the studies, anti-CZP antibodies were assessed. In the Phase 2 studies, ANA, anti-dsDNA antibody, anti-cardiolipin
1gG, and anti-cardiolipin IgM antibodies were also assessed. Neutralizing antibodies were assessed in the Phase 2 studies as
well as in CIMPASI-1 and CIMPASI-2.

1.1.4.1 5FEFER
TR 5 OB EREZO T — X DAEER LT, BEERT — XL, BIELORENE
ﬁ:ﬁc: J: D J’IX% L/f:o

FEES LT, BEELEZRE SNBSS XTHERABREBRET AT, HoddFEL Ly
EREOTEILETHY, LT LHZOIBRREDRERBENRSH L IR O, LEER-T, AF
FHT, EES BEERIE) OEH EREEIICEET S, Ho AL E L RWEREhEE (B
REERREIT R A ST | ERSOTREAE G A, YHEES (BRI & oELA b,

TREREE NIRRT SR & LW D UREe R RO SUTER X, B4ERE OB U — AT A
AR 2> 55 Z DM AN & < AL U735 A0 T BEE DN BEAICA ZICHE R LI BAICAESF
Gl LTCHE L,

1.1.4.11 EELEEFEROESE

WA A EFFROBIHDEBSNTGE, AFFROEBRELZRE L, ERELAEFRIT
LIFORAED 1 DLLEISRET 5 b0 EER LI,
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o BT

Ema BT b0 (EMEENTHLOIE., LVEETH TR LIICE S TS LV
WIS EE E7220)

BREE 72 UK e IR BRRER 222k D b
FREN ARG Z KT L0 (RRIZEELZbDEETe)

R IR 2RISR 00 b LitZe ), UTEEOERICHEHM I N TV DR RICE
B2 E ) WRHIUE L ISR AR KT L 22 5000 LIV & EZLICHIN S b BE
REZN RS (BB RN ERIIEEN Hy’s Law, ESRE L IZHE TOETEELY
457 LV —MRE S, ABRICE LW IERE, TR L < IR mELA
DREBEZGTLN, ZROICRL AR

ABESUI AP OIE RN EE L 72D D

BRI ABE LT BF IR, 7o 2 RBFICIBFELCTH, [TABRZET 5| OIS T 5,
ABRIZE oo fgskziz b, TABEZ BT 5] OEMEICE YT 5, ABRIZE L 20 REsHN
KZZIXZ OFEITITFEY L2V, EROERICIHIN TV AMoIERE (F], Emid
DT HEFRR, EEREFNES) OV GHET 2 XERNH D, AEFROIAE L IFHE
D7WERE (], F 72 ATFEMITIR 708 CHEAL TR L TWO R W ETEDIRIED 7= DI F
AT EHE STV T U T D70 D AR, MG DSR2 S22, filx
X, HRE DN HRELFRREICTER SN TR Y, 20k, ZOREICK L THANS T2 5
B SNTZGEICIE, BEEEREZFM T REFEEFEN RN L0 b, TOFNUIABLZ
HERAEFL L UGBS 5 O TRV, JEfEDIRREN B 22 SUT I 72 C
BALUIHBLL TV DAL, ZHTAEFROLMEZWZ L, LB LT, SEER
DEEMEEZRETOILERDHD LWVH Z LIZHEET D,

1.1.4.1.2 FETAREEEER

FEHITREAFEFLR LT, BRINOEIRS ) 27 EFHEEICEEH I TWA, X TEER) .
[FHIL 720 ) KON HEBRIE & ORI EER NSO D | OBRZHEILME TG - S 720y, s o
BAREAET LI TOMOFBHEICELTIHOPHAEFESHL L, UTOEHTNEFEFES
X, L1411 EICREE SN EREEZWI- S RWEA DL, BEERAESFS LR OREME LU L
SWTHRE LT,

o [T LRI A& T o B 7o iYL

o U L NE A G T e B

o I o IMPELAE

HEELLDME RFS

o MiBELRE

o FAERERMERM., PLIMERIAME, MRS EE, A ERIEE K O HL BRI E
o HE/RHIMFS

o =T AR OIL—T AERIE R
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o HENLIENE (AT 4—T A« Va vV JEERE, Ptk R RS ARE, SR
)
1.1.4.1.3 ZTOMDEEER
BREWMEORBITZZY L2V, R ER, WIS/ 777 4 7% 2 — G & QRO
b WOz DIZINE LTz, ®IZ, MACE bEEZRLMERFRE LTIUEL, B2 58 LT
PRI 0T,

1.1.4.1.4 AESROEEE R UERBEFROF

FTRCORBR T, BRETEMPME Y OFEFRGOFEIEE 2 L, AEFFROEELR] (5
JE, AR ) ORFURMAZER L, KRB OBBRIITHRE & Tl Lz, T R OEE T
X, IBBRE(LEMIC & EIEEVHE SN T HERERT, SEOAEEFLLE L TRV HF-
77

HIC, FRTORBT, AEFE L IARE L ORERIRT, WREHTEIC X 5 K R
CHESWTIE L7z, IABRIEEIERT AR BB % 7R L7 7 A S TRE, (PRI IR & 0
i Y & LI o7,

1.1.4.1.5 AEERWNEDRTVa—)L

FTANTORMBRT, AFEFRITE CHEUTERFEEMOBIZT L BREERHTIE LT, 4%
KBETIE, AEFSEZRHT 72012 T @il ONRFELARE) & 727 ORI MRE 2 U F Lz
D) FHO—RIRRI T BT T2,

IRBRETEAIL, SBRSMF OFT X TOHRICHEERE DIRR L 12T R TCOAFFRELHRE L,
ZOHEEZNHET 20LENT D ETEH¢ 5 Lo RS h, B2, BBREEEMIT, Rk
Fh 2RI L THD 10 8, T RTOFEFFRICOVWTENT S Lo fREsni,

VR 5R SN PR R K OV BRBR O[] C, 1R TEMOL MG 2 (L35 70, 4Bk
DIRBRIFZ N5 E M OYEGIRE ZICIHEE R T 2 B, HAEE M O BEMRIC DU CHEEYEREE
iy % fed L7,

LRMT — 2 W FIWET D720, IBRELZ KRG L T RWGEETEH, BARRZRRERTFIED
F2hits S AU TWAUE, TRBRIEFEFHBIE I RIE S VT2 TRBRER R G- BR AR M ONREBR S G- Hh 1R 1% O i fH 2
R (REE~DELR) CRE LT X TOREFRLEAIHREFIT#H L, 2
(21, PIRBREERTICER D SR> T2 T X TOFEFR K OYIRBRERICHIEUTE L L9~ T
DHEFRENG ENT,

AEFRIT, WK BBIEOLE, MBREEEAMBRRIICEZE T3 < 2o 7o &l LR
ROUIHERE DV BBIRRE & R DR R E TIBIFRE S5 Z & & L, #ERE SRR T LR R TF
FERPREEDOHE bRk E L, BIRHAZ1TTDRWEE ., IRBRELEMITT D24 2G5
TLHMERD oIz, MRt OWESNE IARRER Tid, 1RG22 ik LT biBEBiEHA % 10 H[H
e o2 & & LT,
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1.1.4.1.6 BEEZROA—FT1 Y

SRR T 2515 & LTe Ao EFLHELZ A L, B9 5729, MedDRA /N—
3181 EMH L CIRCOHELra—T 17 Lz GET LERBRIZOW TR, SEIZNTT
Ha—F 4> 7Lk , 87 LB CHRE SNEAEERY, Tur/ 0k vFa—T 007
TERWGE, BN a—T 4 7 SNICHGELZ M Le (527 L7288 1 AR Tl MedDRA 3
—TVa 9.0 MEMSH) o PsA00L AERO A EFSIL, MedDRA N— 5 141 2L T=
—F 47 LT,

1.1.4.2 BRRBRET—4

SRR E 258 & L EPONERRER T, 4 ORBREMFHEEICHE S -
BORBEREIZ I O MR IR A, IR A LA S OSSR AE F O Mg AR AR S OSRAR AR 2 E BRI BR
B, {RBRREm S EICiH Lo, SalBhcid, Pomaihis CHikz o8 Lz,

FH PRI 2R & LT EPAMRIRERER CINEE L7 R A T B O EEAI 23R 1-6 [TR LTz,

K1-6 FEMEREELRRLE LS 1 AARUE 1 FERE CIE L RIRREHRE

[E PR R
PS0017 C87040 C87044 CIMPASI-1, CIMPACT
CIMPASI-2
iR E
IFHEIEER, AFmRER. U 2 /NER,
BBk, 4k, ~~F2 U
b, ~NEZmES MR X X X X X
ARMERE. AifEkE
MCH, MCHC., MCV X — — X X
MRAA PR A
ALT, AST, v b, BV
A, REYLEY, TR D X X X X X
A, GGT
7i/1/77Ud<7<775~-IZ\ 7V X % X - -
7TV, JVvT7rF=r, CRP
BUN, Z7r—/)L #=alL AT
—)L, Ja—A, LDH, =7 X — — X X

ESVATAN
B-D-Z T T IALRESET
JAKL-6, BERIFRAZ Y —="
7. CHRIFFRA )V —=2 7, Xb Xe e X¢ X¢
HIV 22 U —=22" HTLV-1
RIGUAR, MiEIEIRRA
MEA. JRFE — X X — —
JLTFrxF—F — — —
JRIGA
TNAT I, ME, fda. ZL Xd xd Xd X X
a—A, pH, FRIMEK, HimEk
YRR IR T ¢ > 7 X — _ — —
AT AT

X
X
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AL T=alanine aminotransferase; AST=aspartate aminotransferase; BUN=blood urea nitrogen; CRP=C-reactive protein;
GGT=gamma glutamyltransferase; HIVV=human immunodeficiency virus; HTLV=human T-lymphotropic virus;
LDH=lactate dehydrogenase; MCH=mean corpuscular hemoglobin; MCHC=mean corpuscular hemoglobin concentration;
MCV=mean corpuscular volume

a Including atypical lymphocytes

b Serum pregnancy testing at Screening only

¢ Excluded B-D-glucan, sialylated carbohydrate antigen KL-6, and human T-lymphotropic virus-1 antibody (These items
were measured in PS0017 only.)

d If an abnormality was detected with the urine dipstick test, a microscopy urinary analysis was performed.

1.1.4.3 DERT—42
PS0017 #ABA Tl HEUE 12 38 LEX Z ek L=, VS 1N FERBR Tk, DEXRT — % 2 IUE
Lo i-,

1.1.4.4 N BILYA Y

TREBRER O HANCIE 2 BIE Uiz, MERED 5 23812 6 MERE X, g OB IENT
& U7e, WGHER T K OESR I L 2 mmHg HAL TRigk L7z,

TEBR AT ERNC LV BRI CEE L W SN REFTR AR ERFS L L Titdk L=, "M &L
P A > ORIEM % E EFRE EIC R LT,

REIEZ, ¥r 775 (kg) HALCTRoEk L7, MEOREMEIL, EEFIHREEICFLEK LT,

1.1.45 ADA

MAEH ADA JIE OEREREMIATIE L, TEROBIEEN D, FTOMREI T A BT A THEILL 72
HHOREEICEE iz,

PESE DB 1 FHFER  (C87040 7R, C87044 #llR) M ONMEAME 1l FHEER (CIMPASI-
1 3Bk, CIMPASI-2 i&Bk, CIMPACT B, PsA001 #kER) THW S, FHOMIEEIZENS
N AEERER  (PS0017 38BR) THW STz,

1.1.45.1 BHERER (REED ADA BIEE)

C87040 #BR, C87044 RABR. CIMPASI-1 35k, CIMPASI-2 35k & O CIMPACT #B& TlZ. ELISA
EAWCAZ U —=7 %% L., ADA ZJIE L7z (PsA001 7k & Rk D HFikE W)

IR ZHR B U 7= ok Bef iz, ELISA Z W= R 7 ) —=0 77 v A 12X ) ADA OFEEIRIL A
Rl L7z, &KBET, LTOERLZ A LT,

e 2.A4units/mL LL F %45 % ADA FEE L EFR LT-

o 24units/mL B DA% ADA L EFE LT

F7o. AARBRIE GESMVE I ARERER © CIMPASI-1 38R, CIMPASI-2 ik K (8 CIMPACT iR D
NI R OB RIHHERFIII . S ONC PsA00L #BR O B EREIM L O " HEEREIM+HEER
HART, 45 1 AHRRER © C87040 BRI HEHAM], C87040 :RERDIBHIFHA MR, I ONC C87040 5kBA M
O C87044 FBRDIBIRMIR]) T XTO ADAZHEL, BRI LT, T XCTORBREIMICLLFOE
FawA L,
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o UNEBRHIM D CZP 5 F DWW ILOMIEE B 2.4units/mL B TRV A % ADA [Pt L
EF LT

o CMFEBRHIRI O CZP B h OWE AN 2.4units/mL OB % ADA B L i LT-

R—=2 7 A > 10 BB OBHFRERIN LK & &EE O 71 AU ERICE S EMIZ. b
@D ADA OFREELRIMD ERN HERA LTz,

ADA DOFETLRPLIZ, Pool S3 THREER M OB G- HERNZ B L7, C87040 7k & N C87044 7k C
IZ. CIMPASI #BR<° CIMPACT #5& & X572 D55 C ADA DIRFEZFHIE L7=7-0, ZHbDE
FHFRBRIIMESL 1N AEERER & XN Uiz, MR, M2.7.2 T OY 2.1.10 THICRE#H L 7=,

1.1.45.2 ERGRRER (FrED ADA BITEX)
PS0017 3AB& Cix. MmiEH ADA ZHIET B 7= DI ST ' a—F 28 H LT,

COZEMWT T u—F Tk, AT V== T T oA DH v FARA VML EORKIRIC, fEERT
YA BiToT2, HERT v A DH v FiRA v FELFORA (ADA FHERIA) X, FioZ A 22—
T oA BlTolz, AV V—=0 T T A DH Yy FARA V MR SUIHER T v A DA~ hiRA
v NEOKIE (ADA FEMERIR) X, T Ll BT Lisd o7z,

TRBRSESY 5B 3B L7 i (CZP) Uk (TE-ADA) (2 2OW T OHERE O3B IFLL T D
LBy,

e TE-ADA &Mt : (1) WThOESORIKE ADA Bt TldanWikiaeg, (2) X—2T7 A1
T ADA (it T B, E D% ORMIKILTT T ADA [t XX ADA BETEH ¥ A X —D_—
AT A AMED S DOIEIERD 1.67 L 0 IRV HRERE

o TE-ADA [GtE : (1) X—RA T A TADAEMT, ZDRKRIZ 1 DLLEDRKL ADA Btk
WA, (2) N—ATA L TADAGIET, TORIZ L OLLEORKREN ADAGIETH Y |
B A B—=DR— T A MED S DOEENERDS 1.67 LA O gERE

F7o, ABRIR CEASIM L OEAMRIHHERIM) 79X To TE-ADA OFEBURILZ HEZE L .
S R

B, O TIEORMENR R D720, ELISA ZHW-A 7 ) —= 07 v A L ZEMT 71
—F L OT ADA OFBLRIZ L4 25 Z L IXTE 720,

1.1.4.6 BARR

TRBREARIERNIE, PR S S AR 2 50 L 7o, SRRREORGIT, &F DML 31
A OB MR, s MR OBREZ. BN, MM, TEERGS. THALAE. ARERGR. ATIE. AR ORSROR
BBCholz, RBRTICBIT DAY Y —=2 JWn D OEERIICERO H 528 x FEFL L LT
Bk U7o, BT, FEREOBUGRK OYEIR & TRBR IR Il S 5E - TREH L 7=,

1.1.4.7 RO mEVERE

PS0017 4Bk & OVESNE 1 AHEER TlE. T X TOWERE T, HERNIRE TOREE O85 &K OVER
DORER. TEL X AR, BRRE, WONERZEIC X A0t 21T -7, A7 UV —=7
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Re, TN TOWBRE 1T, A 2 —7 = v oy lEiRE (IGRA) | M X #ifeds (X7 ) —=27
AT 3 ARNZENME L CWRWIEE) | WONSHRE O QSR OMRAE 2521 72, BT, KHR
FATAERE DR R OV RZ LTI RE U7 ATREMEIC S W CREBFE M EEICEOA L=, MO X R Eife o #iky
3. B A B O BIHREE AR P EE AT, JEEIE IR O RO A E A TR LT,

BN FIRBROPERE 121X, A7 U —= U TR L7 ) U RET A R INEE ST,

PS0017 #&BR K OMEANES W FHRRBR D A 7 V) — =0 7 Cld, IR 2 BT DR 13, 15D
WIEIE G- 4 I LL ERTICRES IR 2 Bta L, 1BREE T 752 b Lic, A7 V—=27H1)
I 4 AR, EOFSIRIEZ 52 T CE R LRI A2 BT 2 8BRE 101, A7V —=7%
1EIEMT D Z ERRBO LN, ZOHE, T XTORAZ )V —=U JiMicBEFEmTLHZ &L
77

PRGSO HE (IGRA) TH D, AilElOMER R EME (IGRA) THHZ L&
EF] DRSO LN A ., BRE L2 2B U TEBMRAZ O WT IOV RH 5 &5 X
DT, BHIRDNERD DAL, iz RIEMREEEZ I 72 ISR O W 0 R S A IR
BRSO G 2B ORI L, @ fE (RaRRE, BYYESEME) 22 L CERIRE%
ZTHTEE Lis, WUZREMEIZEY ., HERE DERFEZIC L IEEPERERZIC B L T e
ERINLDGEbH o7 (Bt . ER 2550 [iEHRa (IGRABGMEDLE) |« Ml X #fd
] BITHMERH ST,

RT3 38D LN TR X, PRIRIBR A BLG L2 WiGa, RBRa ik 2 081 H
STz, BT, IEBRETEMTIRBRIKIES O BN ¢, #ERE OPURSREIRESF AR il
A BBREOB G2k L, Bz ik L,

1.1.4.7.1 fIER X #RIC & DFERIRE

A7) —= 2 BT O —E B NI B AT X SR 2 Fhi L TRV, A7 U —
= J AR CARA 2 F i L7 TR S 2o T, IBBRERO W GRS, Mg X #gic
GEESUIBUED) FEREGOBENGBD SRR & & Uiz, MEs X fad CUXFEM L T
DA, M= v B a— X WEHERE) Tk, B &R OB REE MRRZRE RIS X 5 HIE T,
FEALRYLENE T D BN D > T2, BRI UIMIES X SR ©. B ORI B2 FT R
DROONTHGE, AFFGLE LTl T 20 ERH -T2,

1.1.4.7.2 AR —D Oy HEHBRE

PS0017 5Bk K OSSN 11 AHERBR Cld, 3 X COWERE TAZ U —=2 7T IGRA % 3 L
FIZ PS0017 7k Tl Week 24 Je OV 52 12, HEF#RBR CIERTIEIHGHES X SRA et © o - 72 4R 1
1A (48T L1T) | IGRA ZEME L7-, IGRA OfEFIT. k. Fatk ITHIERGE L LTtk
L7,

1.1.4.7.3 EEME

PS0017 5Bk K& OSSN 111 FRERBR Cid, BRI TREEE O e OYER OFHE ] 2 H L, fitgo
TR E WL L T AT DR E R X LT, A7 U —= VIR TEBMRE R T Romissa
WhZ T T-F LR 2 R 7= 2 ERHV F302 ) EWHERIC NEvy) R L-gkrE
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L BRSBTS 5 2 E N TE R o7, A7 U —=2 T, BREOZOMOWTIL0ER
2 vy EEE LIEGE. BMOFHERLETH -7z, BRI LB 13, THire
W2 T 1R, BB OB G Zfkve L7 GRBRIEHEFT 0 E THIE L7 TRHRRI ATeER 55
TEBPERRZ DG Lo, slBRa Pk Lz,

1.1.4.8 IR E
(WTHRRTREZ2 £etE D) HHEREIL, A2 ) —=  FROMEREIC L W To7-, £1-. IMiER
BRORBAEZ ., & 1 AERER O 658 I 5 H 2 HRE S 7= F O o KRR 3206 L7z,

1.1.4.9 EWEhRe R O & FrIEHHE B

SR ENRE K OV 2T IE B O K K ORI, [EIPNFREBR Tl PS0017 7kBR OBy £, e
A iRBR TIE Pool S3 DF — & A L7z, FRMENRE K QM0 220N IE B OFHMiIL, M2.7.2 THIZEE
w7,

1.1.5 ERERRIR 2D FEAT
PS0017 55k D FEAT K OMEANGER DG T — & DFENTIZ OV T, LU TFOIEIZFE#H L7,

1.1.5.1 HEREDAR
PS0017 FBRICHOUWNT, #ERE OWNR Z G RERNC TR L. LU OBRE B OVEIS 2R 7=,

o AN A BRAA L 7o iR

o EAMIMATE T L7oHBRE (Week 16 SRPi 2 S0 L 72 iR & E 7%

o SEAMIM A H Ik U7 i K O e Ik PR

o WAMIMIATE T LIo0SHERHII 2 BRAR L 7227 o 7o R

o MEFFHIM) 2 BAAR L 7o Bt

o MERFHIM A 1k U 72 B e OV F 7 ik PR
Pool S1 {ZDWT, #BRE OWNIRZ B ERERICER L, LUT OFBRE BN OFIG 2R T,
o MM A BRAA LT bR

o WMAMIMZTET LI-WkBRE (Week 16 Hfez i L 7= 4 & 228

o HAMIM A 1L U7 gk L O =72 R BR

Pool S3 DHERHE DNFRDELKI T, LT AR LT,

o CZP 5 %% ) T-#it

o HRBROEERT —2 5 v b A7 BIZHRBR % fkgih O wir

o FHRMOBAKT —F 1y 47 HICBRIZHBRZ 52 T L TV D HRE

o ZBRCHRT — % 1y A7 HE TIZRERZ L L7 gBRE KOV 7 I BEH
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1.1.5.2 WEREEERUAR—XS 4 U5
PUF O#EREE F M ON—R T A VRO B 2355 L, PS0017 55k & ONESRER @ Pools S1
KONS3 DFERET LR LT,

o i (%)

o MR (B, Zoih)

o AFE (fE5hatiER)

o RJE (SR

o XR—=2T7 4 VHE (cm)

o N—2F 4 KE (kg)

e BMI (kg/m?)

o FEFHIM (4F) —SHMERCREORIAICHES % RRHIR OBl T, oovEi)
o JEHRIE U LFIRIEDORER (HY /72 1L)

o WHUEIE, AR BFLIH—F (MTX) KO 27 2RY D H G 2 FEELL FOSEEEDR
B (oEmiigl o ARz L) (B0 72 L)  (EShaER)

o JEAEMTERIBRGNC X D g IEORERY (RBe L, 1REE, 2 fH, 3fHLI L)
o JEEDEYFHIRE OfE

o WED TNFEEEOMEM (HV 72L)

o WZREITKT D RHFIEORER (HY /721)

o PHEVEMEEEORTHRE (HY /7aL)  (PS0017 FERD PsAS D 71)

o BIEMEMEEMOGDE (Y /72L)

o WMEDHA U —uAFr (L) -17 WHOMEH GEs )

o MEDHTIL-12,/1L-23 BAN DA (HiEshiti)

o JNizfEDAEE (HY 72L) (PS0017 ABRD 7x)

PS0017 2%5& & O Pool S1 (22U T, MedDRA @ SOC M UEA:E (PT) BINZEEERE K OV BHED
Pz s LT,

1.1.5.3 BREIRR

PS0017 7k & OMEARERER D Pool S1 122U T, AR OB R 2 B SRR Z/ L7, Pool
S3 OIEFEHIRIX, PFA L7124 CZP BEL N CZP B 5 HERIZ /R L=, CZP 200mg Q2W K& T*
CZP 400mg Q2W D[] J5 D 5% 52 1T T= R 1O Tk, CZP 200mg Q2W D A% F¢ - X 7= 4]
fili% CZP 200mg Q2W (2, CZP 400mg Q2W DA% £ 5. S #u7- #if#] 1L CZP 400mg Q2W (Z4E5+ L
77
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PS0017 &kl &k QSN RERDF &7 — Z 1D\ T, BRI (H) OfbHEHEEZ N L, &%
HRORHHRE OREROGE Ch HEENH (BF - F) b, ZAL0EMNO—HE LTRIC
R LTz, BERPLO X5 T & ITHRBRE B OB OFIG %2 B 5 HERINCEK L7z, Pool S3 (2B
L Cl&, 4 CZP #EM N CZP F G-I, MR DXy T L ITR LTe,

Pool S1 }2 O Pool S3 (2 DWW Tk, 4FliX sy (40 iARlit. 40~64 LA . 65 kLl ) M ORIz
K BEERIZOW T HIREE L TN LT,

1.1.5.4 BFEER

N2 T A Y IR LA EFFGT, R G BARICRIL LA E SR L Al L,
TBBER OB GBI (FIEHES- A S R &% G- 0 £ TOHR+70 BRE) ICHWBRENIEL L7-5E
AEFLOMEIIFLC A ETE L, FRC, BRT — 2 0 v b A7 ORESCHERE 25588 % fikis
LW B EE TR ORKES BO 70 BEBERT —4 7y b A7 HO®%THDLGA, AE
FLOWMIIGET —2 v A7 HETE Lz,

TR G R OB ORI 5- A O 70 AR X0 RICHEI LA EFRIL, 1BBREER 5
RICHIALTAEFR LB S DoT,

FTARTOERTUT, BB DERROBRT —2 By AT HRITHLAEFRROHLZED
71. o

PS0017 7k, W ONZ CIMPASI } U CIMPACT B Cik, AEFLOIRRIE & OREERIX

MES# 4 (Related) | MO8 TREEZ: L (Notrelated) | o 2 By CREAl L7-, C87040 M (X
C87044 IR TIL, AFFROIRTIE L ORREMRIL, TBHEZRL (None) J . k%5 B

L (Unlikely) | . TBES#EDH 5208 L7y (Possible) | . TBZF5H<B#SH Y (Probable) | M
O TESd& 0 (Highly probable) | @ 5 B CREi L7=, OF&T —& OERT, NHRRIEK L o
HY | LMY AEFEROEWNL, SRBROMHT CHEH L2 HEICE -7, RRBER TR S
v (Related, Highly probable) | . [BdEH 5028 Lit7evy (Possible) | &Y %6 < BEEH Y
(Probable) | OFEFEGE NEREL OEH Y | OFEFEFLLEER L, 1BRE L OREREEN
[Bi#E 72 L (Notrelated, None) | MUY k%25 <BE#EZ L (Unlikely) | & i S /-HEFR
I, TR L OB LOAERESRLE LCERN L, KREBBROHENRHOAGESSL, TR
WLDOMEEDHY | OFEFEFRE LTV HF-T,

BIEEDHIE SR T AFFLRIT., MEOAEFFRLE LTIV,

BRI DI G P IEICE > oA FEROERNTIL, AEFIHE E TR L TS 2 HrE D
MGk Th D ITEFHEED IREEFRITLVRBRPILICE 7202 ) 1S9 5 R
NIV THLAEFREZGDT,

LIF o382 AW T, AEFFL %2 ADA OFRBHNTER LT,
o FAZ ADA NIGHE T DRI EL LI A EFS:
o IPIC ADA DGR L= IR L - A EES
o ADA NFIZIEIEDOPIERE THRI L A EFFR

g L < A BN A A EFELIL, PS0017 3R TlIW TN O HRE TR 5% FOFES
& WNFEEBROET — & TIIWNT DO GRE TR SO FERER L ER LT, BIZE
F— BENTClE. R 1%L FOFEES LR LT,
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—IMOFEFEROELTIL, BEETHIEL 100 BE - EH- 0 OFEELRBRLEZFD
95%{E #H X [ J O 2 B CHHIE LT- SRR BR A2 KT,

HEFLRIT, MedDRA T2 —7 ¢ 7 Ik [SOC, @firgh (HLT) M OPT] 22\ T
B LT, AR E Lz, BEXROBEORBRM CHEEESHEZIFA L, BT 5720, 3t
W HHE—DOFEETH S MedDRA N— 9 2 181 2 LTI R TOFEFEL L a—F 47 L
7= GETLERRBRICOWTE, RBEIS L THa—T 47 L) . BT LERBRTHRESINH
FEREN TS TLATHI—T 4 7 TERWGS, Bl a—T 1 v 7 ST HEEEA Lz
(52T L7255 11 FH#BR Tl MedDRA /N—2 3 o 9.0 2 L72)

1.1.55 SRBRET—4
55 11 AEERER TN 586 S A7 — 1 O Mk A b2 e QNI RS O FR S TEH H 2 50
7o BERBEAZZT D0 DMEITARES Lz, LFTOMEHERE 2858 L1z,

o MIRAELFRAE : WV T A Zr—)b CRP*, ¥ XY UL AIVDULA FTRITA T
Jba—A BUN, 7 LT F=r* ALP* AST, ALT, GGT, #t U/t LDH, =L
AT =)L TNT IU* B-D-Z T % KL-6* kN LT F o —E**

* PS0017 AR TOAME  ** HEHMEE NI AHBUER TOZHE

o MIEFAIMA « IFHRIEER (Hoxish) . AFERER Gifascisk) . U o 7RBR (R . BAER (Wt
B . HFPER GERHER) . ~~ b2 U v b, ~NEZ B EY, MCH, MCHC, MCV, /MK
B, AR EREO OV E k2L
C87040 55k J2 TN C87044 ikl TILLL F OMAIA B 2 5l L2 -> 72728, MANE 1N AR DT
— X LG Lotz

o MIEALFMAE : BUN, 7 a—)L, =X Uh, Ja—RA 7 LT7F %) —+¥, LDH
EOMBa L AT ma—L

o MIKFAIHA - MCH, MCHC ATt MCV

U v~ F @M YE v2.0 (Woodworth et al, 2007) (53X | Grade 3 DL 248 S 7= B R M
TIED R 2 HERERREEORT EEx L, O ORBR CHELRAFEL ERTH-OIC
Vo< TFIHmE A EA SR L L, AEFSGILAAEREL Y BB EETHY [V R
LA (32 1-7208) ] . CZP OLIHIOMKRER TH V) v~F @t ELEH L2720 TH D,
PAE R RO EFR A £ 1-7 (IIRFIRMmAE) KO 1-8 (MikE(LFHmE) (R,

# 17 MRFORBEOFELREREEDOESR

BRATEA (S| Hr) e AN PR 7 e i

~NEZBEY (L) <HLHEE TIRDDON—R T A 9B DR>20 PAERn
SEHERHE <80

H MR (a%kx1000) <2.0 ol

U > 3B (x1000) <0.5% FE

S HER (x1000) <10 Bk

/M- (x1000) <50 Z4Ed

CTCAE=Common Terminology Criteria for Adverse Events; LLN=lower limit of normal;RCTC=Rheumatology Common
Toxicity Criteria

a For lymphocytes, the Grade 3 CTCAE cut point was used, as the RCTC Grade 3 cut point (<1.0) is higher than the LLN
(0.8) specified by the lab.
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£ 1-8 MREMFREOHELERFEOESR

AT E (S i) B TRl B sl
ALT FYET >3xULN
AST Bkl >3xULN
J1v 7 A (mmol/L) <1.75 >3.125
CPK BA=NACE >4xULN
7 )va—A (mmol/L) <2.22 >13.89
71 Y U 2 (mmol/L) <3.0 >6.4
F h Y 72 (mmol/L) <125 AR
weyrey AN >2xULN

ALT=alanine aminotransferase; AST=aspartate aminotransferase; CPK=creatine phosphokinase; ULN=upper limit of normal

Hy’s law FSMEDERITILL T D LB,
o VUL UNEEER FIRD 2504 F, 7> AST X% ALT 23 IEEYEE FRR 3 %01 |

1EIOFRFETE UL EHEINE . ALT XU AST B 5 277 L2 3A&12, Hy's law JEHEIZ3%
YLz, BlZIE, HDHRBETE YV LU REEE BRO 2 5 EE2 R L, IROKEETALT (U
AST) SHEHEE EFRD 3 5L L2 7R L2 13, Hy’s law FEHEIZERY Le o T,

Hy’s law FEHEIZR%24 3 D AEH S OV OO FTFHERERRAE_ B OREF ORFEIZIZ, N—A T A &
DFHM O A2 E L, 1B G-AT, MBI o ONRBCE o B & 5-F 0 70 Hi%
£ 0 B OFHmITERS LT,

R—=2F 4 %, {EBRIEOYEE S B K OENLIRTOEEORIEME & 5% LTz, C87040 # kK&
O C87044 R DT S ITS NN LTkl Tlk, N—Z T A 1%, C87040 iR CDOIRERIEDAEIF
HAMROZENUIOEIEORIEEE EFE LT, N—AT A AENKPT, A7V —=2 ZEIFIH
ARECTHTHA, A7 V==V T lER—AT A4 L LTHIA L,

N—R T A 1% OB O RAE~DOHERE OERIIE, FrE DR E TOHERE TIZR <, A
IR (PS0017 3k &% UY Pool S1) & CZP # 5-31f#] (PS0017 &k K& Uf Pool S3) DF T DHLENR
B, HEI KB OFHIE TO, BH5RE O KHANE TR W ERED o/ MER O RKIETOHER & L
7=

PS0017 7% &% OF Pool S1 T, HAMIMICIUE U7 BRRMR AT — & O A% KBehl & O 5-HE71
WCER LT,

PS0017 FABRIZ OV Tl CZP HGH O X T ORI AICINEE L7=T — & & CZP &5 RERIC
#1 L7z, Pool S3 1225\ T, CIMPASI ik K U8 CIMPACT ikl (CZP BEDA) 03B A M+
HAM+IE SRR, 1 ONT C87040 3BR K () C87044 FRER DIGHEMM D CZP ¢ 5-H1 D9~ T DFEA
REARUCIEE LT RRIR R T — 2 &, CZP & G-RHERINCESK L7, CZP 200mg Q2W 7> CZP 400mg
Q2W O escape ¢ 5-~FAT LI #BRHE Clx, Wi GREChO U v S H 72, PBO #45-
IS B2 BRRIR AT — 2 1B LT,

1.15.6 NABZIILYA Y

PS0017 7% & O Pool S1 (22T UGHEIA I K OMEFE I D Week 16 £ THOR—RZ T A
NS DR L &2 e 5N R LT,

Pool S1 TlE, AEIZHOWTHRERICER L7,
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PS0017 58 M TF Pool S1 {22\ T, FEEFHFICES RE, EFEXOEEOSFEIZL D, UL
A I E M OYESRIA ML E D=2 T A N2 T A DR FAEE TORR AR L, ~N—A
TAINBR—RAT A L EORMEE COWREZRFTTTLEICL, RO 21T 57, Week 16
FETD, X=RAF A LR KNE/ FMEE TOHRB AT LTz,

A G A  OFRE TR REEOREIEL, FRERRICESERIE L,

PS0017 75k X OF Pool S1 (22T, YAEHA T K OEIRH T D — R T o1 L7 5T DA
Flp IR E COMB A TR Ui-, I T % OESRIAIMED_— 2 T A BT X COIEE
B EEE COHERERTIT HBRICH ., RO 21T - 72,

1.1.6 T—2 DR

PS0017 SRERIC DWW THE, & L TCGEAHIM (Week 0~16) M OB AHIRI-HERAIR (Week 0~
52) OF—H AR LT [ CITHERRI (Week 16~52) OF —X &R Liz] , =5 MR <
Gl LaaBRic o Cid, £& LTE AR OB AN (Week 0~16, Pool S1) M TUNE A
HIMHHEFFIMSBEE I (Week 0 22 BIERIK T —# 51~ bA7 HE T, Pool S3 O 1M1 FHEERDF
BEM) OF —F &R Lz, BB, EATREFEELITHOWVTIE., I HE PBO st EERER DA
HAM (Pool S1) . W ONZH I AR K OV 11 #HRRBR DOGFET— 4 (Pool S3 D I/ #HFRERDFA 4R
M) WCESERmE L,

Pool $3 (Zi%, CZP & EHICINE SN T X TORENT —Z &1, BTG Shi- CZP A
B> T LT-, Pool S3 TlE. CZP % 1 MDOAEE S i-irdit, &5 Shi-HEToH
HHIRI AT — 2 ORI+ TH AN E I MO L, YA EOWBREEMICE DT,
7R¥5. AV T ARSI 1T A IEERIIMBATRI O A &1, SpERHEEICHESN TE
V. Week 48 @ PASI i, I QNS HERFHAM 1% Week 16 {2 CZP 400mg Q2W (Z #5713 escape L
TN INAEAFE Lz, IEEREIM T, WEREIL3 » H 2L ICHEFERAER A EEZ O 2%
Yo

Pool S3 & Z DDA T — & &L DEEDOEICH>WTIE, AEFESL, BEELNHEERS, LE., 15
BRI E - e A ERER N O EREICET AAC R Lz, —EHF% [120-Day
SU]l (o Lz,

1.2 2ARTORIEIRR
VR A otg & Uiz CZP OIRREIZE 7' 1 7T A CHEM UM 4 1.1.1 TEICTR
Lz,

PS0017 FRBRIC OV TiE, A (Week 0~16) | 3 AHIMHHERAIT (Week 0~352) M UM
FFHIM (Week 16~52) DWRET — X %R LTz, WAEEICOWTE, BT L2 EAIR (Week 0
~16) OF —Z FOEABMHER M-S EERE T OBKRT —2 1 v hA7 B THS 20051
AR EETEH/LNEZT—Z 5T LT,

1.2.1 ERNEER
1211 BAEAM (Week 0~16)
PS0017 35D SS K N CSS (281T 5, BAHIM OIGEREDOBRB R AT 19 1T LT,
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SS Tid, = MERLHEEE OEABIRE (Week 0~16) (28T HIRFEMIM O ML, CZP 400mg
Q2W HETIH 1095 H. CZP 200mg Q2W A TiZ 110.2 H X (X PBO #£T% 1008 H Th -~ 7=, 1R
WO FRMEIL, WTFHOFREEETY 1120 H Th o7z, 4 CZP BEOMIRFZE LML 31.0 ¥ - £ T
Hol=DIZxt L, PBOHETILT7.6 BF - F£THVY ., T DZEIT4 CZP #E & PBO HEDOHERE S DiE
kB bDTH o7z, CZP OFGRERITIL, CZP 400mg Q2W #f & CZP 200mg Q2W #f TRIFEE T
ot (ENZFh 162 K 1N148 BE - 4F) |

CSS T, HoMEMHL R E R D Week 0~16 OIRZEHAM OFEIX 106.5 H, HoRfEITX 112.0 H
ThoT-, IR 45 BF - £ Th o7, IBEMEEREES O Week 0~16 OUREFZHAR Dy
1% 1121 A, 9% 1120 A Th oo, RIRFEMEIL 21 £E - £ ThoT,
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K19 BREOBRBEHHEARER (EAHM : Week 0~16) —PS0017 3Bk (SS & U¥ CSS)
Variable Statistic SS CSsS
PSO (incl PsA) 2 EP® GPPP® All Cohort
PBO CZP 200mg CZP 400mg All CzP All EP All GPP N=22
N=26 Q2w Q2w N=101 CZP 200mg CZP 200mg
N=48 N=53 Q2W or Q2W or
CZP 400mg CZP 400mg
Q2w Q2w
N=15 N=7
Duration of exposure (days)
Mean (SD) 100.8 (30.4) 110.2 (8.6) 109.5 (12.8) 109.8 (11.0) 106.5 (21.7) 112.1 (0.4) 108.3 (17.9)
Median 112.0 112.0 112.0 112.0 112.0 112.0 112.0
Min, max 14,114 70, 116 28,114 28,116 28,113 112,113 28,113
Number of days dose was received
Mean (SD) 7.2(2.2) 7.8 (0.6) 7.8 (1.0) 7.8(0.8) 7.5 (L.6) 7.9 (0.4) 7.6 (1.3)
Median 8.0 8.0 8.0 8.0 8.0 8.0 8.0
Min, max 1,8 58 2,8 2,8 2,8 7,8 2,8
Subject exposure days at risk
Mean (SD) 107.3 (12.3) 1125 (3.1) 111.6 (4.4) 112.0 (3.9) 110.2 (7.3) 112.1 (0.4) 110.8 (6.0)
Median 112.0 1120 112.0 112.0 112.0 112.0 112.0
Min, max 70,114 109, 126 84, 126 84, 126 84,113 112,113 84,113
Total subject exposure years at risk 7.6 14.8 16.2 31.0 4.5 2.1 6.7

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; Max=maximum; Min=minimum; PBO=placebo;
PsA=psoriatic arthritis; PSO=psoriasis; Q2W=every 2 weeks; SD=standard deviation; SS=Safety Set
a Treated under double-blind conditions.
b Allocated to the cohort and treated under open-label conditions.
Data sources: PS0017 Final CSR Table 7.1.1FA, Table 7.4FA
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1.2.1.2 B A LR+ EAR] (Week 0~52)
PS0017 3%k SS K N CSS 1281F 5, 3 AMM+HERFAM OTRBR I OIRFRI 2 37 1-10 IR L
7:_.0

SS Tld, = H MRt EE OB ASH+HERFHIM (Week 0~52) 123317 % W& D -4 f
CZP 400mg Q2W RECT304.9 H, CZP 200mg Q2W #£ Tl 276.4 A le@o 7o WREZ ﬂ;ﬁf‘aﬁ@w&ﬁ
CZP 400mg Q2W ¥ C 364.0 H, CZP 200mg Q2W R£TI% 355.5 H TH 7o, FMIRFTHIRIL, 4 czp
BET 1265 BE - fEFTh o7z, CZP DR ERETIIFRRE TH -7,

CSS Tid. et R E S D Week 0~52 OBEEZHAM] O FEME X 314.7 B, "FIfElX 364.0 H
Tholz, MIBTMIRIL, 152 & - £ TH o712, IEEMETREBE O Week 0~52 ORI D
Yl 364.1 OB 1% 364.0 H Tho7-, HIRZENIMIL81BE - FEThoT-,
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F1-10 IBBRROBRENR L CRER EABIMHHERFHM - Week 0~52) - PS0017 38k (SS KT CSS)
Variable Statistic SS CSS
PSO (incl PsA) @ EP®P GPP? All Cohort
CZP 200mg Q2W ¢ | CZP 400mg Q2W All Czp AllEP All GPP N=22
N=72 N=64 N=122 CZP 200mg Q2W or CZP 200mg Q2W or
CZP 400mg Q2W CZP 400mg Q2W
N=15 N=7
Duration of exposure (days)
Mean (SD) 276.4 (108.5) 304.9 (101.9) 323.1 (77.4) 314.7 (106.8) 364.1 (0.4) 330.5 (90.4)
Median 355.5 364.0 364.0 364.0 364.0 364.0
Min, max 42, 368 28, 367 28, 368 28, 367 364, 365 28, 367
Number of days dose was received
Mean (SD) 19.6 (7.7) 21.5(7.3) 22.8 (5.5) 22.1 (7.6) 25.9 (0.4) 23.3 (6.5)
Median 24.5 26.0 26.0 26.0 26.0 26.0
Min, max 3,26 2,26 2,26 2,26 25,26 2,26
Subject exposure days at risk
Mean (SD) 322.4 (122.8) 359.2 (105.7) 378.7 (78.5) 370.7 (106.8) 420.1 (0.4) 386.5 (90.4)
Median 411.5 420.0 420.0 420.0 420.0 420.0
Min, max 53, 424 84, 423 84,424 84, 423 420, 421 84, 423
Total subject exposure years at risk 63.5 62.9 126.5 15.2 8.1 23.3

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; Max=maximum; Min=minimum; PBO=placebo;
PsA=psoriatic arthritis; PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4 weeks; SD=standard deviation; SS=Safety Set

Note: The count of subjects in the treatment groups may be different from the Initial Treatment Period because of possible uptitration. Subjects may have been counted in 2 treatment groups in this
table, but only once in the “All CZP” column.
a Includes all subjects (double-blind and open-label [escape] treatment).
b Allocated to the cohort and treated under open-label conditions.

¢ CZP 200mg Q2W + CZP 400mg Q4W
Data sources: PS0017 Final CSR Table 7.3.1FA, Table 7.6FA
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1.2.1.3 H#IEHAR (Week 16~52)
PS0017 75k BM SS 1A (2355 1) A HERFHIE OTRBREE DRI A 37 1-11 1TR LTz,

BM SS IA Ti, S IEHREEE OHEEFIR (Week 16~52) DOBRFEMIRIIL, 42 CZP #ECTIMHE
28 240.2 H, HoRfiE 7b> 2520 H CTdho7=, CZP OFGRERITIL, CZP 200mg Q2W/CZP 200mg Q2W
BT 16.2 FBFE - 4F, CZP 200mg Q2W/CZP 400mg QAW #£C 15.1 F3 « 45, CZP 400mg Q2W AET
401 BT - HETho T,

K 1-11 BEBEOBRBHFRL RER HERHIA : Week 16~52)
—PS0017 #Ek (BM SS 1A)
Variable Statistic PSO (incl PsA) @
PBO CZP 200mg CZP 200mg CZP 400mg All CZP
N=4 Q2w/ Q2w/ Q2w/ N=89
CZP 200mg CZP 400mg CZP 400mg
Q2w Q4w Q2w
N=20 N=20 N=49
Duration of exposure (days)
Mean (SD) 144.3 242.3 228.2 244.3 240.2
(83.7) (32.3) (59.1) (27.6) (37.9)
Median 135.5 252.0 252.0 252.0 252.0
Min, max 54, 252 112, 255 56, 255 112, 255 56, 255
Number of days dose was received
Mean (SD) 10.0 171 16.3 171 16.9
(5.9) (2.3) (4.2 (2.3) (2.8)
Median 9.0 18.0 18.0 18.0 18.0
Min, max 4,18 8,18 4,18 6,18 4,18
Subject exposure days at risk
Mean (SD) 172.3 (112.4) 295.5 275.8 299.2 293.1
(44.4) (79.3) (31.7) (49.2)
Median 163.5 308.0 308.0 308.0 308.0
Min, max 54, 308 112, 311 56, 311 168, 311 56, 311
Subject exposure 19 16.2 15.1 40.1 714
years at risk

BM=Blinded Maintenance, CZP=certolizumab pegol; Max=maximum; Min=minimum; PBO=placebo;
arthritis; PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4 weeks; SD=standard deviation; SS=Safety Set
Note: Only data for subjects with PSO, including PsA, are presented in this table.

Note: Only includes events from maintenance period.

a Treated under double-blind conditions.

Data source: PS0017 Final CSR Table 7.2.1.0FA

PsA=psoriatic

1.2.2 s ER
1.2.2.1 B AHAM (Pool S1)
Pool S1 DIREAIEIRFRILZ . HAMIE (Week 0~16) 2D\ CTHRERER

Pool S1 T, BREEHIRKIOFHIEIX, PBO#E (107.8 H) #% CZP 400mg Q2W At (110.7 H) K
CZP 200mg szﬁ (1100 H) XV o FnHE,r o7z, BEHEHOTREIZ, WINoORERET
$ 1120 H CThH o7z, HRIBEZEHMIL, £ CZPRET 2110 B3 - £ ThH-7-DIzx L. PBO BETIX
469 BE HETHY . Z OZETHRAE LI O Week 16 LLETORBRH I LD DO TH 72, HR
FHIMIL, CZP 400mg Q2W Bf (104.5 /B4 - 4F) 7% CZP 200mg Q2W #f (1065 f8F - ) kv b
TMNTED o T2H3, 24 CZP 400mg Q2W BEDHEERTHE $5H3 CZP 200mg Q2W AEIZ L~ T 8 il 72
WD Th o7, REEHIFD 3 » HLL EogiRFE OBIE1X, 4 CZP # (97.0%) 7 PBO #

(93.6%) LYo FMicE»oT,

IR 1-121TR LT,
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#F1-12 BREOBREHMKORER EANRM : Week 0~16) - Pool S1
Variable Statistic PBO CZP 200mg CZP 400mg AL CZP
N=157 QW QW N=692
N=350 N=342

Duration of exposure (days) n 157 350 342 692
Mean (SD) 107.8 (17.8) 110.0 (14.0) 110.7 (12.2) 1104 (13.2)
Median 112.0 112.0 112.0 112.0
Min, max 14, 140 14, 141 14,132 14,141

Duration of exposure (months)

>() n (%) 157 (100) 350 (100) 342 (100) 692 (100)

>3 n (%) 147 (93.6) 337(96.3) 334(97.7) 671 (97.0)

Number of doses received n 157 350 342 692
Mean (SD) 7.5(1.3) 7.7(1.0) 7.8 (0.9) 7.7(1.0)
Median 8.0 8.0 8.0 8.0
Min, max 1,8 1,8 1,8 1,8

Subject exposure days at risk n 157 350 342 692
Mean (SD) 109.1 (15.3) 111.2 (10.1) 111.6 (7.5) 111.4(8.9)
Median 112.0 112.0 112.0 112.0
Min, max 1, 140 15, 141 7,132 7,141

Subject exposure years at risk 46.9 106.5 104.5 211.0

CZP=certolizumab pegol, Max=maximum; Min=minimum;, PBO=placebo; Q2W=every 2 weeks;, SD=standard deviation

Data source: ISS Table 4.1

1222

B AR+ AR+ IEE AR (Pool S3)
Pool S3 D% I AHFRBROF AT I 1T RTINS RERNC S 1-13 IR LT,

20005 M B OBRIKRT—% 71y MATZRT, 5 LA CZP #ET 995 #ilA CZP e 5% %
. RRBRFEHAMIE 14128 B - AEThH o7, L AH CZP 400mg Q2W FE& OV 111 #H CZP 200mg
Q2W BETORBBHIMIL, FNFN 6715 KN 741.3 B - £ ThH o7, BERBIOBRBEHF O F
JEIE, I AR4: CZP BEC 563.0 H. #4511 #H CZP 400mg Q2W #EM OV 111 #8 CZP 200mg Q2W
BECENEN 3360 HLON3380 HThH -T2,

2005 M B OBIKRT—% 71y MATZRT, 8 LA CZP #HEO G5 905 41 (91.0%) 756
B LR, 779 61 (78.3%) 75 12 % H LA, 55145 (55.4%) 7518 » H LA L. 66 % (6.6%) 7524

» AL CZP OF 5% Tz, 8 HLAH CZP 400mg Q2W BETIE

BEF 54241 (76.4%) 736

A EIE

B ALAE, 27341 (38.5%) 2312 5 HLA L, 9541 (13.4%) 2318 » HLL L, 9% (13%) 7324 »
AL CZP O 55517 T iz, 55 1M1 #H CZP 200mg Q2W &£ Tl
AR, 33441 (45.8%) 2512 5 AL, 184 651 (25.2%) 7318 » HLLE, 23 65 (3.2%) 2324 »
ALLE CZP Of 5% Tz, BB, BEIMTHL Z LICHEERMNETHD,
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F1-13 BBREOBRFENR KR OREE GANIRHHERIMEEHRIIF)  —Pool S3
Variable Statistics Phase 3 CZP 200mg Phase 3 CZP 400mg Phase 3
QW QW AN CZP
N=729 N=709 N=995
Duration of exposure (days)
Mean (SD) 361.9 204.7) 335.0(171.4) 503.9 (187.8)
Median 338.0 336.0 563.0
Min, max 11, 901 11,856 14,915
Duration of exposure (months)
>() n (%) 729 (100) 709 (100) 995 (100)
>3 n (%) 674 (92.5) 663 (93.5) 963 (96.8)
>6 n (%) 558 (76.5) 542 (76.4) 905 (91.0)
>12 n (%) 334 (45.8) 273 (38.5) 779 (78.3)
>18 n (%) 184 (25.2) 95(13.4) 551 (554)
>24 n (%) 23(3.2) 9(1.3) 66 (6.6)
Duration of exposure (weeks) ?
>0to 16 n (%) 116 (15.9) 97 (13.7) 42 (4.2)
>16 10 32 n (%) 86 (11.8) 119 (16.8) 86 (8.6)
>32 10 48 n (%) 155(21.3) 173 (24.4) 60 (6.0)
>43 n (%) 372 (51.0) 320 (45.1) 807 (81.1)
>48 10 64 n (%) 111(15.2) 107 (15.1) 91 (9.1)
>64 10 80 2 n (%) 87(11.9) 140 (19.7) 207 (20.8)
>80 n (%) 174 (23.9) 73(10.3) 509 (51.2)
Number of doses received
Mean (SD) 25.4(14.5) 23.6 (12.2) 354 (134
Median 24.0 24.0 40.0
Min, max 1,64 1,60 1,65
Subject exposure days at risk
Mean (SD) 371.4 (205.3) 345.9 (166.5) 518.6 (179.3)
Median 343.0 336.0 564.0
Min, max 1,901 1, 869 7,915
Subject exposure years at risk 741.3 671.5 1412.8

CZP=certolizumab pegol; max=maximum;, Min=minimum;, Q2W=every 2 weeks, Q4W=every 4 weeks; SD=standard

deviation

Note: The clinical cut date was

Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both
treatment groups.

Note: Data collected during treatment with the CZP 400mg Q4W dose in CIMPACT has been summarized under the Phase 3
CZP 200mg Q2W treatment group as they are the same cumulative monthly dose.

a Duration of exposure (weeks) in the >64 weeks category in the original submission included subjects with durations of
exposure >64 to 80 weeks and >80 weeks.

Data source: 120-Day SU Table 4.3

1.2.3 BRRODELD

ENRER I, EAM M OREHF OFEIfEIL, CZP 400mg Q2W #f (1093 H) KW
CZP 200mg Q2W %% (110.0 H) THERETH Y, PBOEE (1007 H) THOTNTHEN-T=, BRFEY
MoOFREIZ, WTFNORGEETH 1120 HTH -7z, RIREMRIL. CZP 400mg Q2W A &
CZP200mg Q2W BECRIFRETH Y (FNFh 162 BN 14.7 B - 4£) . PBORETIL 7.6 B - 4
ThoT,

A MR R Cik, BB O FEMEIX,. CZP 400mg Q2W FET 3049 H. CZP 200mg
Q2W BT 2764 H TH -7, BREHIMO P ARAEIL, CZP 400mg Q2W #£T 364.0 H, CZP 200mg
Q2W BT 3555 HTh -7z, RIBTEHIRIE, & CZPEET 1265 B - £ TH Y, CZP OFKFEHE
TIERBECTH T,

Pool S1 Tk, MRFRMAMOFEHMEIZ, CZP 200mg Q2W # (110.0 H) X T¥ CZP 400mg Q2W #f
(110.7 #) X v PBO#E (107.8 H) ThHTMIIE -7z, RIRFEHMIZ, CZP OE{ZRGEELD
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PBO HETHIS , T DZEITHERE H U Week 16 LIRTOFERF ILIC L 2 D Th o7, MRIREHIH
IZ. CZP 400mg Q2W #¥ (104.5 ¥ « 4£) A CZP 200mg Q2W #¥ (1065 & « 4£) LW b Mnic
o Tohy, Zid CZP 400mg Q2W HEDHRERF %A CZP 200mg Q2W HEIZ E~T 8 filA 721 o)
Thol,

Pool S3 D& 1 FFRBROFAER TIx, &FF 779 11728 12 » ALLED CZP % 5% %) 7=,
CZP 400mg Q2W K T CZP 200mg Q2W % 12 » H UL kb S gidd#us, ch i 273 il L O°
334 il TH o7z,

CZP DF DHDEhEE « SR TCORENET — X DKL O SN2 7Ta 7 7 A 1, T
ARHFEREE « IR THDEHRIZ OV TEONTZLERMET — XIS & SRS BT S
CZP ~DMEFREIL. AZHE « W TCOLZEMEEZFHMT 2D+ Th D B2 BT,

1.3 HERE DNER
1.3.1 E R ER
1.3.1.1 BAHRM (Week 0~16)
PS0017 7R o> A OHERAT DWNER A3 1-14 1TR LTz,

RS Tld, = MERREEE OB FE 127 B EIEZRIZFIY 117 H4v (CZP 400mg Q2W # 53 il
CZP 200mg Q2W #4815, PBO B 26 f5) | BEAMIM 2B L7, BAMIM A LG L7z 127 o 5
B, 120 BIAEAMIRZ5E T Lc, BAMIR 258 T L7ogdRE oFIE 1%, W CZP HECREE TH
0V (CZP 400mg Q2W #¥ 96.2%, CZP 200mg Q2W #¥ 95.8%) . PBO #f (88.5%) XV b /iz@mn
ST, & CZPEETIL, 461 (4.0%) MHEAMMICRERZ P IE L7, & CZP BTt W IEELH
WIEERE [2 61 (2.0%) . CZP 400mg Q2W RET 15 (1.9%) . CZP 200mg Q2W T 1 44l

(21%) ] ThHotz, &2 CZP D 16 (1.0%) NEEFRICEL VBREZ 1R L [CZP 400mg Q2w
BET1f (1.9%) ] . CZP200mg Q2W HE CAHEFGIZ L 0 ikl A ik L 7B 13V e o 7‘:0
PBO BETIX, 4 CZP BEICHATHRERZ T IE L7 oBIE RN b Tcm< B H#l, 11.5%) |
HZWHIEHHIIAEFRZE TH -2 QH, 7.7%) .

CRS Tid. HRFIEALEERS 15 B &k ORIEIERMEEE 7 Bl CZP 23 G- S iz, A 4 B
b LT REREPEALBE A 15 oD 5 6, 14 5] (93.3%) MEAMIM AT T Lz, 161 (6.7%) 723
AHRCEEBRZ IR L, FIEBRIIAEFR ThH oo, HAMRM A BAG L 7o IRttt 7 e
Bl B 2 5e T LT,
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114 BBREOWNR CEAHIRM : Week 0~16) —PS0017 38k (RS & U} CRS)
RS CRS
PSO (incl PsA) 2 EP® GPP® All Cohort
PBO CZP 200mg CZP 400mg All Czp All Subjects All EP All GPP N=22
N=26 Q2w Q2w N=101 N=127 CZP 200mg CZP 200mg
N=48 N=53 Q2W or Q2W or
CZP 400mg CZP 400mg
Q2w Q2w
N=15 N=7
n (%)

Started Initial Period (Baseline to Week 16) 26 (100) 48 (100) 53 (100) 101 (100) 127 (100) 15 (100) 7 (100) 22 (100)
Received escape treatment at Week 16 19 (73.1) 6 (12.5) 2(3.8) 8(7.9) 27 (21.3) — — —
Completed Week 16 23 (88.5) 46 (95.8) 51 (96.2) 97 (96.0) 120 (94.5) 14 (93.3) 7 (100) 21 (95.5)
Discontinued prior to Week 16 3(115 2(4.2) 2(3.8) 4 (4.0) 7 (5.5) 1(6.7) 0 1(4.5
Primary reason for discontinuation prior to Week 16

Adverse event 2(1.7) 0 1(1.9 1(1.0) 3(2.4) 1(6.7) 0 1(4.5

Lack of efficacy 0 0 0 0 0 0 0 0

Protocol violation 0 1(2.1) 0 1(1.0) 1(0.8) 0 0 0

Lost to follow up 0 0 0 0 0 0 0 0

Consent withdrawn 1(3.8) 1(21) 1(1.9) 2 (2.0 3(2.4) 0 0 0

Other 0 0 0 0 0 0 0 0

CRS=Cohort Randomized Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis;
Q2W=every 2 weeks; Q4W=every 4 weeks; RS=Randomized Set

a Treated under double-blind conditions.

b Allocated to the cohort and treated under open-label conditions.
Data sources: PS0017 Final CSR Table 1.3.1FA, Table 1.3.3FA
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1.3.1.2 AR (Week 16~52)
PS0017 Bk OHEFFHAM O HERE DR Z 3 1-15 (IR LTz,

BMRSIA Tid, BAMIMZE T Lcam Mt 120610 5 5, 93 G235 EfitE B FTla
B A3 5 S (CZP 200mg Q2W #F 20 5], CZP 400mg Q2W ¥ 49 i, CZP 400mg Q4W #¥ 20
i, PBORE4A B | 27 BIZ3IEEMD escape 5 IZAT LTz, B F TG 2k L7= 93 il 5
1 88 il (94.6%) 2SHERFIAM 252 T L7= [PS0017 Final CSR Table 1.3.2.0FA]

CRS Tif, BAMIMZ 58 T UMl ROE B 14 BB A HERAYI C© CZP o 5-&-fikii L |
ZDHH 1241 (85.7%) MHEFFHARM Z 5 T L7z, CZP 200mg Q2W #ED 1 BB E /A EH S
(ERAERD) D72, CZP 400mg QW BED 1 FINEMAHEESR (ZIVATHE) O bIngukiE
ok Uiz, BAMIRZ 52 T U7 ISz s 7 flapa MR I © CzP o -2kt L, #E
Frif 252 7 L7= [PS0017 Final CSR Table 1.3.4FA] .
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# 1-15 A OWER (HERFHIR - Week 16~52) —PS0017 38 (BM RS IA &% Tt CRS)
BMRS IA CRS
PSO (incl PsA) 2 EPP GPP® All Cohort
PBO CZP 200mg CZP 400mg CZP 200mg CZP 200mg | All Subjects All EP All GPP N=21
N=4 Q2w/ Q2w/ Q2w/ Q2w/ N=93 CZP 200mg CZP 200mg
CZP 200mg CZP 400mg CZP 200mg CZP 400mg Q2W or Q2W or
Q2W + Q2w Q2w Q4w CZP 400mg | CZP 400mg
CZP 400mg N=49 N=20 N=20 Q2w Q2w
Q4w N=14 N=7
N=40
n (%)

Started Maintenance Period (Week 16 to 4 (100) 40 (100) 49 (100) 20 (100) 20 (100) 93 (100) 14 (100) 7 (100) 21 (100)
Week 52)
Completed Week 52 2 (50.0) 39 (97.5) 47 (95.9) 20 (100) 19 (95.0) 88 (94.6) 12 (85.7) 7 (100) 19 (90.5)
Discontinued prior to Week 52 2(50.0) 1(2.5) 2(4.1) 0 1(5.0) 5(5.4) 2(14.3) 0 2(9.5
Primary reason for discontinuation

Adverse event 1(25.0) 1(25) 2(4.1) 0 1(5.0) 4 (4.3) 2(14.3) 0 2(9.5)

Lack of efficacy 0 0 0 0 0 0 0 0 0

Protocol violation 1(25.0) 0 0 0 0 1(1.1) 0 0 0

Lost to follow up 0 0 0 0 0 0 0 0 0

Consent withdrawn 0 0 0 0 0 0 0 0 0

Other 0 0 0 0 0 0 0 0 0

BM=Blinded Maintenance; CRS=Cohort Randomized Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; PBO=placebo;

PsA=psoriatic arthritis; PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4 weeks; RS=Randomized Set

a Treated under double-blind conditions.

b Allocated to the cohort and treated under open-label conditions.
Data sources: PS0017 Final CSR Table 1.3.2.0FA, Table 1.3.4FA
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1.3.2 B ER
AT, MR O AR 2MET — 7 2T OB OWFRAE K L7z, Pool S1 & T* Pool S3
D I FHFRBR O SRR DU THEBRE ONFRA B LT, SRR RBI O MR O NFRA 5.4.2 T8
(. MR OAFER)) KOV551H (MuRB)) (2R Lz,

1.3.2.1 B AEARE (Pool S1)
Pool S1 O#ERAE DOWNFR A B GEERNCEE 1-16 (TR LTz,

Pool S1 TiE. 692 fflic CZP & 58, £ CZPEHZE N, 2D H H CZP 400mg Q2W #fid
342 5, CZP 200mg Q2W B 350 I Th -7, BAHMZ A% L 7=4 CZP B OHERA 692 HD 5
B, 669 6 (96.7%) 7Z3BEAHIM (Week 0~16) A5ET Lz, 58T LI OFIEIEL, ] CZP #F
TRFEETHY (CZP 400mg Q2W FET 97.4% K% T CZP 200mg Q2W FET 96.0%) . PBO #f

(93.0%) LYV DTHEmNr-oT,

4 CZP BECIiE, 2341 (3.3%) 2B AMIRICEERZ P IE Lz, 2 CZP B Tib 2\ W HIEE BT
= (961 (13%) . CZP400mg Q2W BET 2 4 (0.6%) . CZP 200mg Q2W #£T 7 44
(2.0%) 1 THYH, ZiiE CZP200mg Q2W FH THRHLZWHIEEB Th -7, CZP 400mg Q2W Ff
T, BZOHFIEFERZFOMTH -7, 2 CZPEED 4 6 (0.6%) NEEEZRIZ L DR A+
IE L7z (CZP 400mg Q2W F£} TN CZP 200mg Q2W BETH 2 f51)) .

PBO #£TlE, 4 CZP BEICEL R CikBa % th Ik U7 OB SN b0 m < [11 4
(7.0%) 1 . bV IEEEEFEERE [76] 4.5%) 1 Thoto, BAHMICHEEFRIZLY
AR A T U772 PBO BEOHERZE X\ 2o T2,

#1-16 HHHRFEOWNIR CEAHIR : Week 0~16) — Pool S1

Variable PBO CZP 200mg CZP 400mg Al CZP All subjects
N=157 QW Q2W N=692 N=849
N=350 N=342
n (%)
Started Initial Treatment 157 (100) 350 (100) 342 (100) 692 (100) 849 (100)
Period
Completed Initial Treatment 146 (93.0) 336 (96.0) 333(974) 669 (96.7) 815 (96.0)
Period
Discontinued Initial Treatment 11 (7.0) 14 (4.0) 9(2.6) 23(3.3) 34 (4.0)
Period
Primary reason for discontinuation
Adverse event 0 2 (0.6) 2 (0.6) 4(0.6) 4(0.5)
Lack of efficacy 1(0.6) 0 0 0 1(0.1)
Protocol violation 0 0 0 0 0
Lost to follow up 3(1.9) 4(1.1) 2(0.6) 6(0.9) 9(1.1)
Consent withdrawn 7(4.5) 7(2.0) 2(0.6) 9(1.3) 16 (1.9)
Other 0 1(0.3) 3(0.9) 4(0.6) 4(0.5)

CZP=certolizumab pegol; PBO=placebo; Q2W=every 2 weeks
Data source: ISS Table 1.1

1322 B AL+ R+ EE R AR (Pool S3)
BEt 995 B DWEERAE 3 T FRRER CHEIEA BT S, CZP 0#5-% 1 [|ILL EZ 1T T Pool S3
DO M FEA CZP BEHAAN ST, BRT—Z > bA7H Qo R AR FeR<. &

48



L RYXTT Rd)N 2.7.4 BRRHZ % Page 49

BRASET LI-gBag 1370 <, 757 41 (76.1%) 233EEmEIAME L Tl 0., 238 ] (23.9%) M3F
BAdIEL FE1-17) .

B AERBR O CZP BEAIR T, b 2WHIFERIT, BEESRRZFDOMTHY (% 66 .
6.6%) . IRWTHEERIE (59 #l, 5.9%) ThHo7=,

B2 IR L iRE oFIA 1L, CIMPASI-1 3 (22.7%) XY CIMPACT # & (20.4%) &tk
T CIMPASI2 #5R (33.9%) Trirolc, WTHLORBR TS, FRP BRI AEFRLRE,
BBURAETH -7, BAEFRICL O RERE P I L5 E. CIMPASI2 HBATiX 122%TH
S>7=DIZxF L, CIMPASI-1 35 K& O CIMPACT 3R Tlk, ZIE13.5% KL TN 5.7% Th -7 [120-
Day SU Table 1.3.2] .

F 117 HFBEOWNR CEAHIBHHERIRHEERYIA)  — Pool S3

Disposition Phase 3
AllCZP
N=995
n (%)
Subject exposure years at risk 1412.8
Subjects treated with CZP 995 (100)
Ongoing as of the clinical cut date 757 (76.1)
Completed as of the clinical cut date 0
Discontinued as of the clinical cut date 238(23.9)
Primary reason for discontinuation
Adverse event 66 (6.6)
Lack of efficacy 23(2.3)
Protocol violation 0
Lost to follow up 24 (2.4)
Consent withdrawn 59 (5.9)
Other 66 (6.6)
Mandatory withdrawal due to lack of PASIS0 response during 4141
Maintenance or OLE )

CZP=certolizumab pegol; OLE=open-label extension; PASI=Psoriasis Area and Severity Index

Note: The clinical cut was || | N NGz
Note: If a subject participated in both C87040 and C87044, then disposition in C87044 was summarized; if a subject

participated in only C87040, then disposition in C87040 was summarized.
Data source: 120-Day SU Table 1.3, Table 4.3

1.3.3 FEREDHNIRDFE L H
PS0017 SRBA Tl 2B A Ik U=k O BE 1T E) » -,

WARER Tl 2RIICERER A Ik U7 E OBIG IR o 72, 1T e A EOWERE DIEER
BT L. 20018 I PR TR A ik L T2 [120-Day SU Table 1.3]

14 AOBETEREERUR—X 5 4 4
1.4.1 ERNEER

PS0017 3B SS TR CSS (281 D A AR FRIRFIE L A=A T A o OB BRE A3 1-18 12
~LUTz,

IV B LR O RN T 50.00 5% (FPH : 213~7925%%) ThHY |, HEHEDEL
(66.9%) 3 40~65 ARG DO T 2 U —|ZE FiTz, 40 ki OWERHE OEIG1X,. CZP 200mg
Q2W B (29.2%) MK OYPBO £ (26.9%) ut«f CZP 400mg Q2W Bt (13.2%) T o7, #HER
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FHD%L (718.0%) 1XHBETH D, CZP 200mg Q2W £ (75.0%) . CZP 400mg Q2W £ (79.2%) M
U'PBO B (80.8%) TRIFLE TH 7=, BMI OFHEIL 26.25kg/m?> TH - 7=,

CSS TlE., HoEMEAL B E B O L 51.65 7% (#FH : 24.1~649 %) THVH., £<
(93.3%) 7% 40~65 AT O AT TV —IZE FiTZ, 40 AR OWBRE DOEIRIX 6.7% ThH -7z,
WEE D% < (86.7%) 1XBETH -7, BMI OFWfEIT 25.91kg/m? T - 7=, BEEIETREEE O
SLERIE 48.28 1% (#iPH - 32.2~6757%) THY ., %< (57.1%) 73 40~65 i ARfmDO 7T IV —
ICEENT2, A0 AR OWERE DEIA1L 28.6% TH -7, MERE OXHLIE (57.1%) 1T&tETh

72, BMI OE¥IfE T 24.14kg/m? T - 7=,
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7 1-18 AOMEHFRBHER OR— X 5 4 v O BEHM: — PS0017 3B (SS R T CSS)

Characteristic SS CSS
PSO (incl PsA) 2 EP®P GPPb All Cohort
PBO CZP 200mg CZP 400mg All CzP All Subjects All EP All GPP N=22
N=26 Q2w Q2w N=101 N=127 CZP 200mg CZP 200mg
N=48 N=53 Q2W or Q2W or
CZP 400mg CZP 400mg
Q2w Q2w
N=15 N=7
Age (years)
Mean (SD) 47.93 (11.37) 48.43 (13.47) 52.43 (11.59) 50.53 (12.61) 50.00 (12.37) 51.65 (10.64) 48.28 (11.83) 50.58 (10.87)
Median 48.41 46.62 53.97 49.43 48.99 52.03 50.17 50.21
Min, max 275,705 21.3,72.6 22.7,79.2 21.3,79.2 21.3,79.2 24.1,64.9 32.2,675 24.1,675
Age category (years), n (%)
<40 7 (26.9) 14 (29.2) 7(13.2) 21 (20.8) 28 (22.0) 1(6.7) 2 (28.6) 3(13.6)
>40 to <65 17 (65.4) 26 (54.2) 42(79.2) 68 (67.3) 85 (66.9) 14 (93.3) 4(57.1) 18 (81.8)
>65 2(1.7) 8 (16.7) 4(7.5) 12 (11.9) 14 (11.0) 0 1(14.3) 1(4.5)
Gender, n (%)
Male 21(80.8) 36 (75.0) 42(79.2) 78 (77.2) 99 (78.0) 13 (86.7) 3(42.9) 16 (72.7)
Female 5(19.2) 12 (25.0) 11 (20.8) 23 (22.8) 28 (22.0) 2(13.3) 4(57.1) 6 (27.3)
Weight (kg)
Mean (SD) 75.11 (15.81) 72.62 (14.27) 71.60 (14.32) 72.09 (14.23) 72.71 (14.56) 71.46 (13.67) 61.86 (13.61) 68.41 (14.08)
Median 71.80 72.15 71.60 71.80 71.80 71.40 62.30 68.75
Min, max 48.0,118.3 46.5,110.9 37.9,116.0 37.9,116.0 37.9,118.3 49.3,101.2 40.5, 82.7 40.5,101.2
Height (cm)
Mean (SD) 165.70 (7.14) 167.47 (7.53) 165.64 (7.51) 166.51 (7.54) 166.35 (7.44) 166.01 (7.61) 160.64 (6.21) 164.30 (7.50)
Median 167.05 167.30 165.50 166.30 166.50 167.00 162.50 165.70
Min, max 151.2,178.2 153.6, 189.2 149.2, 180.6 149.2, 189.2 149.2, 189.2 146.6, 178.0 152.1, 167.0 146.6, 178.0
BMI (kg/m?)
Mean (SD) 27.28 (5.06) 25.97 (5.45) 25.99 (4.29) 25.98 (4.85) 26.25 (4.90) 25.91 (4.47) 24.14 (6.20) 25.35 (5.00)
Median 26.36 24.87 26.20 25.56 25.83 25.69 24.06 25.45
Min, max 19.5, 38.8 17.2,47.0 15.0,37.9 15.0,47.0 15.0, 47.0 18.6,34.9 15.3, 35.7 15.3, 35.7
PSO disease duration (years)
Mean (SD) 12.65 (8.57) 12.68 (10.08) 13.17 (9.32) 12.94 (9.64) 12.88 (9.40) 6.69 (8.23) 4.44 (6.63) 5.98 (7.67)
Median 10.92 10.52 10.86 10.57 10.67 3.30 0.31 2.92
Min, max 0.9,27.6 0.6,42.2 0.8,38.8 0.6,42.2 0.6,42.2 0.1,29.2 0.1,18.1 0.1,29.2
<Median 13 (50.0) 25(52.1) 26 (49.1) 51 (50.5) 64 (50.4) 7(46.7) 4(57.1) 11 (50.0)
>Median 13 (50.0) 23 (47.9) 27 (50.9) 50 (49.5) 63 (49.6) 8 (53.3) 3(42.9) 11 (50.0)
Previous biologic therapy used, n (%)
Never used 18 (69.2) 34 (70.8) 34 (64.2) 68 (67.3) 86 (67.7) 9 (60.0) 4(57.1) 13 (59.1)
1 therapy 8 (30.8) 14 (29.2) 16 (30.2) 30 (29.7) 38 (29.9) 4(26.7) 3(42.9) 7(31.8)
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Characteristic SS CSS
PSO (incl PsA) @ EPP GPPP All Cohort
PBO CZP 200mg CZP 400mg All Czp All Subjects AllEP All GPP N=22
N=26 Q2w Q2w N=101 N=127 CZP 200mg CZP 200mg
N=48 N=53 Q2W or Q2W or
CZP 400mg CZP 400mg
Q2w Q2w
N=15 N=7
2 therapies 0 0 3(5.7) 3(3.0) 3(24) 2 (13.3) 0 2(9.1)
Prior anti-TNF therapy used, n (%)
Yes 1(3.8) 3(6.3) 3(5.7) 6 (5.9) 7(5.5) 1(6.7) 1(14.3) 2(9.1)
No 25 (96.2) 45 (93.8) 50 (94.3) 95 (94.1) 120 (94.5) 14 (93.3) 6 (85.7) 20(90.9)
Previous systemic nonbiologic therapy used, n (%)
Never used 12 (46.2) 20 (41.7) 28 (52.8) 48 (47.5) 60 (47.2) 4 (26.7) 1(14.3) 5(22.7)
1 therapy 10 (38.5) 20 (41.7) 17 (32.1) 37 (36.6) 47 (37.0) 6 (40.0) 5(71.4) 11 (50.0)
2 therapies 4 (15.4) 7 (14.6) 6 (11.3) 13(12.9) 17 (13.4) 3(20.0) 0 3(13.6)
>3 therapies 0 1(2.1) 2(3.8) 3(3.0 3(2.4) 2(13.3) 1(14.3) 3(13.6)
Prior chemophototherapy or phototherapy used, n (%)
Yes 13 (50.0) 27 (56.3) 17 (32.1) 44 (43.6) 57 (44.9) 10 (66.7) 2(28.6) 12 (54.5)
No 13 (50.0) 21 (43.8) 36 (67.9) 57 (56.4) 70 (55.1) 5(33.3) 5(71.4) 10 (45.5)
Concomitant PsA, n (%)
Yes 5(19.2) 6 (12.5) 10 (18.9) 16 (15.8) 21 (16.5) 4(26.7) 3(42.9) 7(31.8)
No 21 (80.8) 42 (87.5) 43(81.1) 85 (84.2) 106 (83.5) 11 (73.3) 4(57.1) 15 (68.2)

BMI=body mass index; CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; Max=maximum; Min=minimum;
PBO=placebo; Q2W=every 2 weeks; PsA=psoriatic arthritis; PSO=psoriasis; SD=standard deviation; SS=Safety Set; TNF=tumor necrosis factor
Note: Only subjects with Race=Asian, Ethnicity=Not Hispanic or Latino, and Ethnic subgroup=Japanese were included in the study. Therefore the demographic table does not include race,

ethnicity, or ethnic subgroup.

a Treated under double-blind conditions
b Allocated to the cohort and treated under open-label conditions
Data sources: PS0017 Final CSR Table 2.1.1FA, Table 2.1.9FA
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142
1421

By atER

BAHAR (Pool S1)
Pool S1 AT, A HMEHFRIRFE

TR GHEM TR E BT o 7o, #EBRE O R FimI

457 5% (FiPH - 18~80 %) ThH V., #EH O PLHLLE (59.8%) 7 40~64 LA FO AT U —|Z

B ENT, 40 TR OPERE OFIE

33.7%K () 34.5%) |

I%. CZP 200mg Q2W #¥ K T* CZP 400mg Q2W #¥ (%fa%m
ZHXT PBO B (28.0%) TIE»-7-, #BREDZ< (63.8%) 1XHBMETH

V. CZP400mg Q2W T (61.4%) M TFPBO #f (60.5%) & EH~T CZP200mg Q2W #¥ (67.7%) @

BHEOBEIGEm o1, WHREDOANEITIZEAENAN (94.0%) Th-o7-, BMI OFHfEIL

30.63kg/m> Cd - 7= [ISS Table 2.1] .

1422

R LTz,

BB+ R+ FE %A (Pool S3)
Pool S3 D& I AHEEROFSSEMIC

B 5 N ORI O — R T A OB A 2 1-19

B B4 CZP BETIE, #EBRE OLIAEEN L 45.6 5% (RiPH : 18~807%) Th V. #ERE OI8

PILE (58.9%) 73 40~64 LA FTDOHT I —

IZEENTZ, #REDL< (65.5%) 13BEMETH -

2o BB DONFILITEAENAAN (944%) ThoT-, BMI OFHfEIL 30.41kg/m? Th-7-, Hh
T, PR H a1 o8 (45.6%) KUVKE (36.2%) OBEERE AN,

(ZHERTE Do T2,

#1-19 AQ#HHZHFHEREOR—R T A OEBRME — Pool S3

P —r N (18.2%)

Variable Phase 3 CZP 200mg Q2W | Phase 3 CZP 400mg Q2W Phase 3 All CzP
N=729 N=709 N=995

Age (years)

n 729 709 995

Mean (SD) 45.3 (13.1) 45.7 (13.0) 45.6 (13.2)

Median 45.0 46.0 46.0

Min, max 18, 80 18, 80 18, 80
Age category (years), n (%)

18 to <65 679 (93.1) 655 (92.4) 922 (92.7)

65 to <85 50 (6.9) 54 (7.6) 73(7.3)

>85 0 0 0
Age category (years), n (%)

<40 255 (35.0) 237 (33.4) 336 (33.8)

>40 to <65 424 (58.2) 418 (59.0) 586 (58.9)

>65 50 (6.9) 54 (7.6) 73(7.3)
Gender, n (%)

Male 488 (66.9) 461 (65.0) 652 (65.5)

Female 241 (33.1) 248 (35.0) 343 (34.5)
Racial group, n (%)

White 692 (94.9) 665 (93.8) 939 (94.4)

Black 13(1.8) 17 (2.4) 22 (2.2)

Other 24 (3.3) 27 (3.8) 3434
Weight (kg)

n 729 709 995

Mean (SD) 90.33 (21.61) 91.40 (23.40) 90.68 (22.66)

Median 87.20 88.00 87.00

Min, max 41.8,1745 41.8,198.5 41.8,198.5
Height (cm)

n 729 709 995

Mean (SD) 172.77 (10.15) 172.65 (10.15) 172.56 (10.13)

Median 173.00 173.00 173.00
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Variable Phase 3 CZP 200mg Q2W | Phase 3 CZP 400mg Q2W Phase 3 All CzZP
N=729 N=709 N=995
Min, max 135.5, 199.0 142.0, 200.7 135.5, 200.7
BMI (kg/m2)
n 729 709 995
Mean (SD) 30.23 (6.73) 30.61 (7.20) 30.41 (7.01)
Median 29.09 2941 29.30
Min, max 15.4,59.7 15.4,66.1 15.4, 66.1
PSO disease duration (years)
n 729 709 995
Mean (SD) 18.34 (12.55) 18.37 (12.38) 18.24 (12.52)
Median 15.94 16.32 15.78
Min, max 0.5, 63.7 0.5,63.8 0.5,63.8
PSO disease duration (years), n (%)
<Median (16.27) 373 (51.2) 354 (49.9) 510 (51.3)
>Median (16.27) 356 (48.8) 355 (50.1) 485 (48.7)
Previous biologic therapy used, n (%)
Never used 509 (69.8) 492 (69.4) 696 (69.9)
1 therapy 169 (23.2) 163 (23.0) 228 (22.9)
2 therapies 51 (7.0) 53 (7.5) 70 (7.0)
> 3 therapies 0 1(0.1) 1(0.1)
Prior anti-TNF therapy used, n (%)
Yes 93 (12.8) 86 (12.1) 122 (12.3)
No 636 (87.2) 623 (87.9) 873 (87.7)
Previous systemic non-biologic therapy used, n (%)
Never used 436 (59.8) 424 (59.8) 600 (60.3)
1 therapy 220 (30.2) 212 (29.9) 294 (29.5)
2 therapies 56 (7.7) 56 (7.9) 81 (8.1)
>3 therapies 17 (2.3) 17 (2.4 20 (2.0)
Prior chemophototherapy or phototherapy used, n (%)
Yes 351 (48.1) 347 (48.9) 475 (47.7)
No 378 (51.9) 362 (51.1) 520 (52.3)

Previous exposure to at least 2 systemic treatments out of phototherapy, methotrexate, and cyclosporine (with no previous

biologic exposure), n (%)

Yes 73(10.0) 72 (10.2) 97 (9.7)

No 656 (90.0) 637 (89.8) 898 (90.3)
Any prior systemic therapy used for psoriasis, n (%)

Yes 526 (72.2) 516 (72.8) 714 (71.8)

No 203 (27.8) 193 (27.2) 281 (28.2)
Geographical region, n (%)

Central/Eastern Europe 336 (46.1) 316 (44.6) 454 (45.6)

North America 259 (35.5) 246 (34.7) 360 (36.2)

Western Europe 134 (18.4) 147 (20.7) 181 (18.2)
Concomitant PsA, n (%)

Yes 126 (17.3) 124 (17.5) 173 (17.4)

No 603 (82.7) 585 (82.5) 822 (82.6)
Previous exposure to anti-IL-17, n (%)

Yes 108 (14.8) 105 (14.8) 149 (15.0)

No 621 (85.2) 604 (85.2) 846 (85.0)
Previous exposure to anti-1L-12/1L-23, n (%)

Yes 30 (4.1) 42 (5.9) 49 (4.9)

No 699 (95.9) 667 (94.1) 946 (95.1)

BMI=body mass index; CZP=certolizumab pegol; IL=interleukin; Max=maximum; Min=minimum; PsA=psoriatic arthritis;
PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4 weeks; SD=standard deviation; TNF=tumor necrosis factor
Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both

treatment groups.

Note: Data collected during treatment with the CZP 400mg Q4W dose in CIMPACT has been summarized under the Phase 3
CZP 200mg Q2W treatment group as they are the same cumulative monthly dose.

Data source: 120-Day SU Table 2.3
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1.4.3 ANOFFEFREERUR—R T4 UEEDOFELED
PS0017 B& D SS Tlix. ANBOFEHFRAUEME KL ONR— R T 1 VR IL, SRGEECRBLRERET
o7, CSS Tlx. WEBREI N DW= —EOIEE TIEH X N L,

WAV N ARRBROFA S D A O FERHRH R K O — R T R, A ~ B DR
B 5 BEEMEZ KM LT [ISS Table 2.1, Table2.3] .

N BRI — R T A RG] TR E 2E W TR o T2,

15 EREFE R N & BHIE
1.5.1 EWEER

SS Tid, RAEDOFJHEMEHMEL (92.9%) TR—RX T A UIHIZEEE UTAOHENIRE Sz,
ML Z<MESINTZARN—R T A VERFOPERE X TAOHED SOC 1% M X O EiEE)

(44.9%) ThHYH, T NMERE]  (40.2%) KO EYYERS JOFARE]  (33.9%) Tho
720 BB HESNTER—AT A VEEOBHERE UL EOHED PT IX@EME (402%) THY ., &
WCHEABIME (18.9%) . FHitET LLX¥— (17.3%) KOMENIF (15.7%) TH-7= [PS0017
Final CSR Table 2.2.1FA] , X—Z T A UIRRIZZ < #tE SN BAERESUIAOHEIZ, —K O P
~ O F MR RH TREN R DO TH o T,

CSS Tix, X TOHERE (100%) TXN—R T A VRHIBHERESUIAIHEN HE Sz, &b
2 MESNTZR—R T A UIFOBEREE I AOHED SOC 1% TR B R L OBz Tl kR

(727%) THYH, WT MG L ORERE]  (54.5%) . WONC TMEFRE] KO 5
FB LOREG MRS (% 31.8%) Tholo, bEZ M SNIN—ZT A VRFOBEERE T
APOHED PT I3R2HE (68.2%) TH Y., IWTHEIMME (31.8%) . mfRMIE (27.3%) . I ONIHER
. ZEEIMET LV — R OMEIART (4% 18.2%) Td 7= [PS0017 Final CSR Table 2.2.2FA] , ~X—
AT A RS Wt SRR SUI A OHEIR, — MO ripMoRL R e B M O i i R 4R
HCeRENLR LD TH ST,

1.5.2 By aRER

Pool S1 &K T, #ERE DL (86.1%) TR—R T A UEHIEHERE T A IHENHE S, £
5 DWERE DEIS TR R TR E Z0EWT R0 > 72 [ISS Table 3] . b & WMiEESNT-N—%
T A CREOBEERE T EPHED SOC 1T THE# R L OV GRS  (37.1%) THYH ., KW
T BB LOWNRMLE ] (325%) . MU LOveEmE®)  (31.8%) . [ mEH]

(31.6%) . THEEE) (19.7%) . [HEERkEE]  (19.3%) &KUY EYYER K OV A BUiE |
(18.0%) TH-o7-,

SOC DFEBHIT, DTN ZlrE, HEHHCTRRBE ChH o7, [HREREE] T,
PBO FEDFEBIHR (22.3%) 7% CZP 200mg Q2W f (20.6%) (Ztb~To0m <. CZP 400mg Q2W ##
(16.7%) IZHA_TED o7, O OFRZEX, HLT 8%, WY, Ak L0z oMo
LSBT DT LV —] 2L Db D ThoTz, MREEB L O%ERSE] Tk, PBO BEOR
B (35.7%) 7% CZP 200mg Q2W Ff (32.9%) T~ To0m <, CZP 400mg Q2W &t (28.9%)
IR TEDoTo, TNHDZET, FEDPTICLD O TIE R -T2,
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NR—=2 T A VIR S E < il SNTBEERE I A OHED PT IX&E ML (29.4%) THU, W
CTHMEMERIEE (17.6%) KL OB (11.9%) ToHo7-, mIEIL, CZP 200mg Q2W #E (31.1%)
JZ X CZP 400mg Q2W #f (26.0%) (Ztb~_T PBO & (33.1%) T -7z, AR M ORCiENE B EiE
DFBIRIL, BEHEH CRRE TH T,

PRRIER M OV SRER OO BF S RAT O BRE LM T A B 2 WEEIE R VB OHIE L, &3 H PERCRE
HEMZEZTHOTH T,

2. BHEER
2.1 BEEROEN

= PERLREER S A k5 & U= CZP OEN K OVBAMNEIRRER 7 1 7T L OB MEfRT Tl
TOHE N L O N FHRBROL 2T — % ROEREMET — 2 x4 & Uiz, FaeathEr —
Z OFEMNE, 1.1.33 HIZFLH L=,

AT, 1D BRI AN A EFS, 2) BEENOAEESR, 3) MREEEMORHMNIC
L5 NEBRIEL OEDH Y | OFEFESR, 4) KL, 5 TOMOEERAERSR, 6) IFBREDK
HHILICESTEAEFEER, 7) ERTREAEFRLV8) TOMOAEFR TR LI,

PS0017 aklR Tld, #ERE RN VD72 < BRDFRBIROENL E L LTI eEL6ND
728, PS0017 FRER DBERMI LR 21T 2 G, MUICFLHE DI WERY | 10%HE DB DEE 72 & Ix
RLTER L, —HOAEESTIE, 5%EB 100K DEMTONT, 0O U0 &
WO BREIT T, 7B, IRREER&EE 70 B CICRBL LA EFSUL, BIGHE T ORI
LIcAERGEER L, CEARIR O IERER] TOIRBRIEEM&EG-% 70 A LINOF F R
Week 0~16 OFENTIZ, HERFHIMZE THER & 2 WITHERFIR o F IESER] COTRBRER R 5% 70 A
PIN DA EHEGT Week 0~52 DFEFTIZEDT2)

AR BR ORERI LR T, I DR WER Y | 5%LL EDOFHROE N L B LTz, —Hb
DFEGTIE, 2%~5%DZEIZOVNT, RE N TR N E W) BRE{T- T,

2.1.1 FESRORBHHOBE
2.1.1.1 EREER
21.1.1.1 BEAHAME (Week 0~16)
PS0017 &R D SS J N CSS IZH61T 2 A O A FF G OFKBURI A K 2-1 1TR LTz,

SS Tid, =|HEMREEE OBEAMMICKIT 2 A EFLORBIFRIL, 2 CZPHE (65.3%) D
PBO F¥f (80.8%) L& o7=, CZP OFERERITIL, CZP 400mg Q2W & (62.3%) LV
CZP 200mg Q2W #¥ (68.8%) ThH I MiTmh -7z, E%&ﬁ“ﬂ%ﬁ@%ﬁfﬁfﬁ . CZP 400mg Q2W
BEN OVPBO BET4 3.8%CTH W, CZP200mg Q2W B CIXEERAEFZIIBO N hoT2, 1R
B DB E IR E > - EFELORBERIL, 4 CZP #ET 4.0% (CZP 400mg Q2W #F 3.8%.
CZP 200mg Q2W £f 4.2%) . PBOBET 7.7% CTH VD, G TRE BV o7z, TR
EOEDH Y | OFEFROIFEBEIL, 4 CZP #£T 16.8%, PBO#ET 23.1%ThH VW, 42 CZPHET
DITMNUED - T2, CZP OFHRERITIX, CZP 400mg Q2W A (20.8%) L W CZP 200mg Q2W #f
(12.5%) ThOTMIEr -7, REOAEFZORBERIL, 4 CZP #E (3.0%) 2 PBO #f
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(15.4%) X v{&<. CZP400mg Q2W #f (3.8%) & CZP200mg Q2W #f (2.1%) TRIEE TH-
7o EAHIMTIE, BTG STz,

CSS Tid, HAHIMOAFFROFREHRIL, HOMEIEALELE T 60.0% (9641) | MRFEMEHEER
BTTLA% BB Thotz, HELAEFEFRITMRE SO 7, IBBREOREGHILICET2f
FERERRORBRIT, WRMALSIERE T6.7% (16 Thoto, IS TR0 L
PIEICESTAEFEFRIBO LN o7, NI L OBEDH Y | OFFFEROFEIRIL, it

AL ERE T 26.7% (461 | RIS CT143% (1#)) Thoi-, AWM TIZ, &FE
DA EFR RO TITRE SN o7,
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K21 AEFZEERE EAHIH : Week 0~16)

— PS0017 3B% (SS KUY CSS)

Category SS CSS
PSO (incl PsA) 2 EP® GPP»® All Cohort
PBO CZP 200mg Q2W | CZP 400mg Q2W All CZP All EP All GPP N=22
N=26 N=48 N=53 N=101 CZP 200mg Q2W | CZP 200mg Q2W 100 subject-yrs
100 subject-yrs 100 subject-yrs 100 subject-yrs 100 subject-yrs or CZP 400mg or CZP 400mg =0.07
=0.08 =0.15 =0.16 =0.31 Q2w Q2w
N=15 N=7
100 subject-yrs 100 subject-yrs
=0.05 =0.02
n (%) # n (%) # n (%) # n (%) # n (%) # n (%) # n (%) #
Any TEAE 21(80.8) 47 | 33(688) | 72 | 33(623) | 63 | 66(65.3) | 135 | 9(60.0) | 27 5(71.4) | 13 | 14(63.6) | 40
Serious TEAEs 1(3.8) 2 0 0 2(3.8) 2 2(2.0) 2 0 0 0 0 0 0
Subject discontinuation due to TEAEs 2(1.7) 2 2(4.2) 2 2(3.8) 2 4 (4.0) 4 1(6.7) 1 0 0 1(4.5) 1
Drug-related TEAEs 6(23.1) 6 6 (12.5) 13 | 11(208) | 14 | 17(168) | 27 | 4(26.7) 6 1(14.3) 1 5(22.7) 7
Severe TEAEs 4 (15.4) 4 1(2.1) 1 2(3.8) 2 3(3.0) 3 0 0 0 0 0 0
All deaths 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Deaths (TEAEs leading to death) 0 0 0 0 0 0 0 0 0 0 0 0 0 0

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis;
Q2W=every 2 weeks; SS=Safety Set; subject-yrs=subject-years; TEAE=treatment-emergent adverse event
Note: n=number of subjects who reported at least 1 TEAE in the category. #=number of individual occurrences of the TEAE in that category.

MNEY L2XNNUNE

Note: Treatment-emergent adverse events in the Initial Period were those with onset at the time of or after the first dose of study medication up to Week 16.
a Treated under double-blind conditions.

b Allocated to the cohort and treated under open-label conditions.

Data sources: PS0017 Final CSR Table 8.1.1.1FA, Table 8.1.4FA, Table 8.3.1.1FA, Table 8.3.4FA

S ZEHAE v C
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2.1.1.1.2 BAHRE+HEFEIR (Week 0~52)

PS0017 3%k D SS KON CSS (2 81F 5B AMAM+HEFRF AR O F EFR ORI Z 37 2-2 1R L
77,

SS TiE, = MRS OB AW M+HEFFIMIC BT 2 A EFEFLORBRIL, 2 CZPHET
91.0%C&H Y, CZP 200mg Q2W #£TliX 87.5%, CZP 400mg Q2W £ TlL 84.4% CThH -7, EELFA
ERLOFKBIEIX, £ CZPHET6.6% (841 THV, CZP400mg Q2W #f (9.4%) LV
CZP 200mg Q2W #f (2.8%) ThHT MK -7z, BBRIEOFKL 5 IEICE - = EFRORBR
L. 2 CZP BT 74% ThH Y, CZP200mg Q2W #f (6.9%) & CZP 400mg Q2W # (6.3%) TFIFE
ETholz, NRBRIEEOREH Y | OFEFEFZORBIRIL, 2 CZPHET320%THY |
CZP 200mg Q2W #f (29.2%) & CZP 400mg Q2W #f (28.1%) CTRIRETH -7, mEOHFEFS:
DFBRIL, £ CZPHETBE7%TH Y, CZP 200mg Q2W £ (4.2%) & CZP 400mg Q2W #f

(6.3%) TRRETH o7z, BEAWIMHHERIM T, ETITME SR o7,

CSS Tid, BAMIM+HHERIMOAEFRORBIRIT, wiFEALEOEEA T 93.3% (14/15 f41)) |
LR R ST C 100% (7/7 ) CTholz, EELAFFLORIIEIL, WREHEALE RS T
6.7% (1/15 ) | MEEPERCEEESE T 28.6% (217 f5]) Th o7, IRREDOHTRGH IR T AEH
LOFBRIT, WREELRE B TIL200% 3715 4)) T, R REEE TIRRBRIEo &R bk
WCESTHERFRILGRO LN o7z, NEBRIEEOBEDH Y | OFFFRORIRIT, WHEERL
FIEBAE T 40.0% (6/15 ) | MEEPERREERE T 42.9% Q7)) Thotz, mEOHERGOR
BIRIE, WAL E AR A Tl 6.7% (115 1) C. IRRMErafif e s CTld 14.3% (U7 6)) Tho
7o EAMIMHHERFIIR CIE, ST IEmE SR -7z,
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K 2-2 HEZBZRBRN (EAWE+HERIM : Week 0~52) —PS0017 3Bk (SS KUt CSS)
Category SS CSS
PSO (incl PsA) @ EPP GPPP All Cohort
CZP 200mg Q2W ¢ | CZP 400mg Q2W All CZP All EP All GPP N=22
N=72 N=64 N=122 CZP 200mg Q2W or CZP 200mg Q2W or 100 subject-yrs
100 subject-yrs 100 subject-yrs 100 subject-yrs CZP 400mg Q2W CZP 400mg Q2W =0.23
=0.64 =0.63 =1.26 N=15 N=7
100 subject-yrs 100 subject-yrs
=0.15 =0.08
n (%) # n (%) # n (%) # n (%) # n (%) # n (%) #
Any TEAE 63 230 54 187 111 417 14 (93.3) 63 7 (100) 37 21(955) | 100
(87.5) (84.4) (91.0)
Serious TEAEs 2(2.8) 2 6(9.4) 7 8 (6.6) 9 1(6.7) 1 2 (28.6) 2 3(13.6) 3
Subject discontinuation due to TEAES 5(6.9) 5 4 (6.3) 4 9(7.4) 9 3(20.0) 3 0 0 3(13.6) 3
Drug-related TEAEs 21 43 18 34 39 77 6 (40.0) 11 3(42.9) 3 9 (40.9) 14
(29.2) (28.1) (32.0)
Severe TEAEs 3(4.2) 3 4(6.3) 4 7(5.7) 7 1(6.7) 2 1(14.3) 1 2(9.1) 3
All deaths 0 0 0 0 0 0 0 0 0 0 0 0
Deaths (TEAEs leading to death) 0 0 0 0 0 0 0 0 0 0 0 0

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; IA=interim analysis; incl=including; PBO=placebo; PsA=psoriatic arthritis;

PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4 weeks; SS=Safety Set; subject-yrs=subject-years; TEAE=treatment-emergent adverse event
Note: n=number of subjects who reported at least 1 TEAE in the category. #=number of individual occurrences of the TEAE in that category.
Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until 70 days after last dose.

Note: The count of subjects in the treatment groups may be different from the Initial Treatment Period because of possible uptitration. Subjects may have been counted in 2 treatment groups in this
table, but only once in the “All CZP” column.
a Includes all subjects (double-blind and open-label [escape] treatment).

b Allocated to the cohort and treated under open-label conditions.
¢ CZP 200mg Q2W + CZP 400mg Q4W

Data sources: PS0017 Final CSR Table 8.1.2.1FA, Table 8.1.5FA, Table 8.3.2.1FA, Table 8.3.5FA

MNEY L2XNNUNE

S ZEHAE v C
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2.1.1.1.3 i HAR (Week 16~52)
PS0017 &%k BM SS IA 128 1) D MR IR OB EFR ORI &2 F 2-3 18 LT,

BM SS IA T, =5 MERiEEE OMEFFRIRICB I 2 B EFSORBRIL, 4 CZP BET 77.5%,
PBO BT 75.0% T -7z, 7272 L. PBO HETHERHHIRIIZ PBO D 5% fikfoe L 7 (il 13 4 5l D A
Tholz, AEFELORFEIIRL, CZP 400mg Q2W ¥ (75.5%) & CZP 200mg Q2W #f (80.0%) T
FRRE CH o7z, BEERAEFRROEIRZL, £ CZPRETAL5%TH Y, CZP 400mg Q2W #if

(8.2%) £V 200mg Q2W Ef (0%) ThHTNIKD -T2, IBRIEOELGFIEIZE ST HEFRO
FHLRIL, &2 CZPRET22% TH Y, CZP 400mg Q2W £ (4.1%) & CZP 200mg Q2W £t (0%) T
FfRECTH o7z, NEBEE OREH Y | OFEFFZOFKBRIL, 2 CZPHET281%TH Y,
CZP 400mg Q2W £f (24.5%) X ¥ CZP200mg Q2W ¥ (32.5%) ThnI@Emmn-oTz, mEDHEE
FRORFBEFIL, £ CZPHET22%TH Y., CZP400mg Q2W Af (2.0%) & CZP 200mg Q2W &

(2.5%) TIXFRRETH o7z, HEFHIF TR, ETITHE S ol

* 2-3 BEBESFEIVRE HERFSIR : Week 16~52) —PS0017 38 (BM SS I1A)

Category PSO (incl PsA) @
PBO CZP 200mg CZP 200mg CZP 200mg CZP 400mg All CZP
N=4 Q2w/ Q2w/ Q2w/ Q2w/ N=89
CZP 200mg CZP 400mg CZP 200mg CZP 400mg
Q2w Q4w Q2W + Q2w
N=20 N=20 CZP 400mg N=49
Q4w
N=40

n (%) # n (%) # n (%) # n (%) # n (%) # n (%) #

Any TEAE 3(75.0) | 6 17 57 15 36 32 93 37 105 69 198
(85.0) (75.0) (80.0) (75.5) (77.5)

Serious TEAEs 0 0 0 0 0 0 0 0 4(8.2) 4 4 (4.5) 4
Subject 0 0 0 0 0 0 0 0 2(4.1) 2 2(2.2) 2
discontinuation
due to TEAES
Drug-related 1(25.0) | 2 8 11 5 7 13 18 12 20 25 38
TEAEs (40.0) (25.0) (32.5) (24.5) (28.1)
Severe TEAEs 0 0 | 1(5.0 1 0 0 1(2.5) 1 1(2.0) 1 2(2.2) 2
All Deaths 0 0 0 0 0 0 0 0 0 0 0 0
Deaths (TEAES 0 0 0 0 0 0 0 0 0 0 0 0
leading to death)

BM=Blinded Maintenance; CZP=certolizumab pegol; 1A=interim analysis; PBO=placebo; SS=Safety Set; Q2W=every 2
weeks; Q4W=every 4 weeks; TEAE=treatment-emergent adverse event

Note: n=number of subjects who reported at least 1 TEAE in the category. #=number of individual occurrences of the TEAE
in that category.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication and
end up to 70 days after last dose.

a Treated under double-blind conditions.

Data source: PS0017 Final CSR Table 8.1.6.0FA

2.1.1.2 B aLER
21.1.21 BAHAE (Pool S1)
Pool S1 DA EFEFROFBUIRN 2 EK 2-4 IR LT,
Pool S1 Tl&, AHEFLOFELHKIT CZP 400mg Q2W 7 (63.5%) T CZP 200mg Q2W
(56.3%) LV @ o7z, PBOBEOFILEIL 61.8% TH 7o, HELRAEFROIEIIEIL,
CZP 200mg Q2W £ Tl 14% T - 7= DIZ%f L, PBO Ff & O CZP 400mg Q2W &£ Tl zhZiL
45% K% N AT% TH o7z, IBREOFGHILICEST-HAEFREZRE LR EIIIEALEBD
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%, CZP 400mg Q2W #£ T 1.2%} T} CZP 200mg Q2W #£ T 1.1% T - 7=, PBO BETI, 155D
B HIEICE ST EER 2R LRE T e hoT-, TR OMELHY | OFEERD
FEERIT, CZP 200mg Q2W A (12.9%) M XPBO B (12.7%) X v CZP 400mg Q2W ¥ (15.8%)
TRREMN- T, MEOCHEFZOFEERIL, PBO # (5.1%) (Zih~T CZP 400mg Q2W #f

(3.8%) MK UrCZP200mg Q2W #f (2.3%) TR o7, Pool S1 TiE, HTITHE Z/eno
77
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F2-4 FEEREIRE EAHIM : Week 0~16) —Pool S1
Category PBO CZP 200mg Q2W CZP 400mg Q2W All CZP
N=157 N=350 N=342 N=692
100 subject-yrs=0.47 100 subject-yrs=1.07 100 subject-yrs=1.05 100 subject-yrs=2.11
n (%) # n (%) # n (%) # n (%) #
Any TEAE 97 (61.8) 214 197 (56.3) 426 217 (63.5) 571 414 (59.8) 997
Serious TEAEs 7(45) 7 5(1.4) 9 16 (4.7) 20 21 (3.0) 29
Subject discontinuations due to TEAES 0 0 4(L1) 5 4(1.2) 7 8(1.2) 12
Drug-related TEAES 20 (12.7) 28 45(12.9) 60 54 (15.8) 90 99 (14.3) 150
Severe TEAEs 8(5.1 8 8(2.3) 10 13 (3.8) 16 21 (3.0) 26
All deaths (AEs leading to death) 0 0 0 0 0 0 0 0
Deaths (TEAEs leading to death) 0 0 0 0 0 0 0 0

AE=adverse event; CZP=certolizumab pegol; PBO=placebo; Q2W=every 2 weeks; subject-yrs=subject-years; TEAE=treatment-emergent adverse event
Note: n=number of subjects who reported at least 1 TEAE in the category. #=number of individual occurrences of the TEAE in that category.

Data sources: ISS Table 5.1.1, Table 5.1.3

MNEY L2XNNUNE

S THULE v'L°C
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21122 B AR+ R+ IEEHREIE (Pool S3)
B IIFA4 CZP FETlE. AHHFR, HERAEFFER, BREOREPILICEAEFEFEL, Th

Bl OREH D | OFEFEFRLNEEOFEFRORBREI, Z21 81.7%., 12.1%. 6.2%.
233% KL TN98% Th -7z (F£2-5) ., MEETMHIEL 100 BF - b7 OFEFRIETILT
X, CZP OEMEHIC L 2FEFROFEHY A7 O LERITZRD N1,

Pool S3 Tid. AR ERAMEBICHRE LT 4 EmE S 215278 | BKTF—42 %
v hAT7EnoReENT -2y bA7AEToOM QUlERT TR 20lER TR E) (<t
CiElmE sninot,

HEFEZOIHERT, 5 11+8 CZP 400mg QQW £ (73.3%) T I #H CZP 200mg Q2W Ef
(69.1%) LD DTN @ENoT, BEERAEFZORIRITIZNEN 94%K T 7.5%, 1REFED
BHHIECE > HEBEROBBRTIENFIN 52%KN3.6%, HEBREEOMELHY | OFES
ZOFBRITIZNEN 183% KT 16.9%, BEDOHEFZOFIRIIZNEN T8%K T 62%TH
V. RHEEHCRERE Th o7, 1BBRIER SRAMRICHREL L 72 3E T, 5 1 AH CZP 400mg Q2W
FEKOVEE T AH CZP 200mg Q2W FE T4 2 41 (0.3%) & 7 [120-Day SU Table 5.3.1]

[120-Day SU Listing 1.2.1.1] [ZFEE S N/HHRFE 10 T, Ka—F 4 7 OFEEZRIEOH L
Nz, 3 2O MARBRITEI TR THY | R LET =X ZHHMREOOOFT —4 v b4 7
BROLDOTHD, Ra—7 4 T OFEFREEFIHRI Lz 2 A, Bt EOFT- 72
TR Lot

K25 AEFZRERN GAHIEHHERDIF+HEERIIF) - Pool S3
Category Phase 3 CZP 200mg Phase 3 CZP 400mg Phase 3 Al CZP
QW QW N=995
N=729 N=709 100 subject-yrs=14.1
100 subject-yrs=7.4 100 subject-yrs=6.7

n (%) n (%) n (%)
Any TEAE 504 (69.1) 520(73.3) 813 (81.7)
Serious TEAEs 55(7.5) 67(94) 120 (12.1)
Subject discontinuations due to TEAEs 26 (3.6) 37(52) 62 (6.2)
Drug-related TEAEs 123 (16.9) 130 (18.3) 232(23.3)
Severe TEAESs 45(6.2) 55(7.8) 98 (9.8)
All deaths (AEs leading to death) 2(0.3) 2(0.3) 4(0.4)
Deaths (TEAEs leading to death) 2(0.3) 2(0.3) 404

AFE=adverse event, CZP=certolizumab pegol, Q2W=every 2 weeks; Q4W=every 4 weeks; subject-yrs=subject-years;

TEAE=treatment-emergent adverse event

Note: n=number of subjects who reported at least 1 TEAE in the category.
Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both

treatment groups.

Note: Data collected during treatment with the CZP 400mg Q4W dose in CIMPACT has been summarized under the Phase 3
CZP 200mg Q2W treatment group as they are the same cumulative monthly dose.

Note: The clinical cut date was

Data sources: 120-Day SU Table 5.3.1, Table 5.3.3

212 B LK HNDIEEER
2.1.2.1 E N ER

SRS FEEREZROGHIZET) TR WINrORGH THRIR %L LOF
FRREAUBNIKHONOAERRLEER L, HEMR R — & GEERERLEOE N ONRAIERL
fif) (2 OWTIE, 2K (All Cohort) [ZHRWTHRIE %L LOFEFERFRLEER L.
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2.1.2.1.1 BEAHARM (Week 0~16)
SS 23T HEARIR TRD LN AEFELIZHONT, DTN OB ERECRELE 5%LL o PT
FKOVHLT 2Nz, FEERIZED S TD SOC 2% 2-6 (TR LT-, F£72. CSSIZHOWTITLE
(All Cohort) THILHE 5%LL ED PT L OVHLT £ 9°XTo SOC %% 2-7 [ZR LT,

SS TiE, |HEMEZRHEE OEAWIMICHIT 2 FEFEFLOFRBRIL, 4 CZP BT 65.3%, PBO R
T 80.8% T -7z, CZP DGR TIL, CZP 200mg Q2W #£ T 68.8% K% U* CZP 400mg Q2W AT
62.3% T o7z, WEERETHIE L7 100 BF - FbH7- ) OFEFGRIFEIT, 2 CZP#HT
361.25/100 (&% - 4, PBO Hf T 682.41/100 [ - - Th o7z, CZP OFHHERITIL, CZP 200mg
Q2W T 404.88/100 4 - 4 K% U} CZP 400mg Q2W Ff T 326.12/100 4 - £ Th 7=,

4 CZP B ClR b RBLEDE N> 7- SOC 1% BYYER L OFAEHRSE] (39.6%) THY ., KW T
(G 3 X OV THEfkfESE ] (15.8%) . WONT [—i% - yfEER L OGS OREE) T
RARAE ) KON TiE#Ris L ONEEMMEE] (% 6.9%) Th-olz,

CZP 200mg Q2W #¥ CThc bR BLR D &) - 72 SOC 1% NEYWER L 0% hiE]  (33.3%) Th
0. WNT TSR X O MRRFEE ) (208%) . % - &FEERS L OGN OREE) &
O MEE, THBLOLESIHE] (% 104%) . WONS THERI L O% ORLRkEE

(8.3%) Th o7z,

CZP 400mg Q2W #f CThc b B BIR D &) - 7= SOC 1% NEYWER L O%AERIE]  (45.3%) Th
0. WNT TR O PRk E ) (11.3%) . WONS THIRKRE) RO THRRkEE] (%
75%) Th-o7=,

PBO Mt Tl LB D E -T2 SOC X EYYER L OWARAE]  (346%) THVH, KW T
[RZfER KO PRk (26.9%) . [Fpkgs. MoEhis X OWERRREE ] (19.2%) . IFONZ
MEE, TEHBIOUNEAIHE] KO THEERB IO ASMEEE] (% 154%) CThHhoT-,

CZP 200mg Q2W #£ T D4 SOC MDIE LR J OMRE 8 THIIE L 72 100 BF - EH -V DA EFSL
FEHI= % CZP 400mg Q2W HE L btk 45 & EYYWER L O%ARIE]  (FFh 33.3% LT
125.92/100 B4 - 4, 45.3% M T 185.60/100 (&% - ) ZBrE ., FBIteralAlfEREE XL CZP 200mg
Q2W BECmilnole, RIS L OB Ak ) DIEBIFIT CZP 400mg Q2W HEThe/h. PBO
THRARKTHY ., ZIULPT & D FEEM TMORBEOEIZL D LD TH T,

4x CZP BN OVPBO B Tl b R BIROE - 72 PT X &IHTHEZ  (CZP 400mg Q2W £, CZP 200mg
Q2W B & TN PBO BETZENZEIL 245%, 16.7%K% 11 19.2%) Th-o7T-,

CSS Tlid. HEMEMAL R E BE M OGRS OBEAMMIZ BT 2 8 EFLRORBARIT, £
FUEI 60.0% K N 71.4%, HRBEE THIIE L7- 100 3 - EH7- 0 OFEHLERBERIIZEZNEN
313.07 }2 1} 496.26/100 fR# - AEThH -7,

WAL R E RS Tl bR HLR D E ) > 72 SOC 13 RYMER L OEAHRGE]  (33.3%) ThHh
0. WNT TRRER X OV MHARIEE ) (26.7%) KON TEIRMAE ]  (20.0%) Tho7o, B
HIE R Tl b RBLRDE D o 72 SOC 1L THERRAS] RO TRER L OB FHEMES) (%
429%) THV, WNT EYYUER LA RE]  (286%) Th-olz,

ROIERENE NS T2 PTIL, WL RIHTER CTH 0 | LRSS 361 (20.0%) KO
PRI ER S 2 5] (28.6%) TR L7,
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#26 HEESH (£S0C, WNT HLT EWRPT>5%) (GEAHARE : Week 0~16)
— PS0017 3B (SS)
soc PSO (incl PsA)?
HLT PBO CZP 200mg Q2W | CZP 400mg Q2W AllCzP
PT N=26 N=48 N=53 N=101
100 subject-yrs 100 subject-yrs 100 subject-yrs 100 subject-yrs
=0.08 =0.15 =0.16 =0.31
n (%) IR n (%) IR n (%) IR n (%) IR
FTRTOFESES 21(80.8) | 682.41 | 33(68.8) | 404.88 | 33(62.3) | 326.12 | 66 (65.3) | 361.25
MiEEs LY v GRkEEE 0 — 2(42) | 13.92 0 — 2(2.0) 6.55
Sl 0 — 1(2.1) 6.87 0 — 1(1.0) 3.25
Hi L USkigmEE 0 — 1(2.1) 6.80 0 — 1(1.0) 3.24
IRk 1(38) | 1351 | 242 | 1390 | 1(1.9) | 623 | 3(3.0) 9.86
s 1(38) | 1335 | 3(6.3) | 2116 | 1(19) | 621 | 4(40) | 13.21
—f - BB BEE S KO GEBAL 1(3.8) | 1340 | 5(10.4) | 3606 | 2(3.8) | 1277 | 7(6.9) | 23.71
DIRAE
FFRRIE R P 0 — 1(2.1) 6.85 0 — 1(1.0) 3.25
YHE R & OV hE 9(34.6) | 140.30 | 16(33.3) | 125.92 | 24 (45.3) | 185.60 | 40 (39.6) | 156.02
HIERYENE C 0 — 2(42) | 1366 | 4(75) | 2560 | 6(59) | 19.83
AILARA T A L R Y 0 — 3(63) | 2102 | 2(38) | 1271 | 5(5.0) | 16.66
ALy INT A LAY | 3(115) | 4096 | 1(2.1) 6.81 0 — 1(1.0) 3.24
A TNT 3(115) | 4096 | 1(2.1) 6.81 0 — 1(1.0) 3.24
BRI 7(26.9) | 10539 | 8(16.7) | 58.39 | 15(28.3) | 104.66 | 23(22.8) | 82.05
EEEEDS 5(19.2) | 73.11 | 8(16.7) | 58.39 | 13(24.5) | 89.64 | 21(20.8) | 74.46
B, hEk L OEAE 4(15.4) | 55.30 | 5(10.4) | 35.26 0 — 5(5.0) | 16.46
. MEd K OIHRHRLE 2(7.7) | 2649 0 — 0 — 0 —
B 2(7.7) | 26.49 0 — 0 — 0 —
E AT 2(7.7) | 2843 | 3(6.3) | 2122 | 4(75) | 2554 | 7(6.9) | 23.49
A L Ok E 1(38) | 1341 | 242 | 1376 0 — 2 (2.0) 6.51
A E R K OSSR 4(154) | 5723 | 4(83) | 2789 | 3(57) | 1899 | 7(6.9) | 23.23
BE & B s & OYER 2(7.7) | 2708 | 1(21) 6.88 0 — 1(1.0) 3.25
R L O AHOKE | 1(38) | 1344 | 1(21) 6.76 3(57) | 1899 | 4(4.0) | 13.08
IR 3 KL ORI
Bk, M L OGERREBoH | 3(115) | 4006 | 2(42) | 1389 | 1(1.9) | 624 | 3(3.0) 0.86
AW (BREBIORY -7 %245
[5)
BYRER A 3(115) | 4006 | 2(42) | 13.89 | 1(L9) 6.24 3(3.0) 9.86
B e FLEENE 2(7.7) | 2671 | 1(21) 6.89 1(1.9) | 6.24 2(2.0) 6.55
ek A i 3(115) | 4326 | 2(42) | 1370 | 4(75) | 2598 | 6(5.9) | 20.00
HillEENEC 2(7.7) | 2763 0 — 0 — 0 —
FEaEaE 0 — 0 — 1(1.9) | 6.28 1(1.0) 3.26
Bk L ORISR E 1(38) | 1348 0 — 0 — 0 —
MEREE RS L OVEhRREE 5(19.2) | 7167 | 2(42) | 1382 | 3(.7) | 1892 | 5(5.0) | 16.49
MGk 5 2 ONBEELSE R 4(154) | 5729 | 2(42) | 1382 | 2(38) | 1258 | 4(4.0) | 13.17
%k 4(154) | 5729 | 2@2) | 1382 | 2(3.8) | 1258 | 4(4.0) | 1317
eI F KO TRk 7(26.9) | 109.68 | 10(20.8) | 76.19 | 6(11.3) | 40.27 | 16(15.8) | 57.09
KR E L2 0 — 3(6.3) | 2055 | 1(L.9) 6.27 4(4.0) | 13.09
ZHFEENE C 2007) | 2171 | 121 6.90 0 — 1(1.0) 3.26
7 9 I 2007) | 2171 | 12 6.90 0 — 1(1.0) 3.26
L3 BINS 5(19.2) | 7515 | 2(@42) | 1392 | 2(38) | 1261 | 4(40) | 13.23
HLRE 5(19.2) | 7515 | 2(42) | 1392 | 2(38) | 1261 | 4(40) | 13.23
M PEE 0 — 0 — 1(1.9) 6.18 1(1.0) 3.23
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SOC PSO (incl PsA)?
HLT PBO CZP 200mg Q2W | CZP 400mg Q2W All Czp
PT N=26 N=48 N=53 N=101
100 subject-yrs 100 subject-yrs 100 subject-yrs 100 subject-yrs
=0.08 =0.15 =0.16 =0.31
n® | IR n® | IR n® | IR n® | IR

CZP=certolizumab pegol; HLT=high level term; incl=including; IR=incidence rate; PBO=placebo; PsA=psoriatic arthritis;
PSO=psoriasis; PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; SS=Safety Set; subject-yrs=subject-

years; TEAE=treatment-emergent adverse event
MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the SOC/HLT/PT.
Note: Percentages were based on the number of subjects in the SS.
Note: Treatment-emergent adverse events; HLTs and PTs reported in >5% of subjects in any treatment group were included.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until

Week 16.
a Treated under double-blind conditions.
Data sources: PS0017 Final CSR Table 8.3.1.1FA

#2717 HEES (£S0C, LTITLET>5%D HLT RUPT)  CEAHIR : Week 0~16)
- PS0017 3Bk (CSS)
soc EP® GPP? All Cohort
HLT All EP All GPP N=22
PT CZP 200mg Q2W | CZP 200mg Q2w 100 subject-yrs
or CZP 400mg or CZP 400mg =0.07
Q2w Q2w
N=15 N=7
100 subject-yrs 100 subject-yrs
=0.05 =0.02
n (%) IR n (%) IR n (%) IR
T_RCOFERS 9(60.0) | 313.07 | 5(71.4) | 496.26 | 14 (63.6) | 360.61
—fk - BHFEER LU SEMORE 1(6.7) | 23.44 0 — 1(45) | 1559
JF B A == 2(13.3) | 46.41 0 — 2(9.1) | 3097
fFlER R L OV RERE = 2(13.3) | 4641 0 — 2(9.1) | 3097
JFRgRE R 2(13.3) | 4641 0 — 2(9.1) | 3097
FEYLER L O BUE 5(33.3) | 12381 | 2(28.6) | 126.82 | 7(31.8) | 124.66
AILARA T A L ARG 2(13.3) | 47.10 0 — 2(9.1) | 3127
R SRR L OB AR Y 2(13.3) | 46.00 0 — 2(9.1) | 30.78
RGERY 4(26.7) | 93.83 | 2(28.6) | 126.82 | 6(27.3) | 102.74
PR 3(20.0) | 70.38 | 2(286) | 126.82 | 5(22.7) | 85.62
B, PEB X OWEAOHE 2(13.3) | 4946 | 1(14.3) | 5052 | 3(13.6) | 49.81
IR 3(20.0) | 72.76 | 3(42.9) | 152.82 | 6(27.3) | 98.58
IFekne A 1(6.7) | 2344 | 1(143) | 5003 | 2(9.1) | 31.93
TI=VT ) T AT 2T =PRI 1(67) | 2344 | 1(143) | 5003 | 2(9.1) | 31.93
BRI 8RR L O E R DIREE 0 — 2(286) | 9475 | 2(9.1) | 30.14
=R 1(6.7) 2281 | 1(14.3) | 4731 2(9.1) 30.78
IO N 1(6.7) | 2281 | 1(143) | 4731 | 2(9.1) | 30.78
A8 S & O Ak b 1(6.7) | 2231 0 — 1(45) | 15.08
B, BB XOSEMAHOIEY (Tl L 0w 0 — 1(14.3) | 5210 | 1(45) | 1552
U—7%5E1)
FE g, MR K OERE = 1(6.7) | 23.16 0 — 1(45) | 1546
B L O Tk 4(26.7) | 102.31 | 3(42.9) | 189.90 | 7(31.8) | 127.52
FIHFIENEC 2(13.3) | 49.03 0 — 209.1) | 3211
Z 9 FEIE 2(13.3) | 49.03 0 — 2(9.1) | 3211
HEREIRHE 1(6.7) | 2286 | 1(14.3) | 5419 | 2(9.1) | 3215
A REE 1(6.7) | 2222 0 — 1(45) | 15.04
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SoC EP2 GPp? All Cohort
HLT All EP All GPP N=22
PT CZP 200mg Q2W | CZP 200mg Q2W 100 subject-yrs
or CZP 400mg or CZP 400mg =0.07
Q2w Q2w
N=15 N=7
100 subject-yrs 100 subject-yrs
=0.05 =0.02
n® | IR n% [ IR n® | IR

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis;
HLT=high level term; IR=incidence rate; PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; subject-
yrs=subject-years; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the SOC/HLT/PT.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: Treatment-emergent adverse events HLTs and PTs reported in >5% of subjects in all cohort were included.
Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until
Week 16.

a Allocated to the cohort and treated under open-label conditions.

Data source: PS0017 Final CSR Table 8.3.4FA

2.1.2.1.2 B AHAfE 4 EAR (Week 0~52)

SS 28T 2 E AW +HHERFAR TR LN FEFHLRITONT, WIT N ORGHETRILIE 5%
PLE®PT EOVHLT 2z, BERICED 594 TD SOC 2% 2-8 1/r L7z, /=, CSSIZ»o
WTIE 2R (All Cohort) THILZR 5%LL D PT L OYHLT &34 To SOC #5% 2-9 [Z/x L7,

SS Tl =i MRt OB AWM +HEFFIMIC I 2B FFRORIEIL, &2 CZPHT
91.0% Tdh>7-, 4 CZP BETIT, MEFEE THIIE L7- 100 ¥ - EH7- 0 OF EHELIEH RIH 5
MOIERATLE S ERITA BT CEASIRM @ 361.25/100 i - 4F, AR +#ERFIR : 307.47/100
B ) | BEEIRRICL DY A7 0 ERITERD bR hoTn, EAMRHERMIC B T 5 A E
FHOFEBIFIL, CZP 200mg Q2W #f (87.5%) & CZP 400mg Q2W Ff (84.4%) TRIRRECTH -7z
2, BREEEECHIE L72 100 BB - fEH 72 OFFFGHEBIEIL, CZP 400mg Q2W # (261.00/100
B - 4E) X v CzZP200mg Q2W ¥ (352.71/100 H# - 4E) Th M@ -7,

4 CZP BECTHR BB D EH - 72 SOC X NEGMER L OFFAERSE]  (63.1%. 104.29/100 &
FAFE) THY, WNT TR XOBCTHMREE ) (36.1%. 44.31/100 &% - ) . [AirEHEH%
BLOREAHAREE ]  (18.9%., 20.47/100 £ - 4£) . KO THEEE]  (16.4%, 17.52/100
H ) ThoT,

CZP 200mg Q2W & The b I BLR D E N o 72 SOC 1% NEYWER L O HIE]  (54.2%.
91.42/100 /3 - 4E) TH Y, W\ T TR L O FHikREE ) (40.3%, 62.77/100 /4 -
) . THBREE)  (18.1%. 23.79/100 B3 - 4) . [ArEMERE L ONEGHMEE) KO 15
EOPHEBIOWESIHE] (% 16.7%., 21 21.16/100 &1 21.17/100 £ - 4) | WO
MR . HRREE] KON TR, Maslis JOWERREE) (% 13.9%. ZiEi
17.42, 17.08, M UX17.24/100 4 - 4£) Tho7=,

CZP 400mg Q2W B T bR D E v > 72 SOC 1% EYYER L OVEAHRIE]  (60.9%.
117.37/100 & - 4F) TH Y, RWT TRFRB IO FHARES ) (26.6%, 31.52/100 £%# -
) L TEBRSRB KON A MRS (17.2%. 19.62/100 3 - 4F) | THFRREEE) KON [P
e, MOERF X OWERRREDS | (4% 12.5%, 14 14.16/100 J O 13.73/100 (&% - 4F) | WTNT
[HiGMEE]  (10.9%, 11.76/100 B « ) Tho 1,
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4 CZP BE Tl I BLE D Eh - 7o PT 1L IHEAZK (CZP 200mg Q2W #f : 34.7%. CZP 400mg
Q2W &t : 43.8%) TH 7=,

CSS Tld, LML EAE B M O M i AR O AW+ HERE IR IS 3 1 D FEF R ORI
Fl, I 93.3% KN 100% Th o7z, BEFEE CHIE L7z 100 BE - Fh1- ) OFERFGIHEL
IK, WREVEALRE RS GELAIR ¢ 313.07/100 M3 - 45, S AMIRIHHERFIR ¢ 270.99/100 £
FH AR RONEBRPEELRERE CEAIR : 496.26/100 [ « 4E, E AR +HERFHIR : 476.12/100
B ) CEREAONT, REBZRICEID Y X770 ERITED oo,

BRIV RE B Ol b RHLER D@ H o 72 SOC 13 NEUER L OFAEHSE]  (66.7%.
102.40/100 /B « ) THY ., RNT [RFFL X OB FHMEREE)  (53.3%, 75.19/100 &£ -
) . TERIRRRAE)  (26.7%. 32.08/100 3 - 42) | WONC TFIHERREE) | GEF, FEk X
OMLESOHE] . THrEHSRI KOREEMMREE ] RO TRERER, il L OWHRIESE ] (%
20.0%, I ZE4 22,01, 23.24, 22,55, % ()22.52/100 B4 « ) THholz,

JE PR R R Tl b R BLR D E D - 72 SOC 1T THREIA | KON TREF X OB FrafkiEs)
(% 85.7%, ZiL%71 135.78/100 J2 1) 155.32/100 F2FE - 4F) ThH V. IRWWT ERYUER L OFAER
fie ]  (57.1%, 80.05/100 FBF - 47) | WNZ MEE, FEHB LOWESOHE]  (42.9%. 46.49/100
BE ) Tholz,

AR HEEFIIC BT L, B EBRDNE N> 72 PT IE, Sl R E B E CILEaNREE 7%
(46.7%., 63.66/100 255 - 4F) TH V. IBEMEREEESE CIIEEER L Ny— TNV H IV FT A
7 =T —EHIN (4% 28.6%. FiLFH 34.51/100 }2 X 28.65/100 H£E - 4F) Th o7,

FERDE N -72 SOC ( NEYWERS L OFAMIE] ) KOPT (MIHZEZ) 1L, CZP OEEM D%
TR T 7 AN E—EL TV,
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#2-8 BAEHEHL (£S0C, ¥NZ HLT KU PT>5%)

(AR +HERFHAR © Week 0~52)

— PS0017 3B% (SS)

socC PSO (incl PsA)?
HLT CZP 200mg Q2Wb CZP 400mg Q2W All CzP
PT N=72 N=64 N=122
100 subject-yrs=0.64 100 subject-yrs=0.63 100 subject-yrs=1.26
n (%) # IR n (%) # IR n (%) # IR
TRTOFEHRESR 63 (87.5) 230 352.71 54 (84.4) 187 261.00 111 (91.0) 417 307.47
MR LY SR EE 3(4.2) 3 4.88 1(1.6) 1 1.60 4(3.3) 4 3.24
D 2(2.8) 3 3.21 1(1.6) 1 1.60 3(2.5) 4 2.41
Hi L OSkgREE 1(1.4) 1 1.60 0 0 - 1(0.8) 1 0.80
RfEZE 5 (6.9) 9 8.27 3(4.7) 3 4.90 8 (6.6) 12 6.57
I 13 (18.1) 15 23.79 7(10.9) 7 11.76 20 (16.4) 22 17.52
A KO E DR K OWRIE 4 (5.6) 4 6.56 1(1.6) 1 1.59 5(4.1) 5 4.04
b 4 (5.6) 4 6.56 1(1.6) 1 1.59 5(4.1) 5 4.04
— % - REREE L O S O REE 9 (12.5) 11 15.64 5(7.8) 5 8.43 14 (11.5) 16 12.05
JHFRRE R PR 5 (6.9) 6 8.14 3(4.7) 3 4.87 8 (6.6) 9 6.50
Gl = 2(2.8) 2 3.19 1(1.6) 1 1.60 3(25) 3 2.40
JYE I KL OVE/AE E 39 (54.2) 65 91.42 39 (60.9) 86 117.37 77 (63.1) 151 104.29
HIE YN E C 3(4.2) 3 4.88 5(7.8) 6 8.33 8 (6.6) 9 6.59
AILALATT A JL A Y 4 (5.6) 4 6.54 3(4.7) 3 4,99 7(5.7) 7 5.79
BRI UMK Rk R e 4 (5.6) 4 6.44 2(3.1) 5 3.28 6 (4.9) 9 4.88
R 5 (6.9) 6 8.08 5(7.8) 7 8.35 10 (8.2) 13 8.21
JND Bz &SRR EE 1(1.4) 1 1.60 4 (6.3) 4 6.60 5 (4.1) 5 4.06
R 25 (34.7) 32 49,57 29 (45.3) 52 68.89 54 (44.3) 84 59.09
[ENGEEDN 25 (34.7) 30 49.12 28 (43.8) 48 64.08 53 (43.4) 78 56.72
B, gk L OWLE A OHE 12 (16.7) 12 21.17 5(7.8) 6 8.27 17 (13.9) 18 14.51
FERIENE C 4 (5.6) 4 6.56 3(4.7) 3 4.89 7(5.7) 7 5.72
[ 10 (13.9) 12 17.42 6 (9.4) 10 10.22 16 (13.1) 22 13.78
REHE L OasiEE 2(2.8) 3 3.25 3(4.7) 3 4.88 5(4.1) 6 4.06
a2 L O O ks == 12 (16.7) 15 21.16 11 (17.2) 12 19.62 23 (18.9) 27 20.47
fE R E KON SRk OE R L Ot 5(6.9) 7 8.28 6 (9.4) 7 10.20 11 (9.0) 14 9.26
AR
i 4 (5.6) 5 6.57 3(4.7) 4 491 7(5.7) 9 5.74
Bk, Bl LOSE R OS Ay (5 3(42) 3 4.87 3(4.7) 3 4.91 6(4.9) 6 491
JAB XL ORY —T 2 ETr)
B FLEA R 1(14) 1 1.59 1(1.6) 1 1.61 2 (1.6) 2 1.61
R TR i 10 (13.9) 11 17.08 8 (12.5) 10 14.16 17 (13.9) 21 14.79

mMENY c2XNhHU5

S THULE v'L°C
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SOC PSO (incl PsA)?
HLT CZP 200mg Q2w» CZP 400mg Q2W All Czp
PT N=72 N=64 N=122
100 subject-yrs=0.64 100 subject-yrs=0.63 100 subject-yrs=1.26
n (%) # IR n (%) # IR n (%) # IR
JHRNE C 4 (5.6) 4 6.39 4 (6.3) 6 6.71 7(.7) 10 5.73
SRR 4 (5.6) 4 6.39 4(6.3) 6 6.71 7(5.7) 10 5.73
i p s 1(1.4) 1 1.59 1(1.6) 1 1.60 2(1.6) 2 1.60
BB X OYRKEE 1(1.4) 1 1.59 0 0 — 1(0.8) 1 0.79
IR LU EREE 1(14) 1 1.58 0 0 — 1(0.8) 1 0.79
2R, MOERIs I OVERm e 2 10 (13.9) 11 17.24 8(12.5) 9 13.73 18 (14.8) 20 15.50
TSP ONE L U/ N 5(6.9) 6 8.32 3.7 4 491 8(6.6) 10 6.60
ZIk 4 (5.6) 5 6.61 3@.7) 4 491 7(.7) 9 5.75
RGBS K OMER 4 (5.6) 4 6.49 3@.7) 3 4.90 7(5.7) 7 5.71
FREE X OV FHiskrEE 29 (40.3) 42 62.77 17 (26.6) 25 31.52 44 (36.1) 67 4431
TRZY VBB L7 U REE 4 (5.6) 4 6.63 1(1.6) 2 1.61 5(4.1) 6 4.09
BB E L N3 11 (15.3) 14 19.15 9(14.1) 10 15.55 19 (15.6) 24 16.49
1 5(6.9) 7 8.28 4(6.3) 4 6.62 9(7.4) 11 7.45
T B 2% 2(2.8) 2 3.22 4(6.3) 4 6.59 6 (4.9 6 4.88
EEIRAE 8(11.1) 8 13.13 5(7.8) 5 8.09 13 (10.7) 13 10.63
[ 8(11.1) 8 13.13 5(7.8) 5 8.09 13 (10.7) 13 10.63
1A e 3.2 3 481 1(1.6) 1 1.61 4(3.3) 4 3.22

CZP=certolizumab pegol; HLT=high level term; incl=including; IR=incidence rate; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis; PT=preferred term; Q2W=every 2 weeks; Q4W=every
4 weeks; SOC=system organ class; SS=Safety Set; subject-yrs=subject-years; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the SOC/HLT/PT. #=number of individual occurrences of the TEAE in that category.

Note: TEAE HLTs and PTs reported in >5% of subjects in any treatment group were included.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until 70 days after last dose.

a Includes all subjects (double-blind and open-label [escape] treatment).

b CZP 200mg Q2W + CZP 400mg Q4W

Data source: PS0017 Final CSR Table 8.3.2.1FA
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#£2-9 FEHESL (£S0C, WNNTLET>5%D HLT ZUPT)

(B R +HERF AR : Week 0~52)

—PS0017 3B (CSS)

soc EP? GPP @ All Cohort
HLT All EP All GPP N=22
PT CZP 200mg Q2W CZP 200mg Q2W 100 subject-yrs=0.23
or CZP 400mg Q2w or CZP 400mg Q2W
N=15 N=7
100 subject-yrs=0.15 100 subject-yrs=0.08
n (%) # IR n) | # IR n (%) # IR
FTRTOFESES 14(93.3) | 63 | 270.99 | 7(100) | 37 | 476.12 | 21(95.5) | 100 | 316.43
Migds LY o SRREE 0 0 — 2(286) | 2 | 26.76 2(9.1) 2 8.81
RpEE 167) | 1 6.70 0 0 — 1(4.5) 1 435
s 2(133) | 2 | 1391 | 2(286) | 2 | 2867 | 4(18.2) 4 18.73
i - L PEE R L OGN 167 | 1| 679 0 0 — 1(45) 1 4.39
DIRKE
IR R RS 3(200) | 4 | 2201 0 0 — 3(13.6) 4 13.84
JFEER B L OV RERSSE 2(133) | 2 | 1435 0 0 — 2(9.1) 2 9.09
JH A RE B 2(133) | 2 | 1435 0 0 — 2(9.1) 2 9.09
FrmiabEE R L OBFRNE C 2(133) | 2 | 14.15 0 0 — 2(9.1) 2 9.01
NEHIT 2(133) | 2 | 1415 0 0 — 2(9.1) 2 9.01
S REE 0 0 — 1(143) | 1 | 1337 1(4.5) 1 4.40
BRYLER K O% A e 10(66.7) | 20 | 102.40 | 4(57.1) | 10 | 80.05 | 14(63.6) | 30 | 94.83
AL T A L R R 2(133) | 3 | 1359 0 0 — 2(9.1) 3 8.78
A INTFTAL VAR | 2(133) | 2 | 14.00 0 0 — 2(9.1) 2 8.95
LI N W 2(133) | 2 | 14.00 0 0 — 2(9.1) 2 8.95
PR L ORISR | 2(13.3) | 2 | 14.08 0 0 — 2(9.1) 2 8.99
FURER 0 0 — 2(286) | 2 | 2758 2(9.1) 2 8.90
RSB R 8(533) | 11 | 7878 | 3(429) | 8 | 5894 | 11(50.0) | 19 | 72.16
EEEDS 7(46.7) | 10 | 6366 | 2(286) | 7 | 3451 | 9(409) | 17 | 53.60
BE, PR L OWE A OMHE 3(20.0) | 7 | 2324 | 3(429) | 4 | 4649 | 6(27.3) | 11 | 30.99
HNLARHOEENE C 1(6.7) | 1 691 | 1(143) | 1 | 1286 2(9.1) 2 8.99
BHE 167) | 1 691 | 1(143) | 1 | 12.86 2(9.1) 2 8.99
FERIENE C 2(133) | 2 | 1417 | 2(286) | 2 | 2957 | 4(18.2) 4 19.16
Fe s e 167) | 1 690 |1(143) | 1 | 1421 2(9.1) 2 9.29
BRI A 4(26.7) | 5 | 3208 | 6(85.7) | 10 | 135.78 | 10(455) | 15 | 59.22
IR 1(6.7) 1 708 | 3(429) | 5 | 4887 | 4(18.2) 6 19.75
TI=VT ) NTUART 167) | 1 708 | 1(143) | 1 | 1417 2(9.1) 2 9.44
T 3 ““"Ei%j]l:]
y =T NEINETURT 0 0 — 2(286) | 2 | 2865 2(9.1) 2 9.01
- ? _‘Ei%jm
HIKMZEERS L UOSRERD 167 | 1 6.76 | 2(28.6) | 2 | 31.60 | 3(13.6) 3 14.20
bINGE
IREEHE N 167 | 1 676 | 1(143) | 1 | 13.95 2(9.1) 2 9.10
[ ER AR 167) | 1 673 | 2(286) | 2 | 27.88 | 3(13.6) 3 13.62
FFERERE N 1(6.7) 1 673 | 1(143) | 1 13.94 2(9.1) 2 9.08
T ERR TS K O B FR Rk 3(20.0) | 4 | 2255 0 0 — 3(13.6) 4 14.05
kR L O SkoE | 2(133) | 2 | 13.84 0 0 — 2(9.1) 2 8.89
i K Ok
R 2(133) | 2 | 1384 0 0 — 2(9.1) 2 8.89
Bk, BEEds X OGERIRBA OB 0 0 — 1(143) | 1 | 1432 1(45) 1 4.50
Ay (BIRBLIORY —T %48
ir)
TR AR 167) | 1 6.65 0 0 — 1(4.5) 1 433
MR aE, BESEs & OVERREE 3(200) | 3 | 2252 0 0 — 3(13.6) 3 14.04
S & O 3(20.0) | 3 | 2252 0 0 — 3(13.6) 3 14.04
MK 3(20.0) | 3 | 2252 0 0 — 3(13.6) 3 14.04
B3 L O T RkRE 5 8(533) | 14 | 7519 | 6(85.7) | 7 | 15532 | 14(636) | 21 | 96.54
ek X N5 2(133) | 2 | 14.23 0 0 — 2(9.1) 2 9.05
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SOC EP? GPP 2 All Cohort
HLT AllEP All GPP N=22
PT CZP 200mg Q2W CZP 200mg Q2W 100 subject-yrs=0.23
or CZP 400mg Q2w or CZP 400mg Q2W
N=15 N=7
100 subject-yrs=0.15 100 subject-yrs=0.08
n (%) # IR n (%) # IR n (%) # IR
It 2 2(133) | 2 14.23 0 0 — 2(9.1) 2 9.05
HRLEE 1(6.7) 1 6.80 1(143) | 1 14.10 2(9.1) 2 9.17
FLBE 1(6.7) 1 6.80 1(143) | 1 14.10 2(9.1) 2 9.17
SeE s K OSERRME R RS R 1(6.7) 1 6.77 1(143) | 1 13.24 2(9.1) 2 8.96
fe
FIOEENE C 2(133) | 2 1526 | 1(143) | 1 13.26 3(13.6) 3 14.53
% 9 FEIE 2(133) | 2 1526 | 1(143) | 1 13.26 3(13.6) 3 14.53
[ RN 5@333) | 5 34.07 | 2(286) | 3 29.30 7(31.8) 8 32.55
B 4(26.7) | 4 2719 | 1(143) | 1 12.54 5(22.7) 5 22.04
1 7 1(6.7) 1 6.97 0 0 — 1(4.5) 1 4.46

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis;
HLT=high level term; IR=incidence rate; PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; subject-
yrs=subject-years; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE within SOC/HLT/PT. #=number of individual occurrences of the
TEAE.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: Treatment-emergent AE HLTs and PTs reported in >5% of subjects in all cohort were included.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until
70 days after last dose.

a Allocated to the cohort and treated under open-label conditions.

Data source: PS0017 Final CSR Table 8.3.5FA

2.1.22 By eLER
FTRTOPFELRENET —ZIZOVT, RBEEGRICEIA LAFERZEO L, X
S HLNHIAHFEFERIL, FET —Z OWTNNOREGHETHRBLE SWBOAEFS L ER LT,

2.1.2.2.1 BAHIE (Pool S1)

Pool S1 ME AHARNIZERD BN HEERIZOWT, WITNDDOEHRETHIIZE 5%i#H O PT L
HLT (20, HEFIZED 539 XTO SOC 25 2-10 ([T LT,

Pool S1 Ti¥, AEFEHERORIFIXKGHTRBBUARBE ChHh-o7-, —#d SOC ( JEYE
BLOFAEDE] | THRHRA] . TRREE) | TRERB X OB THRRES ) KO TE R
%)) TlX, CZP200mg Q2W FEDIEHLZR)S CZP 400mg Q2W #¥ }2 (8 PBO REIZ HE TR < |
CZP 400mg Q2W #f & PBO BEDORILRIIFFEE CTh o7z, [ « RHIEF L OGN OWR
HE) R OY TRplkss, Moslids L OMERIES ) <k, HERISEOHEA DT NCRBD bz, [—
% - HREER L O GENLORE ] OFBIRIL, FHEALE (HLT) I2X2 5D Tho72h3,
WD CZP Fe HE T I BURITMRD o 7o FEFHBAL SN DV TIE, 2.1.9.3 HICFREHEL L 7=,

R 2, MoEhds K OMERREE ) OZIC O VT, FEORKITEED beh o7, BEEE CHiES
5L, BBUREKOBER RS S,

Pool S1 T b HHLRD @ H - 7= PT 1T &uHEEZK  (CZP 400mg Q2W £, CZP 200mg Q2W Af & Y
PBO #ETZINEIL 12.6%, 12.0%&% (N 12.1%) TH V., R\ T EAERY: (CZP 400mg Q2W A,
CZP 200mg Q2W #£ &% O PBO #ECTEANLZIL 6.7%, 4.9%% (X 7.0%) Th-o7-, PBO BETIL, FEEHLF
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5% PTIZZ S FESE (5.7%) M3 £AL7=7A%, CZP 400mg Q2W A K UF CZP 200mg Q2W i Tld.
ZIPFIEDFEBRIINVT DG 5WHIZE Leh o7 (£ 35% K Y 1.4%) .
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#2-10 AEEH (£S0C, ¥ OUZ HLT XPT>5%) (GEA#IR : Week 0~16) - Pool S1
socC PBO CZP 200mg Q2W CZP 400mg Q2W All CzP
HLT N=157 N=350 N=342 N=692
PT 100 subject-yrs=0.47 100 subject-yrs=1.07 100 subject-yrs=1.05 100 subject-yrs=2.11
n (%) # IR n (%) # IR n (%) # IR n (%) # IR
TNTOREHRS 97 (61.8) 214 | 34258 197 (56.3) 426 | 292.12 217 (63.5) 571 | 348.30 414 (59.8) 997 319.10
Mg LY v REE 1(0.6) 1 2.13 6 (1.7) 6 5.68 6 (1.8) 6 5.79 12 (1.7) 12 5.73
N 0 0 — 1(0.3) 1 0.94 4(1.2) 5 3.84 5(0.7) 6 2.37
iﬂi‘ IR & USRHARTERE 0 0 — 0 0 — 3(0.9) 3 287 3(0.4) 3 1.42
Hip X OskKREE 1(0.6) 2 2.14 4(1.1) 4 3.79 0 0 — 4 (0.6) 4 1.90
PN o R 0 0 — 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
ARpEE 2(13) 2 4.28 4(1.1) 5 3.79 9(2.6) 9 8.70 13 (1.9) 14 6.22
B i 12 (7.6) 18 26.95 28 (8.0) 36 27.55 33 (9.6) 47 33.39 61 (8.8) 83 30.43
. Ju e E N SELSYF
@3;%@% 40 KU AL 9(5.7) 10 19.87 21 (6.0) 28 20.66 30 (8.8) 41 30.64 51 (7.4) 69 25.56
JHF RS R REE 1(0.6) 1 2.14 3(0.9) 4 2.82 2(0.6) 2 1.92 5(0.7) 6 2.37
o RREE 1(0.6) 1 2.14 4(1.1) 4 3.78 1(0.3) 1 0.96 5(0.7) 5 2.38
YR L O B 53 (33.8) 63 136.19 108 (30.9) 140 | 12161 124 (36.3) 164 146.59 232 (33.5) 304 133.80
I RGERY 33(21.0) 36 78.07 72 (20.6) 83 75.93 78 (22.8) 93 85.41 150 (21.7) 176 80.58
SHPA S 19 (12.1) 21 43.10 42 (12.0) 47 42.20 43 (12.6) 50 44,08 85 (12.3) 97 4313
RGER 11 (7.0) 12 24.26 17 (4.9) 17 16.40 23(6.7) 26 22.91 40 (5.8) 43 19.60
&5, Pl L OWESOHE 7 (4.5) 8 15.35 18 (5.1) 20 17.38 19 (5.6) 25 18.83 37 (5.3) 45 18.10
R AR AL 11 (7.0) 14 24.05 22 (6.3) 40 21.16 30 (8.8) 43 29.70 52 (7.5) 83 25.37
REHR L Ok E 5(3.2) 6 10.89 8(2.3) 9 7.60 9 (2.6) 9 8.68 17 (2.5) 18 8.14
B R F & OVRE ARk b 17 (10.8) 21 38.47 24 (6.9) 30 23.36 27 (7.9) 31 26.63 51 (7.4) 61 24.99
BPE, B X ORI O
AW (FRBIUORY —T %5 2(1.3) 2 4.30 2(0.6) 3 1.89 5 (1.5) 5 4.80 7 (1.0) 8 3.33
[5))
PRI RIE 13 (8.3) 16 29.01 18 (5.1) 21 17.56 32(9.4) 52 32.29 50 (7.2) 73 24.80
i 2(1.3) 2 4.30 4(1.1) 5 3.78 8(2.3) 10 7.75 12 (1.7) 15 5.74
B s L OUR K E 2(13) 2 4.27 2(0.6) 2 1.88 6 (1.8) 6 5.78 8(1.2) 8 3.80
AFERE L OLERE 4(25) 6 8.70 2 (0.6) 2 1.88 5 (1.5) 7 481 7 (1.0) 9 3.33
e ER, BOsREs & OMithmie s 5(3.2) 5 10.87 13(3.7) 16 12.44 26 (7.6) 31 25.68 39 (5.6) 47 18.96
FERG R X OV TRk 22 (14.0) 25 52.42 34(9.7) 39 33.83 43 (12.6) 55 44.77 77 (11.1) 94 39.18
ZIHFEENEC 10 (6.4) 1 2258 7(2.0) 7 6.67 15 (4.4) 16 14.83 22(3.2) 23 10.67
5 FEE 9(5.7) 10 20.19 5 (1.4) 5 4.75 12 (3.5) 13 11.77 17 (2.5) 18 8.20

MNENY 2NN

S THULE v'L°C
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soc PBO CZP 200mg Q2W CZP 400mg Q2W All CzP
HLT N=157 N=350 N=342 N=692
PT 100 subject-yrs=0.47 100 subject-yrs=1.07 100 subject-yrs=1.05 100 subject-yrs=2.11
n (%) # IR n (%) # IR n (%) # IR n (%) # IR
SEHE X OWRHLE 1(0.6) 1 2.14 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
A REE 6 (3.8) 8 13.09 9 (2.6) 9 8.60 16 (4.7) 17 15.69 25 (3.6) 26 12.10

CZP=certolizumab pegol; HLT=high level term; incl=including; IR=incidence rate; NEC=not elsewhere classified; PBO=placebo; PT=preferred term; Q2W=every 2 weeks; SOC=system organ

class; subject-yrs=subject-years; TEAE=treatment-emergent adverse event
MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the SOC/HLT/PT. #=number of individual occurrences of the TEAE.

Note: IR=incidence of new cases per 100 subject-yrs.
Data sources: ISS Table 5.1.3, Table 5.1.9.1

MNEY L2XNNUNE

S THULE v'L°C
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212211 RIER 1%ULOEEER
Pool S1 M AHARIIZ 1%Ll EOWERE TR b= A EHL % [ISS Table 5.1.9.2] (TR L7z,
1%LL EOHERE TRO LN A EFLOREERIT, 2 CZP#EE PBORETCHRIEE CTH-7- (i
TR 44.1% % 1N 43.3%) . 1%LL EOWEERE TR LN AEFESOIERIL, CZP 200mg Q2W £f
(40.9%) L CZP400mg Q2W #f (47.4%) TN -7,

HEFEG (PT) ORBEZ, b0 Rfs ez, KEHMCRRBE Ch o=, B, 5HHE
K OHERE DS ELER T PBO BE TR0 < . CZP 400mg Q2W #F & CZP 200mg Q2W A CIX[FEIFLE Th
STz, EROFEHERIL CZP 400mg Q2W £ T 2.3%, CZP 200mg Q2W AET 0.6% T - 7-4%, PBO
BECITEAMMCERERI L -WBRE 1IN 2o Te, 7792073 b T A7 =27 —BHINO
FEHLERT, CZP 400mg Q2W F¥ K T} CZP 200mg Q2W ¥ TZ L4 0.9% M X 2.9% T ¥ . PBO #f
TET7=073 7 NI AT =7 —BHMEREL LT RE 1L oo le, 7T ANT X UET
) FT AT =T —PHIINOFREIRIL, CZP 400mg Q2W #£ T 0.6%. CZP 200mg Q2W BT 2.3% T
HU . PBORECT ANRTEUIET ) TV AT =T —PHMNERE LEEREI T Ao T,

Z D FEEDFRBIZIT, CZP 400mg Q2W #£ T 3.5%, CZP 200mg Q2W #£C 1.4% T > 7= DIZxf L,
PBO Bf TIL5.7% Th > 7=, MWD REIARIL, CZP 400mg Q2W £ & PBO HETRIBEE TH Y (Th
T 3.2%K% T8 1.9%) . CZP200mg Q2W B (1.1%) X Y b9 2@ d -7z [1SS Table 5.1.9.2]

Pool S1 M4 CZP #¥ & N PBO REIZ DWW T, 1%L LA TR b= HEFHR A2 A7
2K 2-1 V2R LTz, = OfoFEREL D4 CZP #f & PBO #f, CZP 200mg Q2W #f & PBO #E & Y
CZP 400mg Q2W #f & PBO RBED FLlz iz > i, [ISS Figure 1.1] {27k L7z, Pool S1 {22\ T,
Kb RO ONTHERFR ARV 27 EIC [ISS Figure 1.2] 1278 L7z,

Pool S1 TIE, &L < AONHHEEFEFLTH D BMFIAR LK O EZGERY OB Y 27 1%, &
CZP Bt L PBO BECRIFEE CTH 7=, # HFEIEIX, PBO BETHIXI U A7 3@h -7 [ISS Figure
1.1] .,
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NENY L2XN NG

S THULE v'L°C

Viral upper respiratory tract infection4 -k - - @ -« - - - - - - s oo o o s h e e e e e e e e e | e e e e e e e e f : s
Bronchitisd - & @ - - - - - o o o o o o o e e e : ..
Headacheq - - - & - - @ - - - - = - =« o o oo e e e e e ' — f o e e e e e
Abdominal pain upper 4 -A- - - - - - - - e s s e e e e e e e o e e e oo : .
Sinusitisd - - A - - - - - - s s s e e e e e e e e e e e e e e e e e e e e e e e ' T - - e e e e
Blood creatine phosphokinase increased-q - - M- - - - - - - - - - - - . o .o oo oo oo oo oo L e e e ! o Foe e e e e e e e e
Cougha « & o - « + ¢ = v o v e e vt s e e e e e e e e e e e s e e e v :. Jooe e e e e e e e e e
Dyspepsia-4 - - - - - - - - - - e - o e o oo e o e S
Influenza4 - - - - - - « & & o ot oo Lo i e e s e e e e e e e e :. ........
Urinary tract infectiond - - - « = « ¢ ¢« o vttt i e e e h e e e e e e e e e e e e } o - - - - -
Nascopharyngitis—4 - - -« - -« - -« & o o o o o oo 0oLl o s Y I I S ._+_. .................
ContusSion4 gk - - - - - + « & & o et et b b h e e e e e e e e e e . A » | e e e e e e e e
Fatigue4 - - - @k - - - - - -+ - e . e o e e o e e e e e e e e e e b e e e e e r .: .............
Arthralgia<d -« - « - @« + = = ¢ ¢ o & o v v e e et e e e e s e e e e e e 4 T
Upper respiratory tract infection4 - - - - - - - . - - - - - L S T Y [ ST ._.:_. .................
Hypertension T E YV B R I [ A T . e e L
Diarrhoead - - - - @ &A= - = - = = = =« o oo e e e e e .—.:—. ...............
Tooth abscessq @ A- - - - - - - - - - - - L Lo oo oLl - -t TN . fe o e e e e e e e e e o
Gamma-glutamyltransferase increasedq - - -& - - - - - - = - - - 4 o ..o oL oL oL oLl .- & : ................
Vomiting 4 - #- g - - - - - - - - - e e e e s o oo e e e e e e - -t » e LR I R R
Pruritus4 - - - - - & - - T T T T T T D |
Nausea 1 - - @ - - - -k = = = = = = = = o = o e e e e e e e e e e e - - : ..................
Hepatic enzyme increased4 - A -+ = =+ = = = = = = = = & o« o= ox e a4 a e o= a = a - ® L e e e e e e e e e e e e e e s
Migraine 4 - A- - - - - - - - s - - s e oL oLl - b - : e e e e e e e e e
Psoriasis4 - - ¢ - - F L T T T R s i ——t s e e e e e e e e s e e e
I [ I I I I I I 1 I I I I [ [ I I I
0 2 4 6 8 10 12 14 O 125 25 5 1 2 4 8 16 32 64
Percent Relative Risk with 95% CI

¢ & & A1l CZP (N=692) A A A Placebo (N=157)

Cl=confidence interval; CZP=certolizumab pegol

Data source: ISS Figure 1.1
B 2-1 FEER (PT>1%) OHXY XAZJEO Ky vFay b (EAHIRM : Week 0~16) - Pool S1
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2.1.2.2.2 B AR+ AR+ IEE R EARE (Pool S3)

TRTOAFFGOBRFERCHIIE LT 100 BE - FhH- ) OFFERFGIHBIIL, Pool S3 TILH
[11 ¥H CZP 400mg Q2W #£ }2 OV 111 6 CZP 200mg Q2W AE T2 185.27 K& 1* 160.90/100 M -
FETHY (F2-11) . Pool S1 ™ CZP 400mg Q2W A K& T8 CZP 200mg Q2W #f (71 348.30 M
1292.12/100 2% - 45) [ISS Table 5.1.3] L V&<, CZP OEMEHIC L 2 HHEFLOHKILY A
7O LRI otz BT, WThOEERETEH, % SOC KL o bl (i O 5%t
THRE IN72) HLT @ 100 B4 - FH 720 OFEFEFLHEBRIL, Bkt CZP IREHHENEWIZ
EXIIBEBERDEWIEEK O, FREETH T,

55 11 fH4 CZP BE Tl b R BIRN E o 72 PT IXEMATAZK (22.8%) TH Y, KW\ T ERGHEKY
(13.4%) K UGHEE (5.4%) Th-iz, HIC2-50PT [FEIE (5.7%) KOBEER (5.1%) 1 28
5% DHERFE TR BT, WT IO 5 111 FH CZP 400mg Q2W #£ K UV 111 4H
CZP 200mg Q2W HE THELED 5%LL T Th o7z, 45 SOC IZHEGHEMDORBR DA (5%##) 1T4+5
T WR LM GO b ho T,

#F2-11 HEEL (£S0OC, T HLT RUPT>5%) (B AR HRER AR +FE S MEIf)

—Pool S3
SOC Phase 3 Phase 3 Phase 3
HLT CZP 200mg Q2W CZP 400mg Q2W All CZP
PT N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
FTRTOFESES 504 (69.1) 160.90 520 (73.3) 185.27 813 (81.7) 173.24
H s 92 (12.6) 13.70 91 (12.8) 14.93 176 (17.7) 14.12
—i% - 2HEEL LRSS 44 (6.0) 6.27 72 (10.2) 11.61 113 (11.4) 8.80
VAN
FRYLIE 5 L OB AR Ui 338 (46.4) 72.05 336 (47.4) 75.77 572 (57.5) 71.07
FTRIE S L O 27 (3.7) 3.72 25 (3.5) 3.81 52 (5.2) 3.79
EGHE R 212 (29.1) 37.86 228 (32.2) 43.86 384 (38.6) 38.55
BHTE S 126 (17.3) 19.78 132 (18.6) 22.69 227 (22.8) 19.52
b RGE R 65 (8.9) 9.48 77 (10.9) 12.36 133 (13.4) 10.37
A IVAEYEN E C 36 (4.9) 5.06 25 (3.5) 3.79 57 (5.7) 4.20
B fEs L oE A Of 82 (11.2) 12.03 80 (11.3) 12.81 153 (15.4) 12.05
SiE
R AR AT 66 (9.1) 9.46 91 (12.8) 14.77 150 (15.1) 11.73
IR 35 (4.8) 4.87 4.3(6.1) 6.63 73(7.3) 5.42
A L OekEE 40 (5.5) 5.60 39 (5.5) 6.00 77 (1.7) 5.71
AR L O AR 109 (15.0) 16.40 103 (14.5) 17.04 197 (19.8) 16.08
G
RAE B K OViEIR 31(4.3) 432 25 (3.5) 3.82 56 (5.6) 412
RA R 26 (3.6) 3.60 25 (3.5) 3.82 51 (5.1) 3.74
BRI X O SRR 39 (5.3) 5.46 40 (5.6) 6.16 76 (7.6) 5.66
DESFE LA
AR E 56 (7.7) 8.10 79 (11.1) 12.86 132 (13.3) 10.44
SRNE C 26 (3.6) 3.63 33 (4.7) 5.09 57 (5.7) 4.23
SEI 26 (3.6) 3.63 30 (4.2) 4.62 54 (5.4) 4.00
MEWREE SRS L OVERR S 50 (6.9) 7.12 68 (9.6) 10.84 111 (11.2) 8.54
o
R L O T RgkpEE 89 (12.2) 13.10 103 (14.5) 17.01 181 (18.2) 14.60
S Fs L N 27 (3.7) 3.75 26 (3.7) 3.97 52 (5.2) 3.81
A 34 (4.7) 479 44 (6.2) 6.91 77 (1.7) 5.77
&M M EREENE C 25 (3.4) 3.49 32 (4.5) 4,96 57 (5.7) 4.22
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SOC Phase 3 Phase 3 Phase 3
HLT CZP 200mg Q2W CZP 400mg Q2W Al CZP
PT N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) R n (%) R n (%) R
= 2534 3.49 324.5) 4.96 57(5.7) 422

CZP=certolizumab pegol; HL T=high level term; IR=incidence rate; NEC=not elsewhere classified; PT=preferred term;
Q2W=every 2 weeks, SOC=system organ class; subject-yrs=subject-years, TEAE=treatment-emergent adverse event
MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the category.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: The clinical cut date was

Data sources: 120-Day SU Table 5.3.3, Table 5.3.9.1

213 BEEENDEEER
2.1.3.1 EREER
2.1.3.1.1 ﬁ)\%ﬁf‘&l (Week 0~16)
SS Tit., |HEMEAEE OBAMMICRO ONEAERFROEELILIT L A ERE T %
ETholz, mr“ODﬁ BRI, 2 CZPEET3 ] 3.0%) (ZFEH S, PBO BETIL 4 4
(15.4%) @O DLz, CZP OFGHAITIE, mEOHEFEFRORELZIL CZP 200mg Q2W Ff (1
B, 2.1%) & CZP400mg Q2W #: (2 %, 3.8%) TIFAFRE CTH ~>7= [PS0017 Final CSR Table
8.7.1.1FA] .

CSS TiE, BAMIMICRED LN HFFROBEELITO TN LBEIPFETH -
[PS0017 Final CSR Table 8.7.4FA] .

21312 ﬁ)&%ﬁf‘ﬂ#ﬁﬁﬁ%ﬁf‘ﬂ (Week 0~52)
SS Tid., =|HMREE OB AHMHHER IR DN A FFROBRELIIIT & A SR
PG Ezﬂ%;oto BEOEEFZII, RCZPHTTH (5.7%) RO LIV, MEOEEFS
OFBIFIL, CZP 200mg Q2W £ (3 il 4.2%) & CZP 400mg Q2W # (4 f7l, 6.3%) TRHIFEETH
7= [PS0017 Final CSR Table 8.7.2.1FA] .

CSS Tid. HRFMALREEFE D CZP 400mg Q2W #f 1 4] (10.0%) THERFHIMIZ 2 fED & EDF
EFG (ZIRALBE RO 25580 b, BREMELEEESE Tk, CZP 400mg Q2W Ff 1 {4
(25.0%) [ZEEOFEFRSR (REttizt) 753890 647z [PS0017 Final CSR Table 8.7.5FA]

2132 B ER
2.1.3.2.1 BAHRE (Pool 1)

Pool S1 CiE, BEFLOEEEITIF LA ERREIHEE ChHoT, REOHEERORKIL
Fix, CZP 400mg Q2W £ (3.8%) & CZP200mg Q2W #f (2.3%) TRBERETH Y. WFho#ks
S PBOBE (5.1%) Lo fc, BB B4 (CZP200mg Q2W RET 2 fl) | #fif (PBO #f
T3 HIK%TCZP 200mg Q2W BET 1 #) . % D #EiE (CZP 200mg Q2W X T PBO BT 1 #) K
Ry-Z A IV T AT 2T —FHI (CZP 400mg Q2W #E L T PBO BETH 1 f5)) A&, »
TNDORGHET 2 HILL IR SN mEOFEEGL /2> 7= [ISS Table 5.1.7] .
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2.1.3.2.2 B AR+ AR+ E SR HEIR (Pool S3)

BN AR CZP BT B HIZEEDHEFERNRBD LN, GEOHEFRORERIL. F N FH
CZP 400mg Q2W #£ T 7.8%. #5 Il ¥4 CZP 200mg Q2W ££ T 6.2% CT& - 7= [120-Day SU Table
5.3.7] .

2.1.4 BBRELOBEHY ] OEEER
2.1.4.1 E AR
2.1.4.1.1 EAHARM (Week 0~16)

PS0017 &B& D SS KON CSS (ZH31) 5 &AM TR H iz Fﬂ*%ﬁ%t DOESHEH U | @ﬁ$$ﬁ%
IZOWT, SSIET_TD SOC K OWT O GRET 2 UL FIZED B PT 235 2-12 |
CSS IX9_T?D SOC L XPT %% 2-13 [T/~ L7z,

SS Tl = MRfEEE OBEAMMIZRD bivie NEBRIE L ORESDH | @ﬁi%%m%fﬁfﬁ
1L, & CZP # (16.8%) 7 PBO #f (23.1%) LV O FnIiKio7-, CZP OFGHEHIT
CZP 400mg Q2W #f (20.8%) 7% CZP 200mg Q2W £t (12.5%) X v b zmn-o7-,

42 CZP BE Tl b RBIEOE D - 72 SOC 1T EYYiER L O ARAE]  (7.9%) THY ., R\ T

(R g L OV TR ) (4.0%) Th o7z, PBORETR O RIEDOE N -T2 SOC 1T [ EH
F OB HEARES ] (11.5%) Th-oT,

4 CZPHET 2B L blE Shve NARIEL OEDH Y | OFEFSL (PT) (. AIFEHEK
(3, 3.0%) Th-ol-, PBO FETITRMEN 361 (11.5%) #H LT,

CSS T, BAMIMIZEBO b NAREE L OMED Y | OFFFRIT, HMIERLEERHS T4
il (26.7%) . MEEVERZEEERE T 1 (14.3%) OAEF5 6 (22.7%) 1238 BT,

AL OE R Tl b R ELR DO E M) o 72 SOC 1 [RYWER L OVEAERSE] (34, 20.0%) T
HoT,

FOREVERL BOE B K MR ME RO A T 2 BILL LB E ShicAEHES (PT) 13k o7,
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F2-12 NERELOBEEDHY | OFEFEFER (£S0C KU PT22 i)
(GE AR : Week 0~16) —PS0017 3B (SS)

soc PSO (incl PsA) @

PT PBO CZP 200mg Q2W | CZP 400mg Q2W All CzP

N=26 N=48 N=53 N=101
n (%)
NRERIK L OBEDH Y | O 6(23.1) 6 (12.5) 11 (20.8) 17 (16.8)

TOHEFR
T 0 1(2.1) 0 1(10)
—fik - RHBEERS L O 0 1(21) 2(38) 3(3.0)
[EOIRRE
JFFAIEE R = 0 1(21) 0 1(1.0)
JEYER £ 04 BE 2(1.7) 4(8.3) 4(75) 8(7.9)

ELHTE % 0 2(42) 1(1.9) 3(3.0)
B, hEB X OWE S DHE 0 1(2.1) 0 1(1.0)
R AR AR AT 0 0 2(3.8) 2 (2.0)
A RS K UG G kAR 1338 0 0 0
B, Bl L O ARR O 0 0 1(1.9) 1(L.0)
#EY FERBIOR) —7
Eaie)
B4 J O T Rk bR 3(115) 2(42) 2(3.8) 4(4.0)

i 3(11.5) 0 1(1.9) 1(1.0)

CZP=certolizumab pegol; incl=including; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis; PT=preferred term;

Q2W=every 2 weeks; SOC=system organ class; SS=Safety Set; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects reporting at least one TEAE within SOC/PT.
Note: Each subject was counted once within each SOC and PT according to the maximum relationship for all TEAES within

that SOC or PT.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until

Week 16.

Note: Only nonzero rows are presented in this table.
a Treated under double-blind conditions.

Data source: PS0017 Final CSR Table 8.8.1.1FA
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#2-13 NRBRELOBED Y | OFEER (£ S0OC KUPT)
(EAHAR : Week 0~16) —PS0017 2B (CSS)

soc EP2 GPP? All Cohort
PT All EP All GPP N=22
CZP 200mg Q2W or CZP 200mg Q2W or
CZP 400mg Q2W CZP 400mg Q2W
N=15 N=7
n (%)
NEBRIE L OBEH Y | OFTRTO 4(26.7) 1(14.3) 5(22.7)
AEFR
—f - EEPEE R LOBGHALOR 1(6.7) 0 1(4.5)
BE
TSRO SUS 1(6.7) 0 1(4.5)
JEYIE R L O BUiE 3(20.0) 0 3(13.6)
B~/ =2 1(6.7) 0 1(4.5)
LRI 1(6.7) 0 1(45)
WAGE S 1(6.7) 0 1(4.5)
R A A 1(6.7) 0 1(4.5)
TI=UT I RNTUAT 2T — 1(6.7) 0 1(4.5)
BN
B3 KO PRk 167 1(14.3) 2(9.1)
SIE 0 1(14.3) 1(4.5)
HEE 1(6.7) 0 1(4.5)

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis;
incl=including; PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; TEAE=treatment-emergent adverse
event

MedDRA ver. 18.1

Note: n=number of subjects reporting at least one TEAE within SOC/PT.

Note: Each subject was counted once within each SOC and PT according to the maximum relationship for all TEAES within
that SOC or PT.

Note: Treatment-emergent AE were those with onset at the time of or after the first dose of study medication until Week 16.
Note: Only nonzero rows are presented in this table.

a Allocated to the cohort and treated under open-label conditions

Data source: PS0017 Final CSR Table 8.8.4FA

2.1.4.1.2 AR+ IR (Week 0~52)

PS0017 ik D SS KON CSS (2 F51T 5 B AHARI+HHERF AR TRRD H iz F(A%ﬁﬁ EOBEDHY | D
AEFRRIZOWNWT, SSIFETTO SOC K PWT O EEHET 2 FlLL LICFE® bl PT 23 2-
14 12, CSS LT _T?D SOC NPT 2% 2-15 ([Tx LT,

SS TlE, SRR OB AWIM+HEFFIMICRD b NI E OBEH Y | OfFEFS
DIEHLR] :L 2 CZP #ET 32.0% Th > 7=, CZP OFHHEHITIX, CZP 200mg Q2W #f (29.2%) &
CZP 400mg Q2W #¥ (28.1%) TRIFEETH -7,

4 CZP HE Tl bR BLR D |2 o 72 SOC 1L EYYEI L OV AERIE]  (15.6%) THY ., IRWT
(R REH KOV THAREEE ) (9.0%) Tho7-, £ CZP B TR OIEBIRNE -T2 MR L O
B0 | ofFERES (PT) IX&MEEEE GHAlL 41%) THY ., RO THEAHME 46), 3.3%) Tho
77

CSS Ti&, HAMM+HERAIMIC NRBRIE L OBIEDH V| OFEFSIT, L ERE T6
%1 (40.0%) . M PERCmEEE T34 (42.9%) DOAEF 9B (40.9%) (ZFRO Bz,

WREMEAL R R Tl b R BIREO R0 o 72 SOC 1F TEYWES KOV A RSE] (46, 26.7%) T
Hole, 2FILL RIS b AR L OBESH Y | OFEHL (PT) 1%, w241,
13.3%) Th -7z,
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2.7.4 BBERHEREMN

Ve T, SABIFHERF IR bz R L OB H Y | DFEFFR
(SOC) &, MMiEFR LY > RfEE] | DERGYER KOFAERE] | KO TRER L OB T
MR (3% 16, 14.3%) Th-ovz, 2B LICRED b NEBREE L OB#EH Y | OAEFFL

(PT) X7 hvo 7=,

#2-14 NEBRELOBEEDY | OFEER (42 SOC KU PT>2 #i)

CE AR +#ERFIR © Week 0~52)

—PS0017 3B (SS)

soc PSO (incl PsA)?
PT CZP 200mg Q2W? CZP 400mg Q2W All CzP
N=72 N=64 N=122
n (%)
NEERIK L OBEDH Y | OFT T 21(29.2) 18 (28.1) 39 (32.0)
DHEEFL
MG LY o SR EE 1(1.4) 1(1.6) 2(16)
(lBRREEE 1(14) 0 1(0.8)
AR B 2(2.8) 0 2(1.6)
—fk - RHFEER LU SEN O 3(4.2) 2(3.1) 5(4.1)
g
JHHEE SR P 1(14) 1(16) 2(1.6)
i 1(1.4) 1(1.6) 2(16)
oy R 1(1.4) 0 1(0.8)
JEYYER K OFE thE 10 (13.9) 9(14.1) 19 (15.6)
E D 2(2.8) 1(1.6) 3(2.5)
O OgR 1(1.4) 1(1.6) 2(16)
JEFB 0 2(3.1) 2(16)
ERNTEA 1(1.4) 2(3.1) 3(2.5)
B IHGES 3(4.2) 2(3.1) 5(4.1)
BE, PR L OWLE A OHE 1(1.4) 0 1(0.8)
AR R A 3(4.2) 3(4.7) 6 (4.9)
AR~ — B —Hhn 1(1.4) 1(1.6) 2 (1.6)
B # B L O ARk 0 0 0
Bk, B X OREHIR OB 0 1(1.6) 1(0.8)
W (FERB LR —TE2ET)
et R b 2(2.8) 1(16) 3(2.5)
MR AR, SR K OWEhEES 2(28) 0 2(16)
B F L OV FREskbE 6(8.3) 5(7.8) 11 (9.0)
O EE 1(1.4) 1(1.6) 2 (1.6)
HHE 1(1.4) 3(4.7) 4(3.3)
MR 1(1.4) 0 1(0.8)

CZP=certolizumab pegol; incl=including; PsA=psoriatic arthritis; PSO=psoriasis; PT=preferred term; Q2W=every 2 weeks;
Q4W=every 4 weeks; SOC=system organ class; SS=Safety Set; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects reporting at least one TEAE within SOC/PT.

Note: Each subject was counted once within each SOC and PT according to the maximum relationship for all TEAES within
that SOC or PT.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until
70 days after last dose.

a Includes all subjects (double-blind and open-label [escape] treatment).

b CZP 200mg Q2W + CZP 400mg Q4W

Data source: PS0017 Final CSR Table 8.8.2.1FA
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#2115 NRRELOBEDHY | OFEESR (£S0C KVPT)
(AR +HHERFHARS © Week 0~52) - PS0017 3Bk (CSS)
soc EP? GPP? All Cohort
PT All EP All GPP N=22
CZP 200mg Q2W or CZP 200mg Q2W or
CZP 400mg Q2W CZP 400mg Q2W
N=15 N=7
n (%)
%gﬁﬁk@%@%oi@f“f@ﬁ% 6 (40.0) 3(42.9) 9 (40.9)
MiER LY o/ GREEE 0 1(14.3) 1(4.5)
I BRI E 0 1(14.3) 1 (4.5)
—f% - RHFEHE L OREHBAOREE 1(6.7) 0 1(4.5)
FESHRAL R 1(6.7) 0 1(4.5)
JEIHERS K O e 4(26.7) 1(14.3) 5 (22.7)
i~ L2 1(6.7) 0 1 (4.5)
R 1(6.7) 0 1 (4.5)
o 1(6.7) 0 1(4.5)
PR 0 1(14.3) 1(4.5)
BRI 1(6.7) 0 1(4.5)
WHEH % 1(6.7) 0 1(4.5)
PR L 1(6.7) 0 1(4.5)
é;%/TQ/F7/X7l7g? 1(6.7) 0 1(4.5)
BEIGE KO TRk 3(20.0) 1(14.3) 4(18.2)
B 0 1(14.3) 1(4.5)
LTALEE 1(6.7) 0 1(4.5)
SRR BNE RS 1(6.7) 0 1 (4.5)
T 2(13.3) 0 2(9.1)

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis;
PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects reporting at least one TEAE within SOC/PT.
Note: Each subject was counted once within each SOC and PT according to the maximum relationship for all TEAES within

that SOC or PT.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until

70 days after last dose.

Note: Only nonzero rows are presented in this table.
a Allocated to the cohort and treated under open-label conditions

Data source: PS0017 Final CSR Table 8.8.5FA

2.1.4.2 BV ER
2.1.4.2.1 B AHIRE (Pool S1)
Pool S1 TlZ.

VEBREK L OBE BV | OFEFLORIBIRIT, &= CZPHE (14.3%) & PBO &t

(12.7%) TRBRETHY ., HKERERITIX, CZP 200mg Q2W A (12.9%) (X CZP 400mg Q2W #f
(15.8%) (ZHARTRREN -7, 22 CZP BN OVPBO BE T H & < i &7z [TRBREK & B

HY ] OFEFESLRD SOC I,
[ISS Table 5.1.8] .

RYSER L OFARSIE] ThoTm (FREH 5.5%K ) 7.0%)

e L OBESH VD | OFEFEFRO SOC ORHRIT, FIGHH TRBLRFRRETHY . H
BRGHEE R ST olz, SOC [k « 2HFEER LURGHMLORIE] Tl HELICHENTE
54 (PBO #f : 0.6%, CZP200mg Q2W #f : 1.4%, CZP 400mg Q2W ¥ : 4.4%) . Z DI HLT @

FEHENI RS L D B D THh -7,
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NaBSE L ORE®H Y | OFEFS (PT) OFRBHRTE,» -7 (%K) . 2 CZP B TR H
BEOmmh-oT NERELOREH Y ] OFFEFSR (PT) 1L EKERY: (CZP 400mg Q2W #F :
23%, CZP200mg Q2W #f : 2.0%) TH V., KUTEIHTASK (CZP 400mg Q2W #f : 1.5%.

CZP 200mg Q2W £f : 1.7%) . HEHEMIE (CZP 400mg Q2W £f : 1.8%. CZP 200mg Q2W ¥ :
0.9%) KOV HESE (CZP 400mg Q2W Bf : 1.5%., CZP200mg Q2W &% : 0.6%) THh 7=, FDih
OFEES (PT) ORBERL, WINh 1%KmH (6 HILLT) THh-orz [1SS Table 5.1.8] .

21422 E BRI+ AR+ EE R EAR  (Pool S3)

55 ML AHA CZP FEC 232 i MEBRE L OBEH V| OFFFZBBEOH LN, TR L DB
HH | OFEEZOFHERT, 5 HE CZP 400mg Q2W £ T 18.3%. # I #H CZP 200mg Q2W
BT 16.9% T 7= [120-Day SU Table 53.8] .

215 T
2.1.51 ERELER

EIWNFRERTliE, BB A8 LR S &hZen - 72 [PS0017 Final CSR Table 8.6.2.1FA .
Table 8.6.5FA] .

2152 B ER
2 ER A W EOERT —5 1y AT BETIZ, IRFRIEER GRMAHRICHE L2008 4 il
EEN7- (CZP 400mg Q2W LM N CZP 200mg Q2W #£ T4 2 #1))  [120-Day SU Table 5.3.6] .

HEROMMEZ LU ICReE L7z,

o BB PSO002J23118 iX. CZP 400mg Q2W/CZP 400mg Q2W F£D 40 s D LMETH Y | &
DM R OHEEE IR CZP 400mg QQW O 5% %% 1) 7=, FEEMBIEIC CZP 200mg Q2W %
B, BRFEME A R, MM SR AR, MR AR EMES 3 v 7 ROV
B AFEL LT Lz, AYERE L, WIRIEMCH 0 | IBIIITFO A PHE R OVE K& DI
BEEA LT, FRICE D, BEEORRT, HiitEEE ORI 20EITHElT LT
RE R OMEILRMEY 3 v 712 X 2018 1k L figk &7z, UCB OESFHIMBHCIE, BRR
AT R OBEERAT A &0 7oL o — AMEIRIEIF OV RIB S e 23, 7oL a— L O ELH & feid
THZLETERDoT, FOMOFERE LT, HWIOIERIC B 5 IE7 L a— A PERRS
FOEITNE 2 Bl

o B PS0003 34204 iX. ETN/Escape CZP 400mg Q2W #£(D 70 10> A ALt TH Y | &
AHIIZ ETN 28541, #ERFHIRT C escape & 512817 L. CZP 400mg Q2W % 5-=4
7o EITD CZP 400mg Q2W #5-0 13 H# RBIEOHIEiz5-0 264 A% DOIFERHIHH
[ZAMEMERGIEEIZ £ D JETC L7e, 2016 4F 10 A 31 H, #BRE 13 H BB H ST & 2 FMEER
BED-, B THE S, ABEL, WMEE, BEEIT RO N ENTED 5
iz, 2016 45 10 A 31 B, T FEM Sz, B EEsic L v EMnEk L%
Tho7, 2016411 B 13 A, A IMEMREIC L W ET L

o HEERF PSO003- 42104 1%, CZP200mg Q2W/CZP 400mg Q4W BED 71 O LMTH Y | &
AT CZP 200mg Q2W D54 521F . #ERFHIFIC CZP 400mg Q4W D525 1) 7=, I
BRI IS MEPAZE MR R O A S BL LT, 2016 4R 7 H 25 B, #BRF I IHERAIIRIC
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EEDOIRAZFI L, AP LTz, ABRHIM IS, 1BHEPAIZEMIER E 2R sz, F50
%ﬁﬁ%unﬂ@ommﬁsﬂ3apuhbto%%%&@%m\m%kﬁﬁik®l%
BfRZ TRHEZR L) ¥l L7, OB IL, 2016 4512 H 26 H O FEH5e T 2 244
ZEMEITE RO RO T b B PIAIREIC AR LTS S, 1BRE% 0, IBBREfEEMIC
5L, b ATREMED RV BEIRIE, BYEE2S JK O 12 PAZEMERRE BRI A O if/ MREEIEIS
L VBIEEE SNTERERIZ L AEERBENTH -7, FIROERIIFRHCTCH--, BHR
IR U TR S - HEENL, TS s S, HBRE TR PSR i R O L Y
FELH 19 BH£D 201741 A 13 BIZAEE Uiz, BMEHAZEMENMEROBEE 1B L 0K
REAMRIE TR L) HHErESNnT=

o Wil PSO005J50130 (X, CZP 400mg Q2W/CZP 400mg Q2W #£D 41 5D BHETH Y | &
ANHAR B OSHEEFHART IC CZP 400mg Q2W D 5- %3217 7=, [EIT D CZP 400mg Q2W &“5
(Week 16) 735 14 H B /TRBRIEOAEE 525 126 B B ORI PIZ 2R MEIMEIC
DIEC L7z, 20154F 12 A 2 B, AT H B ESEICER L, FlE CT L, nJ

BUEEM SN otz, SRMEIMEITIRRIE L TBhER L) LRS-

E BB G TRICHEIL LTS 2 s Sz, Zh o DOFRE, BIKT — 7 ~—
n6§%2§%171b\iib\o D DR OMIEZ LI FIZREET %,

o i C87044 0014 1%, CZP 400mg Q2W FEIZJB L. C87044 AR Tl 54 %1 T
518 MARITMHIMIZ £ 0 FET L7 (AR OMRIREEIIIIZ 56 H) . MIRRIFFEM L 720>
7=

o B PS0002 20901 (X, PBO/CZP 200mg Q2W EED 66 1% EAMMIZ PBO £ 5% 7%

. HERFHARMIIC CZP 200mg Q2W DO 5% 1 BID A% 1) -, 1R 5888605 118 B4
(WD, £ L THE—D CZP #5065 HiE) I[CHEER MR 25 U, Ry

i, AERIZEV AR LR, ZOWFIAHTH 72, KAEROBEEFITTEETH

D BB G IE K OSRBRO P IEICE - 72725, 1RREEEIZIAEREE & O R E %A
B2 L) &HIWT U7, ARk iL CZP #lElik 5726 191 H B A1k, 5 171 H H

IZHELE Lz, JERNIRATH 70, TREREEEIL. S LI - ORI RE%E (R

el S

T — 2y AT BB EAET 4 Ty F A7 BEToM COllERs Il E 20l 1
AR (©. FECIEE S,

216 TOMDEELBTEEFR
2.16.1 EREER
2.16.1.1 BEAHAR (Week 0~16)
PS0017 FRBRD SS 21T 5B AHMOBEERAFEFRELLK 2-16 (TR LT,
SS TiE, |HEMIEHEF IZHB T 2B AMMOEE A EEROFBRITE) -7, CZP 400mg
Q2w %ifzﬁﬂ (3.8%) 24 (KIERY =7 ROWIRIEZ) . PBOHED 141 (3.8%) 1224 (K

IR U — 7 R O %) @E BERAEELNHD b, CZP 200mg QQW A TIREAHMIC R
éil%fcﬁﬁ%ﬂ$%®%\éfﬁ‘ £ Ea)) %j’biﬁi})’) 7L~_o

IRBREMREAIC LY WEBRE L OEH v | Ll s EE R AT FSRIEL CZP 400mg Q2W #f
D1 (1.9%) TRHONTCHREE ThH o T, EOMOEERAFERIL. WITNLIEREL
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PR X 0 BB & ORRBIMRIT [BEiZe L) & fIlr < 4v7= [PS0017 Final CSR Listing
7.4.1FA] |

CSS T, HAMBICEERAEFELIIRD b7 - 7= [PS0017 Final CSR Table 8.4.4FA] ,
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F2-16 BEELRAEESR (£SOC KUPT) (EAHIM : Week 0~16) — PS0017 3Bk

(SS)
soc PSO (incl PsA) @
PT PBO CZP 200mg Q2W CZP 400mg Q2W All CZP
N=26 N=48 N=53 N=101
100 subject-yrs 100 subject-yrs 100 subject-yrs 100 subject-yrs
=0.08 =0.15 =0.16 =0.31
n®) | #| IR n |#|IR| n®) [# IR n) |# IR
FRCoEENR | 1(38) | 2 | 1335 0 0| — | 2(38) |2 12.59 20) |2 652
AEFR
s 1(38) | 2 | 1335 0 0] —1] 129 |1 6.21 110 [1]| 324
KRV —~7 | 1(38) | 1 | 13.34 0 o|—1| 129 |1 6.21 1(10) [1]| 324
B FER 1(38) | 1| 13.35 0 0| — 0 0 — 0 0 —
RIYER L 0% 0 0| — 0 0| —1| 129 |1 6.26 1(10) |[1]| 325
AR E
HRIEE 0 0| — 0 0| — 1| 119 |1 6.26 1(1.0) [1| 325

CZP=certolizumab pegol; incl=including; IR=incidence rate; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis;
PT=preferred term; Q2W=every 2 weeks; SAE=serious adverse event; SOC=system organ class; SS=Safety Set; subject-
yrs=subject-years

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 SAE in the category. #=number of individual occurrences of the SAE in
that category.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until
Week 16.

a Treated under double-blind conditions

Data source: PS0017 Final CSR Table 8.4.1.1FA

2.1.6.1.2 B A BRI +HE R EART (Week 0~52)
PS0017 7Bk D SS L TN CSS (2851 2 B AW +HERF I O EE B EFR A 2-17T IR LT,

SS Ti, = Mot EE OB AWM +HEFFIMIC R 2 EE A EFRORIRIIK N -T2,

r@mﬁﬁ%@/\ CZP REC 8 4] (6.6%. 6.56/100 7 - 4F) |2 9 D EE/LH EFLNRELL .
ZOOH 2T AMBICHEL L F R Th o7, MEFFIRICIX, & CZP BT 7 HIlC 7 O EE
IR EERNFEBL LTz, MEFFHIRIIC CZP 200mg Q2W BETIE, P EKBAER Y /LA R— X

(& 16 BREEL, WTNLIEREEEMICEI Y TRBRIELE OIS Y | LHIBF ST, HERH
f1Z CZP 400mg Q2W FETIE, BHRAFEEED 2 B, M/ IMRIBAE, IRIG T, KON/ vk« o=
— 2T A VERBER A LN L, RESZ K O MR E 12O T4 S TR AT E R L 0

MR L OBEDH V| LTSz, PBOBETCIE, MEFFHIMICEHERAEFROBIITRD L
N7 7n- 7= [PS0017 Final CSR Listing 7.4.1FA]

CSS TliX, HERFHIRIZ (AT 341 (13.6%., 13.44/100 BFE « 45) 2 3O EE A FFLNHIL
U7z, HOREMERLRE RS ClE, HERFHARIIC CZP 400mg Q2W BED 1 BN 1 D BEE A EHF LI
DO, PTIXZBABECTH Y, HEREEILIEE T, IWRELEMICLY NRREEoEHY | &
M ST, IEEVERRERE TlL. CZP 400mg Q2W BED 2 FllC AR A EHEL RO b, PTIX
IFHRERIEAE (PSR, NEBREL ofEH v | ) ROWREMEGE (5 2% 1FICho7

[PS0017 Final CSR Listing 7.4.2FA] ,
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£2-17 EEREESES (£SOCKUPT) (BAMIM IR : Week 0~52) —PS0017 38 (SS KUK CSS)
socC SS | CSS
PT PSO (incl PsA) @ EP® GPP® All Cohort
CZP 200mg Q2W¢ CZP 400mg Q2W All CzP All EP All GPP N=22
N=72 N=64 N=122 CZP 200mg Q2W CZP 200mg Q2W 100 subject-yrs
100 subject-yrs 100 subject-yrs 100 subject-yrs or CZP 400mg Q2w or CZP 400mg Q2w =0.23
=0.64 =0.63 =1.26 N=15 N=7
100 subject-yrs 100 subject-yrs
=0.15 =0.08
n) |# IR n® |[#]| IR n®) |[#]| IR n% |[#| IR n%) | # IR n) | # IR
FANTOEE R EES 228) | 2| 319 6(04) | 71014 | 866) |9] 656 | 1(67) | 1| 663 | 2(286) | 2| 2759 | 3(13.6) | 3 | 13.44
Mg LY > SREE 1(14) | 1] 159 1(16) | 1] 160 | 2(16) | 2| 159 0 0] — [1(43) 1] 1330 | 1(45) | 1| 440
IR ERIR A E 1(1.4) [ 1] 159 0 0| — 1(08) [ 1| 079 0 0| — [1(43) 1| 1330 | 1(45) | 1| 440
I/ IR E 0 0 — 1(16) | 1] 160 | 1(0.8) | 1| 0.79 0 0| — 0 0 — 0 0| —
RpEZE 0 0 — 1(16) | 1] 161 | 108 |[1] 0.79 0 0] — 0 0 — 0 0| —
ARG T 0 0 — 1(16) | 1] 161 | 1(0.8) | 1| 0.79 0 0| — 0 0 — 0 0| —
I 0 0 — 1(16) | 1] 161 | 1(0.8) | 1| 0.80 0 0| — 0 0 — 0 0| —
KGRV —7 0 0 — 1(16) | 1] 161 | 1(0.8) | 1| 0.80 0 0| — 0 0 — 0 0| —
Gl RS 1(14) | 1] 158 0 0| — 108) 1] 079 0 0] — 0 0 — 0 0| —
PLaf R—T R 1(14) | 1| 158 0 0| — 108) |1]| 079 0 0| — 0 0 — 0 0| —
YT L OV A B 0 0 — 2(31) | 3| 327 | 2(16) | 3| 1.60 0 0| — 0 0 — 0 0| —
R 0 0 — 1(16) | 1] 162 | 1(0.8) |1 | 0.80 0 0| — 0 0 — 0 0| —
RS 0 0 — 2(31) | 2| 325 | 2(16) | 2| 1.60 0 0| — 0 0 — 0 0| —
GRS KOV TR 0 0 — 1(16) [ 1] 159 | 1(08) |1] 079 | 1(6.7) | 1| 663 | 1(143) | 1| 1285 | 2(91) | 2 | 875
ZIEATBE 0 0 — 0 0| — 0 0| — 1(67) | 1] 6.63 0 0 — 145 | 1] 432
NS YR v e— T A R 0 0 — 1(16) | 1] 159 | 1(08) |1 ]| 079 0 0] — 0 0 — 0 0| —
Lz
NIt e 0 0 — 0 0| — 0 0] — 0 0] — [|1043) 1] 1285 | 1(45) | 1| 435

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; IR=incidence rate; PsA=psoriatic arthritis; PSO=psoriasis;

PT=preferred term; Q2W=every 2 weeks; Q4W=every 4 weeks; SAE=serious adverse event; SOC=system organ class; SS=Safety Set; subject-yrs=subject-years

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 SAE in the category. #=number of individual occurrences of the SAE in that category.
Note: IR=incidence of new cases per 100 subject-yrs.
Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until 70 days after last dose.
a Includes all subjects (double-blind and open-label [escape] treatment).
b Allocated to the cohort and treated under open-label conditions

¢ CZP 200mg Q2W + CZP 400mg Q4W
Data sources: PS0017 Final CSR Table 8.4.2.1FA, Table 8.4.5FA
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2.1.6.2 B ELER
2.1.6.2.1 BAHIRE (Pool S1)

Pool S1 ME A D BEE LA EFRITONT, TX3TD SOC L UWT DO FEGRETIHIUF|EL
2 BILL ED PT 23 2-18 IR LT,

Pool S1 Ti%, 42 CZP BT 2141 (3.0%) (2291, PBO BT 7 (45%) |27 HOEERAFE
FLENRO LN, EELAEFROBIFET, CZP400mg Q2W Bt L& PBO BECRIEE THY (£
NI 4.7%K% N 45%) . CZP 200mg Q2W B (1.4%) TR ~72, & CZP BT, 248l Lo
W TRO LN EERAERSO SOC 1%, MEE, hHBIOWEAGHE] (44

(0.6%) 1 . [AEHsRE LOWGHMRIES) KO DEiEE) [ 36 (04%) ] . NS

Mg O o3RG E) | TEBEE) | Tk - 2FEES JORGHMAORRE) | T
JER X OFAERE)] KO THRME] [ 26 (03%) 1 Tho7-, SOCHITIX, 4% SOC DEE
RAEEFEZORBRIILL . VRS EGHLET 20 o7,

ETEBEIE (CZP 400mg Q2W BET 2 f5)) Z#BRX, WINOFEGHET 2 FILL EO#EERE IR
OBV PT X782 77,

HE Y voREiR, EHRENSOS KT T 7 4 7 % =B UGIE, CZP 400mg Q2W H#E D4 1 4
(0.3%) TRDOHIL, WTNOFLELIERFMLEMICE Y RIS OBESH Y | LTS
7z, CZP200mg Q2W #£TlE, 16z NEBHEE L ORg#H Y | OEERAEFFZNREILL
(2195 ) , ZOMOEERAFFRIL. WITHHIRBRELEAMIC X 0 IR & o R ERRIX
B2 L) &fIWr <7z [ISS Listing 1.1.3]

5N MR CHE SN EE A EEGUT, M TR, S, TESMIIR, IR, R, F
PR TR B LT IR B G M OV B 2% FRREMERGRZ, S ONT IR — #5138 B L 72 BB R KR O
(2M) <o -7 [ISS Listing 1.1.3]

BAERRYYE LS ST ER T REEERAEFRGT., 2181 HITRHH LT,
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#2-18 EELREEESR (£S0C KU PT>2 i) (EAHIRK : Week 0~16) — Pool S1

socC PBO CZP 200mg Q2W CZP 400mg Q2W AllczpP

PT N=157 N=350 N=342 N=692

100 subject-yrs=0.47 100 subject-yrs=1.07 100 subject-yrs=1.05 100 subject-yrs=2.11
n (%) # IR n (%) # IR n (%) # IR n (%) # IR

FTRCOBERFGEREG 7 (4.5) 7 15.40 5(1.4) 9 473 16 (4.7) 20 15.61 21 (3.0) 29 10.08
Mg LY o GREEE 0 0 — 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
o 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
El 1(0.6) 1 2.14 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
—f - REFE L OGN 0 0 — 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
DIRAE
JH B R P 1(0.6) 1 2.14 0 0 — 0 0 — 0 0 —
SIE REE 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
YRR L OV BE 0 0 — 0 0 — 2 (0.6) 3 1.92 2(0.3) 3 0.95
B ik L OE A OHE 1(0.6) 1 2.13 1(0.3) 1 0.94 3(0.9) 3 2.88 4(0.6) 4 1.90
R 1(0.6) 1 2.14 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
BRI K O S Rk 1(0.6) 1 2.15 1(0.3) 1 0.94 2(0.6) 2 1.92 3(0.4) 3 1.43

LT B 0 0 — 0 0 — 2 (0.6) 2 1.92 2(0.3) 2 0.95
B, Bt K UGERRE o8 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
A (BIRBIORY —T%E
ir)
ek R B 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
T = 0 0 — 2(0.6) 2 1.88 1(0.3) 1 0.96 3(0.4) 3 1.42
AFERE L O EREE 2(13) 2 430 0 0 — 1(0.3) 2 0.96 1(0.1) 2 0.47
RER AR, TSR K OERREE 0 0 — 1(0.3) 1 0.94 0 0 — 1(0.3) 1 0.47
B F L OV AR 2 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47

CZP=certolizumab pegol; IR=incidence rate; PBO=placebo; PT=preferred term; Q2W=every 2 weeks; SAE=serious adverse event; SOC=system organ class; subject-yrs=subject-years

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 SAE in the category. #=number of individual occurrences.
Note: IR=incidence of new cases per 100 subject-yrs.

Data source: ISS Table 5.1.4
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2.1.6.2.2 B AR+ AR+ E SR HEIR (Pool S3)
EELAEFESORIHN L OSBRI, ABREEMIC TNF LEREBE LRI THEEIND
FERAEEZORIUHAN L ORBE L~ LT,

%5 1 42 CZP BEC 120 f51] (3% 2-19) IZAFF 157 FOEE A EFEELNZED Hiv [120-Day SU
Table5.3.4] | CZP DX GHECHERAFTHFRORBIRITME o 7o, KGHEF THILRIZE (5%
) MERH AL SOC 1372 <. W A LR S 2o 72,

HERBYYEZ G T REEERAEFSRIT, 2181 H|IIHHEH L,
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F219 EHERFEFER (£S0C KU PT22 ) (BANIRHHERIFESEERIIE) - Pool

S3
SOC Phase 3 Phase 3 Phase 3
PT CZP 200mg Q2W CZP 400mg Q2W AlLCZP
N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
TRCOEE G EES 55(7.5) 7.72 67 (9.4) 1047 120 (12.1) 8.98
MiER LY o REEE 2(03) 027 1(0.1) 0.15 3(0.3) 021
DERE R 0 — 4(0.6) 0.60 4(04) 0.28
His LUSkKEE 1(0.1) 0.13 0 — 1(0.1) 0.07
iRpEE 1(0.1) 0.13 1(0.1) 0.15 2(02) 0.14
Bl 7(1.0) 0.95 5(0.7) 0.75 12(1.2) 0.85
B~V =T 1(0.1) 0.14 1(0.1) 0.15 2(02) 0.14
—f% - EEREER L OB SO 1(0.1) 0.14 3(0.4) 0.45 4(04) 0.28
bINGE
R ERREE 4(0.5) 0.54 2(0.3) 0.30 6 (0.6) 0.43
S E 2(0.3) 027 0 — 2(0.2) 0.14
Gy A 1(0.1) 0.14 2(03) 0.30 3(0.3) 021
BIYER L O e 8(1.1) 1.09 11(1.6) 1.65 19(1.9) 1.36
W BLS 2(0.3) 027 0 — 2(02) 0.14
Mg 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 021
RN 1(0.1) 0.13 1(0.1) 0.15 2(02) 0.14
Fie5 0 — 2(0.3) 0.30 2(02) 0.14
BE, Pk L CLESHE 4(0.5) 0.54 12(1.7) 1.80 16 (1.6) 1.14
iR 0 — 2(0.3) 0.30 2(02) 0.14
BEEEHT 0 — 2(03) 0.30 2(02) 0.14
F e BsE T 0 — 2(0.3) 0.30 2(0.2) 0.14
B BT 2(0.3) 027 1(0.1) 0.15 3(0.3) 021
FRR 2(0.3) 027 3(0.4) 0.45 5(0.5) 0.35
BB R L ONE SRR = 11(1.5) 1.50 5(0.7) 0.75 16 (1.6) 1.14
EIAEBHE 3(04) 0.41 2(0.3) 0.30 5(0.5) 0.36
HLREERAEIE 3(0.4) 041 0 — 3(0.3) 0.21
B, Bk L URERE OR & 4(0.5) 0.54 6(0.8) 0.90 10(1.0) 0.71
¥ (Tl LR Y — 7 &)
FIRA 1(0.1) 0.13 1(0.1) 0.15 2(02) 0.14
LR 0 — 2(0.3) 0.30 2(0.2) 0.14
R AR 4(0.5) 0.54 3(04) 0.45 7(0.7) 0.50
FroEsE 1(0.1) 0.14 2(0.3) 0.30 3(0.3) 021
R, R L OVEE ORE 2(03) 027 1(0.1) 0.15 3(0.3) 021
e 3(04) 041 2(03) 0.30 5(0.5) 0.35
3 O¥E 2(0.3) 027 1(0.1) 0.15 3(0.3) 021
B L ORIk 1(0.1) 0.14 3(04) 0.45 4(04) 0.28
EFEI L OLEREE 3(04) 041 2(03) 0.30 5(0.5) 0.35
D) 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
WEIR B, FAEhs X Ok 7(1.0) 0.95 3(04) 0.45 10(1.0) 0.71
T BEIEME A R 2(03) 027 1(0.1) 0.15 3(0.3) 021
S8R £ O TRk 0 — 4(0.6) 0.60 4(04) 0.28
Mg 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 021

CZP=certolizumab pegol; IR=incidence rate; PT=preferred term; Q2W=every 2 weeks, SAE=serious adverse event,
SOC=system organ class; subject-yrs=subject-years

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 SAE in the category.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: The clinical cut date was

Data source: 120-Day SU Table 5.3.4
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2.1.6.2.2.1 HET—RIIEFNLEOEBRPMICKE L-EELEEERZRWEETAE
FEER
BET— &2 v A7 Bipb et —4 7 v b7 BE ol Q%17 Il P~ 1
ARB) & ETHO3EBRT 6 FIEGE TIHFOEERGEFENRO LN (£2-20) . 21
LOFFERERO DG A (LIRS, MBS, MR OV oL MY CRIBE) ZEETR&fH
EEQ LR SN, N OEFERRICLHF LN 7T TR bT, RN
CZP DEEMET a7 7 A L ~DEE T 72 o T,

JEGIREIE.  [120-Day SU] (ZFE#E; L7-.
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#2220 FET—FZIEENLVABRNMICEE SN EERAEERRVHERIREFEFR

Subject number | PT | SAE/AEI | Relationship | Action taken | AEFE outcome
CIMPASI-1
PS0005-501-50137 FE G R SAE/AFEI Not related Drug withdrawn Not recovered/ not resolved
PS0005-566-56614 el SAE/AEI Related Dose not changed Recovered with sequelae
CIMPASI-2
PS0002-222-22209 —IE RN I S AE SAE Not related Dose not changed Not recovered/ resolved
PS0002-230-23002 RSN RSB SAE Not related Dose not changed Recovered/ resolved
PS0002-230-23012 PR i SAE/AEI Not related Dose not changed Recovered/ resolved

2L KU HRIEE SAFE/AEI Related Dose not changed Recovered/ resolved

CIMPACT

PS0003-333-33313 - H HAR G | SAE Not related | Dose not changed | Recovered/ resolved

AF=adverse event, AEI=adverse event of interest, PT=preferred term; SAE=serious adverse event

MedDRA ver. 18.1

Note: Serious adverse events and adverse events of interest reported from the clinical data cut date of || vt the safety cut of || R
Data source: Day-120 SU ISS Table 2—4
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217 BREORSDIICESEFAEEER
2.1.7.1 E R ER
2.1.7.1.1 BAHIRE (Week 0~16)

PS0017 ik D SS K X CSS (28T 2B AHIMIZFEO LN IR DKL G5 IEICE T HEHFR
[ZOWT, XTD SOC NPT 2% 2-21 1TR LT,

SS Tl =i MRLERES OB AMIMIC I DIRBREEO G ILICE > L A EFRL O BRI
Motz [4& CZP HET4.0% (4% . PBOBET7.7% (241) 1, CZP400mg Q2W #ETiX 2 Bilicih
BB G IRICE > T-AEERNRO S, PTIZVTR L THY . 205 b 1{HE AR
WEDORED Y | LS 7z, CZP 200mg Q2W FETid 2 BllCIRBRIR D G Ik ICE - - FEH
BRRO B, PTIFHEELORT AT X U]RT I ) N7 A7 27 —BEINTHY | FFEET

NEBRIE L OR#EB Y | | TANRNTXUEET I ) b7 VA7 =7 —BEINE NERIE & OB
L) &Hrs7- [PS0017 Final CSR Listing 7.5.1FA]

PBO #£CTIL 2 BlTIRBRIEDEE G H ILIZE - oA FFRDBRO LI, PTITWT R TH Y |
WIS RERIE L DR s V) | L fillr &7z [PS0017 Final CSR Listing 7.5.1FA]

CSS TlE. AWM HREMEALRERE T6.7% (L) OB F IHIcE - HEHS
DRO I, PT I (1) THhv, NRBRELOE#EDH Y | L¥Br=i7= [PS0017 Final CSR
Listing 7.5.2FA] ,

97



86

#2-21 WBBREOBREPIRICEST-HEESR (£SOC KUPT)  (GEAHIRM : Week 0~16) —PS0017 3Bk (SS KU CSS)
soc SS CSS
PT PSO (incl PsA) @ EP® GPP® All Cohort
PBO CZP 200mg Q2W | CZP 400mg Q2W All CZP All EP All GPP N=22
N=26 N=48 N=53 N=101 CZP 200mg Q2W or | CZP 200mg Q2W or
CZP 400mg Q2W CZP 400mg Q2W
N=15 N=7
n (%)
TRERHE O IR E 5 72T _RTOH 2(7.7) 2(4.2) 2(3.8) 4(4.0) 1(6.7) 0 1(45)
HEG
JIFREE R P 0 1(21) 0 1(1.0) 0 0 0
HiEE 0 1(2.2) 0 1(1.0) 0 0 0
RS 0 1(2.1) 0 1(1.0) 0 0 0
TANRTXUETI) N T AT 0 1(2.1) 0 1(1.0) 0 0 0
= —PHEIN
PR Fs K O T kb = 2(7.7) 0 2(3.8) 2(2.0) 1(6.7) 0 1(45)
B i 2(7.7) 0 2(3.8) 2(2.0) 1(6.7) 0 1(4.5)

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis;

PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; SS=Safety Set; TEAE=treatment-emergent adverse event
MedDRA ver. 18.1
Note: n=number of subjects reporting at least 1 TEAE within SOC/PT.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until Week 16.

a Treated under double-blind conditions.
b Allocated to the cohort and treated under open-label conditions.
Data sources: PS0017 Final CSR Table 8.5.1.1FA, Table 8.5.4FA
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2.1.7.1.2 B A AR +#E AR (Week 0~52)

PS0017 3%k D SS K OY CSS (Z281F 5B AHAM+HHEFRFARNICER D DR DR 5 IEIcE -T2
HEFELIZOWNWT, TXTD SOC KONPT 23 2-22 IR LT-,

SS Tid, = MEREEE 1TV CEAMI+HERF I 4 CZP #ED 9 ] (7.4%) 1T 9 fHDIRER
%@ﬁﬁﬁi_iotﬁégﬁﬁﬁﬁ%h\:@5%5%5@@%%@@_m®6ht[%mﬂ
Final CSR Table 8.5.1.1FA, Table 85.2.1FA] , HEFFHIFIZHEEL L IcifREE D G- FILICE > T FE
=L, W (CZP 200mg Q2W #£ K () CZP 400mg Q2W RE T4 1 ) . 7 /b 3 — /LML O
MEMERTZ R (CZP 200mg Q2W RETH L) | A ONZ i/ IMESAE  (CZP 400mg Q2W F£ T 1
#) Toholz, MVIMUEAMEITEE THY | IRBREEEAMICLY WKL OREH Y | Lk s
ATz, VB PERTR B OWERE L R IFEEE C, EEEIIRE CH Y | IBRFTEMICE Y BRI
EOREDHY | LYl S, T — VPR E R OREE 1L, IEERE T, IRBRETEMIC X
0 EBREE L ORSE 2 L) &Il <7z [PS0017 Final CSR Listing 7.5.1FA] , PBO BT, #Eff
HAIRNZIRBREIR O 5 IR E > A EHRITRD S o Tz,

CSS Tk, HAMARI+HERTMIIC BT 361 (13.6%) |2 3 PFOTRIRED LG ULIZE > 7475
FHENRDO O, 2D D5 2 i 2 fRIFHERIMNICER O 7= [PS0017 Final CSR Table 8.5.4FA,
Table 85.5FA] , MEFFHIRICHBL L IIRBRIED I G ILICE > T G EFRIT, 2 [EE, &
FEMEAL R E B3 O CZP 400mg Q2W RET 1 (10.0%) 1 M OMERAER: [FEEE, HReMEAL R E B
F D CZP 200mg Q2W BET 141 (14.3%) 1 Th o7z, BEEETRESE CIX, 1GBREOZE IR
B -HEFELITRD 5720 > 7= [PS0017 Final CSR Listing 7.5.2FA]
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00T

£ 2-22 BBREOBREFILICESTFEER (&2SOC KUPT)  (BAHIM+HERFHIR : Week 0~52) —PS0017 3Bk (SS KTt CSS)

socC SS CSS

PT PSO (incl PsA) @ EP® GPP® All Cohort

CZP 200mg Q2W*¢ | CZP 400mg Q2W All CzP All EP All GPP N=22
N=72 N=64 N=122 CZP 200mg Q2W or CZP 200mg Q2W or
CZP 400mg Q2W CZP 400mg Q2W
N=15 N=7
n (%)

JLNER SEE - . > =
gzﬁ%@&fyqﬂtd_io I STORE 5 (6.9) 4 (6.3) 9 (7.4) 3(20.0) 0 3(13.6)
MigFs LY o SRfEE 0 1(1.6) 1(0.8) 0 0 0

I/ A iE 0 1(1.6) 1(0.8) 0 0 0
FFAEE e 2(2.8) 0 2(1.6) 0 0 0

[ 1(1.4) 0 1(0.8) 0 0 0

7L = — UM R 1(1.4) 0 1(0.8) 0 0 0
JERYUE R & OVFAE UE 0 0 0 1(6.7) 0 1(45)

BRI 0 0 0 1(6.7) 0 1(4.5)
R R 1(1.4) 0 1(0.8) 0 0 0

TARGEXUBET I ) N TV AT =

5 e 1(1.4) 0 1(0.8) 0 0 0
MR, MRS L OMER R E 1(1.4) 0 1(0.8) 0 0 0

R i £ 1(14) 0 1(0.8) 0 0 0
R L O TRk E 1(14) 3(47) 4(33) 2(13.3) 0 2(9.1)

S 0 0 0 1(67) 0 1(45)

HE 1(1.4) 3(4.7) 4 (3.3) 1(6.7) 0 1(4.5)

CSS=Cohort Safety Set; CZP=certolizumab pegol; EP=erythrodermic psoriasis; GPP=generalized pustular psoriasis; incl=including; PsA=psoriatic arthritis; PSO=psoriasis; PT=preferred term;
Q2W=every 2 weeks; Q4W=every 4 weeks; SOC=system organ class; SS=Safety Set; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects reporting at least one TEAE within SOC/PT.

Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until 70 days after last dose.

a Includes all subjects (blinded and open-label [escape] treatment).
b Allocated to the cohort and treated under open-label conditions.

¢ CZP 200mg Q2W + CZP 400mg Q4W

Data sources: PS0017 Final CSR Table 8.5.2.1FA, Table 8.5.5FA
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2.1.7.2 B ELER
2.1.7.2.1 BAHIRE (Pool S1)

Pool S1 Ti&, 1EBEDOEGHILICE > T AFFZOFRBRITES [ CZPHETL12% @B H)) |
PBO #ET 0%] . $&5HERITIX CZP 400mg Q2W #f & CZP 200mg Q2W #E CHRELR I X[FFEE TH -
o [FhEn12% (4H61) KkOr11% (4#1)) ] [ISSTable5.1.5] . CZP 400mg Q2W #¥T 4 #iliZ 7
HOIRBEDO TGP ILICBESTEAEFENRBO LN, TONRIL, 77 4 7F—HES, 1T
B (3 KOBEE (R8s cgEl) o mBthis, WONCHEE Téh - 7=, CZP 200mg
Q2W BED 4 BT 5 DIRBIR DB HHF IEICE > -G EFENBO N, TOWNRIT, &5
D PEIE R ONFEMED E U (R—#EREICRB)  7I7=0T7 I/ I AT7 =7 =8B, FF v
AT =8 LH, RN 2R TH-7= (21.95TH) [ISS Listing 1.1.4]

2.1.7.2.2 B AR+ AR+ E SR HEIR (Pool S3)

%5 111 ¥ CZP 400mg Q2W #¥ & OV 111 #H CZP 200mg Q2W B CIRBRIR D G Ik |ICE -~ - FEH
LOFBIRITKD o7z (R 2-23) . BFEETHIE L 100 BE - FH72 ) OFFFLREBRIL,
55 111 #H CZP 400mg Q2W #%£Cl% 5.57/100 f&5 - 4=, &5 111 8 CZP 200mg Q2W #£ Tl 3.53/100 /&
FHETHY, PoolS1 (N FH 3.85 LT 3.77/100 B - 4F)  [ISS Table 5.1.5] & FREE TH -
el e, WTNOHETYH, CZP ORI G X 16BREORGH IICE L FEHFEOREL
UR7 DO EFIFRRD B> To, IRREOR G- H LT - e G EFG A RB LI BRE BT
2722, SOC, HLT XONPT OWTHIZHOWT ., HAEBOEICOWTEMRD H 5 il 4 E
ZLIFT&ERNoT,
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#2223 BREOFEPIFICET-HEES (£ SOC KO PT>2 fi)
(BAHMHER IR E S REIF) - Pool S3

SOC Phase 3 Phase 3 Phase 3
PT CZP 200mg Q2W CZP 400mg Q2W AllCZP
N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
BREOBRSHIEIZE 7272 CD 26(3.6) 3.53 37(5.2) 5.57 62 (6.2) 443
HEFZ
DfgEE 0 — 2(0.3) 0.30 2(02) 0.14
IRpE 0 — 1(0.1) 0.15 1(0.1) 0.07
—fi% - EEREERS L OB OR 0 — 3(0.4) 0.45 3(0.3) 021
i
SRR E R 2(0.3) 0.27 0 — 2(02) 0.14
ST RS 2(0.3) 027 0 — 2(0.2) 0.14
SofE R 0 — 1(0.1) 0.15 1(0.1) 0.07
BIYER L O e 3(04) 0.40 7(1.0) 1.04 10 (1.0) 0.71
i g 0 — 2(0.3) 0.30 2(02) 0.14
IEUIN 1A 1(0.1) 0.13 1(0.1) 0.15 2(02) 0.14
iz 1(0.1) 0.13 1(0.1) 0.15 2(02p 0.14
BE, Pk L CLESHE 0 — 2(0.3) 0.30 2002) 0.14
FREE 7(1.0) 0.95 1(0.1) 0.15 8(0.8) 0.57
TI=UT ) RN TUART 2T 4(0.5) 0.54 0 — 4(04) 028
— BN
TARGHE T ) FT A 3(04) 0.41 0 — 3(0.3) 021
7 . T —B
I L USRS 0 — 1(0.1) 0.15 1(0.1) 0.07
B RE L OR B ramEE 0 — 4(0.6) 0.60 4(04) 0.28
B B EIAE 0 — 3(0.4) 0.45 3(0.3) 021
B, Bl LU OB A 4(0.5) 0.54 2(0.3) 0.30 6(0.6) 0.43
(Bl L O Y — 7 & &)
FIRA 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
PR S s 4(0.5) 0.54 1(0.1) 0.15 5(0.5) 0.35
FEMED E W 2(0.3) 027 0 — 2(02) 0.14
AR, PERR L OEEY OIS 2(0.3) 0.27 1(0.1) 0.15 3(0.3) 021
TR 1(0.1) 0.13 1(0.1) 0.15 2(02) 0.14
TR 1(0.1) 0.13 0 — 1(0.1) 0.07
MER AR, B L OthmiEE 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 021
R L UYL EREE 0 — 1(0.1) 0.15 1(0.1) 0.07
FZE ¥ UM TR RRRE 4(0.5) 0.54 10 (1.4) 1.49 14 (1.4) 0.99
R 1(0.1) 0.13 3(04) 045 4(04) 0.28
& R 0 — 2(0.3) 0.30 2(02) 0.14

CZP=certolizumab pegol; IR=incidence rate; PT=preferred term; Q2W=every 2 weeks, SOC=system organ class; subject-
yrs=subject-years, TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE that led to permanent discontinuation of study drug in the
category.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: The clinical cut date was ||| N NNNEG

a See Section 2.1.8.1.

Data source: 120-Day SU Table 5.3.5

218 FRITREZEFEESEZR
PS0017 FRER IO\ T, ERBRHIMICREL L2 B T REFEEREZ R Lz, AR OW
TlE. 5510 #H PBO %[ HRBR O AHART (Pool S1) . W ONTES 1T FHERER K ONF 111 #H3RER T CZP
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BH5HNCBNT, BETFT—FHy hA7HET (Pool $3) ICHHLIEHTNEFEFRITON
THEELT,

HZ, 7 —ZICEENWEBRHIMICEE L-FE TS HEE A EFRSR L ERICREE L
Yo

INETIZHELNTWS CZP 25 TeP1 TNF [HEREICERE L =2 MERE S L IC, AN AT «
TN E =T —PNRE LGB XIMEFRR G EFREFH TREFEFHLE L GHEL,

2.1.8.1 HIMRREEEZEOEE L REE
SOC NEYYER LA RIE] IO SN EERAEFS L OE I BGYE A LU FICiEH# L
7oo BFURRYUE (A ET) 13, IBBRIEE N EE LRREEEL AV CTEE L,

2.1.8.1.1 EREER

SS Ti, S MERZREEFE T CZP 400mg Q2W #£D 2 # (3.1%. 3.27/100 FBF - 4F) I3 HDE
BREYENEO NI, TONFIE, #REE Q4. BRBYYEICEZY) MOWREE (2
) ThHoT-,

CSS TIEEME RBYYERTD S ah ot (3 2-17) |

21.8.1.2 By EER
R LT, EERRIYEDOREIERIEN -1,

Pool S1 Ti&, FEERBYEITS CZP FED 241 (03%) 1234 (100 B - Fbhch OFEER
FEHLER 1 0.95/100 BFE - ) Wd i, PBO HTIHHEERBYVEIIRO DR -7 (3 2-
24) . Pool S3 TiE, I fHA: CZP BED 19 #1 (1.9%) T 24 RO EEIRGLENTRD Hiv, 5
RERICIE, 565 11 #H CZP 200mg Q2W AEC 8 5] (1.1%) (2 9 £, %5 111 ¥4 CZP 400mg Q2W AT 11
B (1.6%) = 15 438 b7z [120-Day SU Table 5.3.4]

2R B AR T—2 5y hA7 B E LCHEBT LT Pool S3 Ti, # 111 /8 CZP 200mg
Q2W BEM OVES 111 #8 CZP 400mg Q2W BEDBREE 8 CHIE L7z 100 BF - b OFEFHRIEHR
iE. FNEN1.09 HON.65/100 B - £ THHDOIIH L (F82-24) . FHal (GET—2 > b
A7 H : CIMPASI-2 352 200l “ 15 I B . CIMPASI-1 5 200l “ Il Il B . CIMPACT R
205 B E) O I HH CZP 200mg Q2W #£ X% UVF I AH CZP 400mg Q2W HE T, £ th
0.99 % TN 1.68/100 BF « F=TH 0 [ISS Table 5.3.4] . RHREICL AU 27 0 LT EE %
v,

Pool 83 D5 11 AHFRERHF A Tld. CZP 200mg Q2W #ED 1 Iz 2 1 (RIBEE: K OVE i
%) . CZP 400mg Q2W £ 2 HiliZ 2 1 (FEFREMAERE M VG I55) O BEEZBYVYENED bl
[120-Day SU Listing 1.2.3] .

Pool S3 CiE, 55 I FHRRER THREEZA 3 R SN2, 2 HHITIMRAERE CTHh -~ 72 2 & 78 Day 120
DREMEHTHRE DT —Z Ty bAT7 AORICHER ST, 5 T FHERBRCIL, MR
MERERZ) A 1R &u7e [ISS Listing 1.2.6.17 .,

103



L RYXTT Rd)N 2.7.4 BRRHZ % Page 104

BEEM#AT (Pool S1 & TN Pool S3) DFER., #EkEA ST EERRIYED 100 BE - £H1-0 OFE
ERIEHRT, TR EMATERE SN 100 BEF - FEH- 0 OFEESREHETH D 145~
1.7/100 B3 « 4£ & —3% L7~ (Burmester et al, 2013; Kalb et al, 2015) .

EERAEERESGLE LT, IIMRE (W E5 PS0005 J56614) KUOVIL N U RS (8%
B 5 PS0002-JF23012) 7% 141, DFE& s CoZznilBiiE Coll =17 P 20l 51
AR CEBELE, ZA60#EREICOWTE, 2.1.622.1 HIZFH L, [120-Day SU] (ZFEH]
RS Z o LTz,
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K2-24 [RYIVERB I OFEDE] CHBEINIEERAEESR PT) (EAHIM : Week 0~16,/ F AR HHER MM +FE S HHIRH)
— Pool S1 & T* Pool S3
PT Pool S1 Pool S3
PBO CZP 200mg Q2W CZP 400mg Q2W All CzP Phase 3 Phase 3 Phase 3
N=157 N=350 N=342 N=692 CZP 200mg Q2W CZP 400mg Q2W All CZP
100 subject- 100 subject- 100 subject- 100 subject- N=729 N=709 N=995
yrs=0.47 yrs=1.07 yrs=1.05 yrs=2.11 100 subject-yrs=7.4 | 100 subject-yrs=6.7 100 subject-
rs=14.1
n (%) IR n (%) IR n (%) IR n (%) IR n (%) IR n (%) IR n (%3; IR
FTRTO EYYER LW 0 — 0 — 2(0.6) 1.92 2(0.3) 0.95 8(1.1) 1.09 11 (1.6) 1.65 19 (1.9) 1.36
FAEBIE] ICHEIND
AELAEEFER
N 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 0 — 1(0.1) 0.15 1(0.1) 0.07
IR 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
LB TR 0 — 0 — 0 — 0 — 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
[T 0 — 0 — 0 — 0 — 2(0.3) 0.27 0 — 2(0.2) 0.14
FEREMERSEE 0 — 0 — 0 — 0 — 0 — 0 — 0 —
e 0 — 0 — 0 — 0 — 0 — 2(0.3) 0.30 2(0.2) 0.14
KNG MR i e 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
IRPNZE 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
ElCS 0 — 0 — 0 — 0 — 1(0.1) 0.14 0 — 1(0.1) 0.07
I iR gy 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 0 — 1(0.1) 0.15 1(0.1) 0.07
W 0 — 0 — 0 — 0 — 1(0.1) 0.13 0 — 1(0.1) 0.07
[T 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
ARG 0 — 0 — 0 — 0 — 1(0.1) 0.14 0 — 1(0.1) 0.07
fifige 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 0.21
7 V7 T EMERZ 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
R 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
B 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
s 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
PR R 0 — 0 — 0 — 0 — 1(0.1) 0.13 0 — 1(0.1) 0.07
CZP=certolizumab pegol; IR=incidence rate; PBO=placebo; PT=preferred term; Q2W=every 2 weeks; subject-yrs=subject-years

MedDRA ver. 18.1
Data sources: 1SS Table 5.1.4, 120-Day SU Table 5.3.4
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2182 BiEES

U g e rEET. DR LU OMES [MedDRA FEHERR (SMQ) 1 |
KoY TS (SMQ) | A HWTHRIE L, SMQ OfERIL, FUROEFIZE £ 5 HFE4 x4
LT,

21.8.21 ERNERER

EWNERER T, U o \EA G o CEM SIS S 7e)>> 7= [PS0017 Final CSR Table
8.15.2.1FA. Table 8.15.4FA] .

21822 BINRER

AR, BEMEEEAS 10 FICFRD Ltz [5 113 CZP 400mg Q2W AL 6 451} OV 111 #H
CZP 200mg Q2W #£ > 6 5] (il CZP B CHEMMEE A WG L 2 W& 5Ty) 1 (225 . 2055
1 GREHRE. #ERE PS0002 JF20408) 1EAHIMICHBLL . FOMOBMEEEII N TND
HEEFHIMI SUIFEE MMM IC 3881 L7 [120-Day SU Listing 1.2.6.3] . 55 IT FHRRER CILEMEEE T8
BNtz Teks, HERAE PSO003 42119 OEMEFAY L R OF 9 (RYx v U oS
fE#) [ XFR—DFHThoR, ZRFN e LTEH SN,

BRI, BMEREO 100 BF - FH7- 0 O0FEFGRBIEIIL . CZP 400mg Q2W &
CZP200mg Q2W HETRIEE CTH -2 (FNF1 090 KT 0.81/100 BFE - F) .

5 T FRFRBR VL EE T AHRRBRIZ I\ T, CZP 85221 - 2JEF] % & 1e Pool S3 /& (1112 fi],
14813 B3 - FEICFHY)  [120-Day SU Table 4.3] Tk, FEBAE R EE & [ < BEMEREE A 7 #1112 9
(U N A ETe) 3D BN [120-Day SU Listing 1.2.6.3. Day-120 SU ISS Table 2-7] .

BIRT— % 71w b A7 A b a7 27y b4 7 AEToM CllF17 P ~20l=1
AR (&0 BEERRIBIRES 1 FEE L (35 PS0005JlF50137) . 16BARIEEMIZ, A
HRLIFHREE L ORI EBRIE TREEZR L) LT L7, AEROERIIREE Th o7, 15EED
BeHThiE SNz, AEBREICHOWTIE2.1.622.1 THIZEEH L. [120-Day SUJ (ZREMFIEZ T L
7.
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F 225 EMHEE CEAHIEHERYIF+IESRYIE) - Pool S3

2.7.4 BERHIR LM% Page 107

SOC Phase 3 Phase 3 Phase 3
PT CZP 200mg Q2W CZP 400mg Q2W AlLCZP
N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
G OB 6(0.8) 0.81 6(0.8) 0.90 10 (1.0) 0.71
B AR B & B SEMIEE 5(0.7) 0.68 3(0.4) 0.45 7(0.7) 0.50
B, B L URERRIH O 6 (0.8) 081 6 (0.8) 0.90 10(1.0) 0.71
£ ERBLIOR) —7%E
i)
B REZ ZEfi R B 0 — 1(0.1) 0.15 1(0.1) 0.07
LSRN 1(0.1) 0.13 2(03) 0.30 3(0.3) 021
L 1(0.1) 0.13 0 — 1(0.1) 0.07
& A A 0 — 1(0.1) 0.15 1(0.1) 0.07
AR 1(0.1) 0.13 0 — 1(0.1) 0.07
% ik 1(0.1) 0.13 0 — 1(0.1) 0.07
S RNTHY b 0 — 1(0.1) 0.15 1(0.1) 0.07
METE 1(0.1) 0.13 0 — 1(0.1) 0.07
B 1(0.1) 0.13 0 — 1(0.1) 0.07
IRAE 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14

CZP=certolizumab pegol; [R=incidence rate; PT=preferred term; Q2W=every 2 weeks, SOC=system organ class; subject-
yrs=subject-years, TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE within SOC/PT.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: The clinical cut date was ||| | N NENEN

a The events of neoplasm malignant and Hodgkin’s disease are the same event, resulting in a double counting of Subject
PS0003-J42119.

Data source: 120-Day SU Table 5.3.10.3

2.1.8.3 S5 >mEDFRLER U MACE

MACE (Zi%, REEIARGEAR, (OSBRSSO E S ISR D 2 R A EEG NS EN 5,
MACE [ZIER T _R&FEES ENOEER Y 2 7 M EICREH ST\, BARSE A~ 5T
HEDMOFHIE LT HEEFR) (ITEERVB, KETIE, TXTOLEEED A EEL %
ME#ET 572> MACE %708 L7z, MACE (X, 1RBRKIEE S ER Lo AEEZ W TRE L., B
TR OFEC AN D EE R DBIEZE, IS A X2 MRS o VD AREE2E DT, 9 > P ORE
IRFEORBRENET /e, EEEICEADLL TR TARSFHERRICTO,

2.1.8.31 S > MDA E
218311 ERNERER

BN T, 9 o ML TS S 7/rh - 7= [PS0017 Final CSR Table 8.3.2.1FA, Table
83.5FA] .

218312 BIVERER

Pool S1 Tlit., 9 » LA EITFRD 377 o772, Pool 83 Tl HMERFHAMICEE I #H
CZP 400mg Q2W B D 1 I CHEHEZ O ~ It A2n 1RO bz, FEERIFETIE. O -1tk
DALY o MO ARRICREET 2 A EFRIIWE SN hoT-, BEETHIE L 100 254 -
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FEbh 0 OFEBERISRT, 6 1 F842 CZP T 0.07/100 B3 - F£CThH -~ 7= [120-Day SU Table
53.10.4, Listing 1.2.6.4] .

T — 4y AT BB EAET 4 Ty F A7 BETOM COlERs W~ 1
AWE) 0. 5 o MEOCTRERTD - Mt R BT 5 S E8T0RE ShAahoT.

B IUAABRTIL, O oMM AT SR o Tz,

21832 MACE
218321 ERNERER

E AN Tk, MACE iZ#& S h>—> 7= [PS0017 Final CSR Table 8.16.2.1FA. Table
8.16.4FA] .

218322 BIVERER

Pool S1 "Ci&, CZP 400mg Q2W F£D 1 FllZ M REBINREREAEAFE O H vz, PBO # Tl MACE
TR Lot

Pool S3 Ci%. %5 I/ #14= CZP BEDE: 6 5] (0.5%) T 6 ££:00 MACE 23855 &7z, Pool S1 T
W SN2 A EINRIE R M (N 2.1.83.1.2 JHTL# L7-EHEZ 5 o ORI A,

CZP 400mg Q2W BED 2 # (D AR4 K OMEEA M BESS 1 £F) KON CZP 200mg Q2W AED 2 41 (M
ERAE R OB MRS 1 4F) 23#s 47z [120-Day SU Listing 1.2.6.4] . MACE @ 100
BE - EHT D OFEEFSIEHFTL, Pool SI D4 CZP f L EL#k L T Pool S3 O 11 #H4: CZP #f
TOEFFFRD SN -7z (FNE 047 KTV 0.43/100 B3 - 4£)  [ISS Table 5.1.10.4, 120-
Day SU Table 5.3.10.4] . 25 I #H3BR Tt MACE 1335 Shvie o7z,

BIRT— % 71w b A7 A b a7 27y b4 7 AEToM CllF17 P ~20l=1
AR (C. —EMEREDRIES 1 (WERE PS0002J22209) W& S v, IBRE(TIER
X, AER LB L OREBERIT TRER L) LWL, AFZRoRRIIREE ThH-T-, 15
B OB GIIEE SN h o T, AEEREICOWTIE 216221 HICEEHEH L. [120-Day SU] ITHE
iR AR LTz,

2184 BRBEk &
Mg, THiBE (SMQ) | ZHWTHEE LT, SMQ OMiZRIL, MoEMEIcE TN 5 s
gl Ui,

2.1.8.41 ERNERER

EWNRER ClE, DR RITHRE SN 2h - 7= [PS0017 Final CSR Table 8.17.2.1FA. Table
8.17.4FA] .
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21842 BINRER

Pool S1 T, Wi EITME SNen o7z, Pool S3 Tld, HMERFHIRIIZES I #H CZP 400mg Q2W
FEC— M TR S M VE DS | . SEE RIS 11T A0 CZP 200mg Q2W Ff T H M Wi
2 1S S 47z [120-Day SU Listing 1.2.1] . 2 [I1 #8 CZP 400mg Q2W B£ THEed H A7z — Ik PhitE
TR M LIEI R, B DA AR I BFRANIC R S vle, TR ERET L7c L 2 A, 1R
IZBINT B REIOD 2 FEMIT DT A TERE L R O 0 IZ LNH L7 GRERPIZHT7- 70E
ROUTERFT AT T4 Lo 72) o 8 TAERBR T, R B OB IT -1,

2.1.8.5 EMEEIC & B MK AE
YEMPEEIC LA MEREMEIL.,  REmEEC LA MEkEE (SMQ) | ZHWTHEL., HE
REEESLE LU CHE LT, SMQ ORI, PRk OVAROEHICE EFNLHFEE SR E L,

2.1.8.51 EREER

SS TliE, = HMEEEEE T 2 FIIEMEEC L5 MERBAEN RO bz, EOWNFIEL,
CZP 200mg Q2W B 1 ffil (1.4%., 1.59/100 &3 « ) DAFFERBAAE, CZP 400mg Q2W FED 1 il
(1.6%. 1.60/100 £ « ) OM/MIBAETH Y | WTIR L EE T, IRBELEMITIARIEE O
KIERRZ TREES Lk L7- [PS0017 Final CSR Table 8.18.2.1FA. Listing 7.6.1FA] .,

CSS Tl BHEMEEA T CZP 400mg Q2W HED 1 ] (25.0%, 27.12/100 B34 - ) 1TAFHER
BAIERTRD DIz, RERIL, BEERAEFRTHY | IREMEMITIEHRE L ORIRERE
MBS 0 ) &)W L7~ [PS0017 Final CSR Table 8.18.4FA, Listing 7.6.2FA]

21852 BINRER
Pool S1 TiZ, EMEFIT K A MEKBUEITHRE SR> 72, Pool S3 Tl HERFHIFNICIE M
FNT L D IMBRBUMEDS 1 1 (G 1L AH CZP 200mg Q2W RED M EREERS) o bl [120-Day SU
Listing 1.2.6.5] . FFERMIMI L CBERT —F2 1y MAT7ENOREMT—2 1y NA7 HE T
1 HE Y 20l P . ENEEC LB MBS Shieh -7,
ITARRRBR Gl & MPEEE T & A MERBVMEITRE SN o7,

2.1.86 EELHMER

HEAHDESRE, THLEERFE (WARERFZRS)  (SMQ) | ZMAWTHREL, BEE
BPHEERE L THELE,

1l

2.1.8.6.1 EREER

SS TliE., JHEMHLEEEA T CZP 400mg Q2W FED 1 41 (1.6%. 1.59/100 B4 « 4F) [ZHEE/H
MFELTHD~ vk« Vo= T4 VEBRPRD bz, AFEGE, CZP B 575 39 H
%, MDA FRRE] (7 Z U L=T) ICEXHIBFEPICHRE L, HEEIISETHY , I1FBREM
EATIAERIE L ORISR A B2 L) &HWr L7= [PS0017 Final CSR Table 8.19.2.1FA, Listing
2.13.1FA. Listing 7.6.1FA] .
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CSS TiTEEHIMEFLITHME S 7e) - 7= [PS0017 Final CSR Table 8.19.4FA] .

2.1.86.2 B ER
Pool S1 Ci&. 3 % (CZP200mg Q2W #£. CZP 400mg Q2W £ K& TN PBO #E T4 1 f5)) (CHERH
MESNFED b7 [ISS Table 5.1.10.6] . Pool S3 Tik, & I #H4: CZP BED 9 FliC 12 fhDEE
7RI E S NFR A7z [120-Day SU Listing 1.2.6.6] . AT, 9 il 12 RO BEE 2 HIMEFE N
oY=y gl
5 W AHRRBR CIE, 1 BIC 1 o EE 2 i FR 3580 Sl (CZP 200mg Q2W #EDIE)
[120-Day SU Listing 1.2.6.6]

#2260 HEELHMFR BEAHMHERYFHIESHRIIE) - Pool S3

SOC Phase 3 Phase 3 Phase 3

PT CZP 200mg Q2W CZP 400mg Q2W AllCZP

N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
FTRCOEER HIMES 6(0.8) 0.81 3(04) 0.45 9(0.9) 0.64
ik LY o REE 2(03) 027 0 — 2(02) 0.14
FERRME M PN 1(0.1) 0.13 0 — 1(0.1) 0.07
feLifn fi 1(0.1) 0.13 0 — 1(0.1) 0.07
s 2(03) 027 1(0.1) 0.15 3(0.3) 021
FE I P B A % 1(0.1) 0.13 0 — 1(0.1) 0.07
Fiim 0 — 1(0.1) 0.15 1(0.1) 0.07
8 Z2asliih 1(0.1) 0.13 0 — 1(0.1) 0.07
YRR £ O 4 BUE 0 — 1(0.1) 0.15 1(0.1) 0.07
i R 0 — 1(0.1) 0.15 1(0.1) 0.07
BE, hER L OLESHE 0 — 2(0.3) 0.30 2(02) 0.14
PRiE 0 — 1(0.1) 0.15 1(0.1) 0.07
TR i 0 — 1(0.1) 0.15 1(0.1) 0.07
s L OGRS E 1(0.1) 0.14 0 — 1(0.1) 0.07
FEbE . 1(0.1) 0.14 0 — 1(0.1) 0.07
AFEREB LURLBREE 1(0.1) 0.14 0 — 1(0.1) 0.07
Hiil% 1(0.1) 0.14 0 — 1(0.1) 0.07
WER A, TR K OWEREE 2(0.3) 027 0 — 2(0.2) 0.14
BHm 1(0.1) 0.14 0 — 1(0.1) 0.07
i i 1(0.1) 0.13 0 — 1(0.1) 0.07

CZP=certolizumab pegol; [R=incidence rate; PT=preferred term; Q2W=every 2 weeks, SOC=system organ class; subject-
yrs=subject-years

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 serious bleeding event within SOC/PT.

Note: IR=incidence of new cases per 100 subject-yrs.

Note: The clinical cut date was

Data source: 120-Day SU Table 5.3.10.6

DREE & TMIIE L7 100 B3 - Fd7o ) OFFFRFEILFIL, Pool S3 D 11 84 CZP Ff & Pool
S1 M4 CZP B CLule 3% & ZH 2 0.64/100 B3 « 45 [120-Day SU Table 5.3.10.6] % O}
0.95/100 83 « 4 [ISS Table 5.1.10.6] TH v, BRI OLERAZ L S BINIEED b e ol

BET— &2 v A7 Bipb et —4 7 v b7 BE ol Q%17 Il P~ 1
AWP) <. EELERHD W PS0002 JF23012) 2wt Sk, IRBRETEIL, AH
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EHEG LIRRIE L ORBMRAE TBIEZR L) L L, RO HEIIEE ST, FLILEIE
L7oe AWEBREICOWVWTIL 21,6221 THIZFE#HE L, [120-Day SU] (ZHERIRSE 27~ L=,

HE R HIMmFESG0—%% [120-Day SU Listing 1.2.6.6] 12~ L7z,

2.1.8.7 IW—TARUPI—TAKESE
=T A RO — T AR T, EFHEMZEMERNRE LT,

2.1.8.7.1 ERNAER

ENGRER CTlE, L—7 AR O—7 2R RIS SZen - 7= [PS0017 Final CSR Table
8.3.2.1FA. Table8.3.5FA] .

2.1.8.7.2 EINEER
WTHLOFE NN AHRER CTH . —T7 AR OV — T AR BT E S e o T,

2.1.8.8 BEELGEERIG
HER R ERSIE, EREMZENMERNCRE LT,

2.1.8.8.1 ERNER
SS Tix. =E M RE CEE R BSMKSITHRE Sz - 7= [PS0017 Final CSR Table
8.4.2.1FA] .

CSS Tl&., HoEMEAL R E B C CZP 400mg Q2W £ 1 f4] (10.0%. 10.62/100 £ - 4F) (2%
ALBEDSGRD BT, AFEGOFIEEITHETHY . [RBRIEOR G LKL ORBROFILICE ST, 1R
BREATERTIRRREE & ORERERE TR H D | Lol L7c, IR MERCERE Tl SRR KB
IS S Ze o 7= [PS0017 Final CSR Table 8.4.5FA, Listing 7.4.2FA]

2.1.8.8.2 EHNEER
WTHOE NN ARRER T, BELRREINTIHE SN2 o T,

2.1.9 ZDMDBEETER RV EMMIEENT
2.1.9.1 FiERER

IR gL, TSRS D00 5 > LOE (SMQ) | . THFA4. FFRRAEE, A
AR O oMo IfaES (SMQ) | . TFREGERFR (SMQ) 1 . [ITIEBI G R i A
s LOYER (SMQ) | KO Tl B4~ 2 %EE 36 L O i fEE (SMQ) | @ 5 -2d SMQ
ZHWTHRIE L7z, SMQ ORsRIE, BlkofiIcE o HEEE k5 & LTz,
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2.1.9.1.1 E R ER

SS TiE, S EiEEs T AMIMIC4 CZP #ED 541 (5.0%., 16.69/100 3 - 4F) (254D
FIER FR 580 BTz, FHBCRES OB 1T CZP 400mg Q2W #£f & CZP 200mg Q2W #f Clalfi
JETholz [ZNZ13.8% (12.56/100 F£F - /) KUr6.3% (21.38/100 &% - ) ] . HERFHIM
C CZP 400mg Q2W F£> 3 4 2 Y CZP 200mg Q2W HED 4 Bl 7= 22 PR F 43580 Hav, A
HAR+HHERF AR 0 TN R 5 D I BIER 1% CZP 400mg Q2W RE T 7.8% (8.33/100 (- 4F) KN CZP
200mg Q2W F£T 9.7% (11.91/100 H# « 4F) TH -7z, PBO BETIEL. WO T b TR
GFERD B - 7= [PS0017 Final CSR Table 8.20.1.1FA, Table 8.20.2.1FA] .

AR FRIINTNGIFEETH Y, 1TL A ENERELITRE SUIPFE T, BREEEMIC
K VIRBRIE L OIRRBIRIT TRIEZR L) Ll Sh, BB G PILIZIIEL oh o T,

EEOAERLIT, NIRRT (CZP200mg Q2W HE 1 44)) 2FRH b, [TRERIE L OEH
V| OfFEFGIL, JFEFE (CZP 400mg Q2W F¥ }2 1Y CZP 200mg Q2W BED 4 1 i) M ON7 7 =2
72 / NIV AT = *7~Jz“t§bu (CZP 400mg Q2W B 1 f5)) ToH 7=, 723, CZP 200mg Q2W #¥f 1
BN BT AFREE L, 1RO B 5 H 112 % > 7= [PS0017 Final CSR Listing 7.8.1FA]

OIS AST 23R IR 3 5 LA iz BR L= 1%, CZP 200mg Q2W #£C 2 f

(4.2%) ToH-7=, CZP400mg Q2W #¥ K X PBO RETIL AST 23 ELUEME FIRD 3 f2LL ki EH-L7=
BERE 1IN 2D o 7o, ALT D3 ERHEfE BIRD 3 f5LL RIT B5A- L7 gk id, CZP 400mg Q2W BT 1
i (1.9%) . CZP 200mg Q2W #£T 3 il (6.3%) MK U'PBO# T 1] (3.8%) Th-ol-, B UL
NERVERE BRRUL B B U7 R E 1. CZP 400mg Q2W ¥ T 12 5] (22.6%) } Y CZP 200mg
Q2W BT 13 f3 (27.1%) KX UOYPBO BET 4 fil (15.4%) Toh o7z, ALP SIEMEE EFRD 3 L4 kI
EF U= BRE 1N e o 7o, HERFBAR TIX. CZP 200mg Q2W AEC AST 23 FEVEME_EIR oD 3 fi5 L1 E
\Z EF U7 BRE D72 5 1], ALT 23 EEYEE ERR D 3 5 0L I R/ U7 #BRE 23877212 6 1,
E UL E VN ERHEE EBREA RIS B U7 BERE ST 721 14 BRSO B 4u, CZP 400mg Q2W A Tl
ALT S EMEME EFRO 3 LI IS R UBRE 2 E-I12 11, BV L e s 28 R FIRLL i b
F LT E DB 6 IR B Lz, WTFNOWIE R OB ERETS ., Hy’s law HAEZ - L7-#k
BRE 1T 22y 7= [PS0017 Final CSR Table 9.9.1FA. Table 9.9.2FA] .

CSS T, H AR EUE A 341 (20.0%, 74.09/100 B - 4F) 1T 314, MR ME
B 1 (14.3%, 50.03/100 FE - 42) 12 2 FOIFIEAR TR Hivlo, EAWIM+HEREIRK <
IE. EOREMERL AR R 4 6] (26.7%. 31.93/100 A + 4F) 125 1F, MEEMERLREER 3 5] (42.9%,
48.87/100 3 « 45) 125 FO TR F4: 0338 H 7= [PS0017 Final CSR Table 8.20.3FA, Table
8.20.4FA] .

JFIBCR FSUI TN L IERERETH Y . BEAEE TEE SUIFEE T, IBREOHREFIEICITES
o T, FEER EEBREICROONET 7 =0T 2 ) T AT 2 7 —BHEIINRERIR & oK
REIRD TR SV | L SN LIAME, WO FL HIRBRETEMIC LV IREREE & O KRR
fRi% TR L) &Il & 7= [PS0017 Final CSR Listing 7.8.2FA]

HEMEMERLBORE AR I, AR ALT 23 EYEME RO 3 (5 LL BIZ B U7 23 1 1
(6.7%) KOE VU LB MIYER EIRLL B EH L7953 5 6] (33.3%) 8D b, IBENE
W B Tl B U L E N ERRDL RIC B U7 E S 3 61 (42.9%) #E8 HavT-, AST
e OV ALP 23 EEYERE R 3 5 LA BIZ BA- L7 13 e dh o 7o, MERFEIR Cld, WAL e
BT ALT 23 EYEE ERROD 3500 BIC B L7ogBRE D B2 16, BV L s 8 R FRUA
T B U TR B 0 722 3 BIRE W i, MREVERZRERE TiX, BV LB s R ERO
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1.5 (5L B ER U RE BT 1 RO Sz, WO R OB SE T, Hy's law £&
WA - U7 W BRE 1T 72 x> 7= [PS0017 Final CSR Table 9.9.3FA. Table 9.9.4FA] .

21912 By EER

Pool S1 Ti&. 4= CZP Bt 28 i (4.0%) 1T 50 £ (100 3 - FEH 7=V DHFEERIEHE
13.49/100 FF « 4£) | PBOBED 6 5l (3.8%) (2 7% (100 B « 7= OFEFELRIEHR
13.05/100 FBFE « ) OIFIECRFR1HO DL, R FROREERIL CZP 200mg Q2W i &
CZP 400mg Q2W BECRIFRE TH 72 (FNFN 49%KL R 3.2%) . BFEE CHIE L7 100 B -
FEbhl ) OFEBERIEHRT, CZP 200mg Q2W #£TC 16.31/100 BF « 4, CZP 400mg Q2W #E T
10.64/100 B3 « £ TdH-7= [1SS Table 5.1.10.7] .

Pool S3 "Ti&, 5 Il #84: CZP #¥ D 85 HilZ 173 RO IR F L 03588 HiL (3% 2-27) | Pool S3
RIRTIL 89 BT EET 177 RO FIEARF S 0358 H 7 [120-Day SU Table 5.3.10.7]

FHiR ESR OB RIL, 5 ILFH CZP 400mg Q2W #£ (7.1%) & &5 I #H CZP 200mg Q2W ##

(5.9%) TRRETH-7-. HERFLOBREECTHIELE 100 BF - £H7 0 OFEFFRLHE
Fix, BRERUHEINZ T &9 (Pool S3 Tl 6.34/100 H3 « 4E. Pool S1 Tl 13.49/100 3 - 4F)
CZP MBI OERAZHE D TR FRORBLY 27 O EFITZEO i h- 7= [1SS Table
5.1.10.7. 120-Day SU Table 5.3.10.7] .

5 AHRBR Tl IR 80N 4 BlCFRD Bz (CZP 200mg Q2W FE K& TN CZP 400mg Q2W &
T4 241) [120-Day SU Listing 1.2.6.7] .

FREGITIFE L A ENIEERTH Y | EREEIIRE TP EE T, IGBETEMIC X 065
L ORRERIT TBIEZR L) Ll sh, RO G PILITITEL o7z, R PS0002-
23118 13, AECICELHEERIFAREZRI L2, AEFICOWTIE, 2,15 HIZREH Lz, R
F PS0002 23140 1%, BHERFYMENTRE 2 FBL LTz, AEFNZ OV T, UFICRE L,

o Wi PSO002 23140 iX. CZP 200mg Q2W DHEIT D552 T 3 B 1R
HOPEEE-H o 424 AHOIEERIIMIC, EERIEYIEIFEES 2% L (Ehfi
FHHGE - 0 D AL S PR AB)  [120-Day SU Listing 1.2.6.7] ., 5B E/TE
i, AERAIREIEE TEEH Y | L L7z, BB oRGITPIEEh, AFE%
X LT, BRAEIR, BRPERRAE K OV O O R % R SRR L 7 s R
RHEESS R MFROHNDH Z E R VAST & ALT O EENHEETHDL Z b, AE
LOIFIK & LTS HERIC L DI D o/ RIESRB S N7z, UL, 1A5RIE
ARG ORBUCEEE U7 plREMEIZ A E TE R,

g RES DO —& % [120-Day SU Listing 1.2.6.7] (T~ L7=,
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7% 227 JHIERFESR HLT KO PT>2 #) CEAHR-HESIFSESREIE)  — Pool S3

HLT Phase 3 Phase 3 Phase 3
PT CZP 200mg Q2W CZP 400mg Q2W AllCZP
N=729 N=709 N=995
100 subject-yrs=7.4 100 subject-yrs=6.7 100 subject-yrs=14.1
n (%) IR n (%) IR n (%) IR
TRTOFERES 43 (5.9) 6.03 50 (7.1) 7.75 85(8.3) 6.34
B IOFHEREENE C 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
TS L OV 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
IR 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
R4 L O O BGER S 1(0.1) 0.13 1(0.1) 0.15 2(0.2) 0.14
JFNEER SRS L UYER 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 0.21
FEER 1(0.1) 0.13 2(0.3) 0.30 3(0.3) 0.21
JBlaBEE S L OIFRNE C 12 (1.6) 1.64 7(1.0) 1.05 19(1.9) 1.36
BTG 8(1.1) 1.09 6(0.8) 0.90 14 (1.4) 1.00
FEWVERTRRE 2(0.3) 0.27 1(0.1) 0.15 3(0.3) 021
FEts e 35(4.8) 487 43 (6.1) 6.63 73 (7.3) 5.42
To=rT ) NTUAT 19 (2.6) 2.62 152.1) 227 32(3.2) 2.32
= Z—E
TANRGREET I ) N 14 (1.9) 1.92 14 (2.0) 211 272.7) 1.95
VAT T —
A e Y L e B 1(0.1) 0.14 3(0.4) 0.45 4(04) 0.28
y—FINEINVRT AT 8(1.1) 1.09 192.7) 2.88 26 (2.6) 1.87
= Z—E
R 5 10(1.4) 136 7(1.0) 1.05 17 (1.7) 1.21
Tk heke A B 0 — 2(0.3) 0.30 2(0.2) 0.14
FF 2T I —Y ER 2(0.3) 0.27 7(1.0) 1.05 8(0.8) 0.57

CZP=certolizumab pegol; HL T=high level term; I[R=incidence rate; MedDRA=Medical Dictionary for Regulatory Activities,
NEC=not elsewhere classified; PT=preferred term; Q2W=every 2 weeks, Q4W=every 4 weeks, SMQ=Standardized
MedDRA Query; subject-yrs=subject-years

MedDRA ver. 18.1

Note: Data are displayed as number of subjects (percentage of subjects), incidence of new cases per 100 subject-yrs

Note: Using the SMQs: Cholestasis and jaundice of hepatic origin (SMQ), Hepatic failure, fibrosis, and cirrhosis and other
liver damage-related conditions (SMQ), Hepatitis, non-infectious (SMQ);, Liver-related investigations, signs and symptoms
(SMQ); and Liver-related coagulation and bleeding disturbances (SMQ).

Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both
treatment groups.

Note: Data collected during treatment with the CZP 400mg Q4W dose in CIMPACT have been summarized under the Phase
3 CZP 200mg Q2W treatment group as they are the same cumulative monthly dose.

Note: The clinical cut date was

Data source: 120-Day SU Table 5.3.10.7

Pool S1 CiE, ALT XiZ AST [ZHEEICRF IoX— AT A L0 ERMNEHED b 7oL,
CZP 200mg Q2W E£D 10 1] (2.9%) KX CZP 400mg Q2W BED 741 (2.1%) TH-o7=dizxt L,
PBO BT 2 il (13%) TH -7, CZP200mg QQW LD #7ERE PSO002- 23121 Ti., ALT @
Z L GEEE ERRO 10 580 1) Ao 5,

U LB HUEE ERRDL B ORHEE EEROD 1.5 2P BiC & U= 0B &1L, &858
TRFRETH -7, EEE LR RIS BS UL, CZP 200mg Q2W FET 23 f] (6.6%) .
CZP 400mg Q2W #£C 30 f4] (8.8%) K TUNPBO T 104 (6.5%) Thoto, HEUEE ERO 1.5 524
iz EF U2 #RBE L, CZP 200mg Q2W BEC 741 (2.0%) . CZP 400mg Q2W AET 6 41 (1.8%)
FOPBO BET 245 (1.3%) T -7 [ISSTable 6.1.2.4] .

Pool S3 TiE, ALT X AST OWTINMNICHHFICRF 0 X— AT A 150 EFREO b -9k
FiX, 55104 CZP 200mg Q2W AET 33 4 (4.6%) K OV I AH CZP 400mg Q2W #EC 28 1)
(4.1%) TH-oi=,
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B UL O R ERD T HERE OEIE

%, 55 I #H CZP 200mg Q2W #f & &5 111 4 CZP 400mg

Q2W BECRIRBE TH V. EUEE FIRDL B B5R U785 1%, 2 [ 8 CZP 200mg Q2W F£ T 69
B (9.7%) . % 114H CZP 400mg Q2W #£T 72 %1 (10.4%) Th -7, FE¥EME LR 1.5 500 R
R UL, & T AE CZP 200mg Q2W EED 16 1) (2.3%) K UV I #H CZP 400mg Q2W &
D174 (2.5%) TH 7= [120-Day SU Table 6.2.2.3] .

@SB B U L B L s EUEE FIR O 2 £58L F. A3 AST XL ALT S EYEE FIRO 3 #2800 |

& TEFR SV Hy's law FEMEA 7 L7 #RBRAE 2% 1 BRE® Hivizny (3 2-28)

#Ex b, AR (PS0002J23118) (ICoW T, 215 HICREH L. 5 T MHRBR T

Hy’s law 82 i 7o U 7o gkBRE 1%

WRno T,

# 228 N—RTA EOIFHERBREM LR KO Hy’s law ZEHERZ 4 4

HEIME I E

(CEAHIMHHERHIF+EERIIA) - Pool S3
Parameter Phase 3 CZP 200mg Q2W Phase 3 CZP 400mg Q2W Phase 3 All CZP
Criterion N=729 N=709 N=995
n/Nobs (%)
Hy’s Law® 1/711 (0.1) | 0/689 | 1/987 (0.1)
AST
>3xULN 19/711 (2.7) 17/689 (2.5) 34/987 (3.4)
>5xULN 7/711(1.0) 7/689 (1.0) 14/987 (1.4)
>10xULN 2/711 (0.3) 3/689 (0.4) 5/987 (0.5)
>20xULN 0/711 0/689 0/987
ALT
>3xULN 25/711 (3.5) 19/689 (2.8) 40/987 (4.1)
>5xULN 6/711 (0.8) 5/689 (0.7) 10/987 (1.0)
>10xULN 3/711 (04) 3/689 (0.4) 6/987 (0.6)
>20xULN 1/711 (0.1) 0/689 1/987 (0.1)
Either AST or ALT
>3xULN 33/711 (4.6) 28/689 (4.1) 56/987 (5.7)
>5xULN 9/711 (1.3) 9/689 (1.3) 17/987 (1.7)
>10xULN 4/711 (0.6) 3/689 (0.4) 7/987 (0.7)
>20xULN 1/711 (0.1) 0/689 1/987 (0.1)
Bilirubin
>1xULN 69/711 (9.7) 72/689 (10.4) 111/987 (11.2)
>1.5xULN 16/711 (2.3) 17/689 (2.5) 30/987 (3.0)

ALT=alanine aminotransterase; AST=aspartate aminotransferase, CZP=certolizumab pegol; Q2W=every 2 weeks;

ULN=upper limit of normal

Note: n=number of subjects with a post-baseline value meeting the criterion. Nobs=number of subjects with a nonmissing
value. Percentages were based on the Nobs.
a Hy’s Law criterion was based on the following: bilirubin >2xULN, and ALT or AST elevation >3xULN. In order to meet
the Hy's Law criterion, a subject must have had the elevations in bilirubin, and ALT or AST at the same visit.

Note: The clinical cut date was

Data sources: 120-Day SU Table 6.2.2.3

2192

BERIG/ T4 3F—RIE

WSS/ 757 4 T F =R, TRBRIKIEE 2V E

T LomsAENE GRIESUR) KO

MedDRA SMQ F3|E IS EN=T A TY AL LAWK (T 7 4 FF 2 —K%) AW TE

EL.
21921 ERNEER
EPaER Tl

821.2.1FA, Table 8.21.4FA] .
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21922 B ER
Pool S1 Ti&, EAHIMIC CZP 400mg Q2W £t 1 5] (0.3%) I[CEERT T 7 4 7% I —i
(PT : 7F 7 4 T7F 2 —HENIE) 33RH S7e [ISS Table 5.1.10.8] . BB EALERIIAER AR
FRIE LBl ) L HIWr L7z [ISS Listing 1.1.6.8] .

Pool $3 Ti&. FEEMMIRICZES 1T 8 CZP 200mg Q2W RED 1 HillIBESUEAZD Bz, Lo
L. [ERiEERA L DT 57 LA F—0El (worsening of early bloomer allergy) | T
B KRERITIEERIRI 6T A BES Tid2R )2 7= [120-Day SU Table 5.3.10.8, Listing
12.68] . AWBRA L, MO T LILXF—DOBERH T2,

I ARRRBR Tl WIS/ 777 4 T F —RNFsRE S irino T,

2193 SESTER AL R IG
AIETIE MedDRA HLT TVEREMISS] & LTa—F 4 v 7 Ll B EES RN S DA
Ed L R L,

2.1.9.31 Ell*]ﬁ%ﬁ

SS TiE. S|HE MRS TEAMMIC CZP 400mg Q2W Bt 1 ] (1.9%) (2 1 £ HLT M4
RSO | @ﬁ FLMNED SN, PTIHEHENAIECTH 70, AFERIIIEEEN OBREOH
FHRERETHY , RBREORGFILZITEL e o7z, MEREIMIC S CZP BECHiZIC 3 Filic 3140
HLT [EFEL SN ] OFEFEFRPFED Hiv, CZP 200mg Q2W HE 1 B OV FEERAL St
CZP 400mg Q2W ¥ 2 B VEHREL H i e ONEREIESE (% 14 Tholo, W bIFEE
T, EREEIRETHY ‘7@5%;%@&5%% IZIZES -T2, PBORETIH, WThoHifITh
HLT TEHEMISG] OFEFHERITZED Hi/eis->7- [PS0017 Final CSR Table 8.3.1.1FA, Table
8.3.2.1FA. Listing 7.2.1FA] .

CSS Tl HZRFIERLEEEFE O 14 (6.7%) & 1 £ HLT NESHEIRIG] OFEFRBHE
iz, PTIREREIEIGS Th o7, AER| iéﬁi,%&U%r@ﬁiﬂ%%“(% VNI IE) 78 HOF 28
FUEIZIZE S22 o 7o, HERHI RS MR BE AR TR IZ38 D B AL HLT TEREL SO

DA ERRII e 0Tz, BEMEEEE ClL. WO TH HLT NEAEAMKIE] OFEH
SITFRO B - 7= [PS0017 Final CSR Table 8.3.4FA, Table 8.3.5FA, Listing 7.2.3FA]

2.1.9.32 BINRER
Pool S1 Ti&, HLT MEHHEMIRIS) OFEFEFZOIHEIL, 4 CZP #ET 2.6%., PBO #£T 0.6%
Tholz, BEGHBITIE, CZP200mg Q2W #ET 6 1l (1.7%) (2 7. CZP 400mg Q2W #£C 12 fi
(3.5%) IZ18 X TXPBO BT 14 (0.6%) (21 HEDOTEFERNSIGFRO bt (3 2-29)
CZP 400mg Q2W £ 1 (W PSO00S J50113) 73, EELOEE Ll Shie, BBRED
BH AT o e SRR RS 13 72 52> 7= [ISS Listing 1.1.1]

Pool S3 M T #H4: CZP BETIE, HLT NESEAIAN] DA EELN 30 2 43 580 bk
(55 111 #8 CZP 400mg Q2W > 22 T 33 f4:, 5 1L #H CZP 200mg Q2W #ED 8 fFillZ 10 f4) .
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Pool S1 T, MRFF&E CHiIE L7- 100 BE - FEdH7- 0 OFFEHEGIEBIRT, 4 CZP £ T PBO #if
LV mEmmrol (i 873 TN2.14/100 BFE - ) ., ZDZE, CZP400mg Q2W HEIZ K 5 H D
Tod Y (CZP400mg Q2W ¥ : 11.84/100 £+ - 4+, CZP 200mg Q2W #¥ : 5.72/100 fFE - 4F) |
CZP 400mg Q2W #¥ CIEEH A 2 [Al7ES L=kt L, CZP 200mg Q2W £ ClE K4 1 [0, PBO
Z 1[EES L Cuhiz, CZP 400mg Q2W BED 1 Bl D AN EFHEAIAEIR 285 L, 13 & A EOYBrE
THEINL SN L HEORRBD Hiz, KKPi THIEAE 2 [Al7F:E L7 CZP 400mg Q2W BE T, 7
SHEALSOG DOFEHLER KON 100 B - FH T2V OFEFEFLEBIRITR -7 (I : 3.5%, 100 &
F o AREDHIZ) OFFFRLHFIIR  11.84/100 BF - F)

Pool S1 TIFHESISHENFED B AL, HLT [EFHRALE ] OB EFROBBET, PBO BE,
CZP 200mg Q2W #f &% U CZP 400mg Q2W #£ TZ 4141 0.6%., 1.7%&% N 35% Th o7z,

Pool S3 ClX, 100 A% - fFdH 7=V OFFEFLGRBIROEINTRO 6T (F 1l F84: CZP BETIE
2.19/100 3% - 4£, Pool S1 ™4 CZP #£TlE 8.73/100 23 - ) . EWIHEEIZMES U 227 0 FHIT
B BNy 7= [1SS Table 5.1.3, 120-Day SU Table 5.3.3]

%1 FHEERClX, CZP 200mg Q2W #E?D 7 15l B OY CZP 400mg Q2W FED 4 5ii2 HLT [VEFFHERAL
Il DHEEFRNENZNT LS 4380 iz, PBO BE CIIIESFINLSUSITRRD B2 b
7= [120-Day SU Listing 1.2.1]
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F2-29 HLT TEHNMRIE] OFEFS EAHIM : Week 0~16 E A +HERFHIRH + S RIIH)

— Pool S1 & X Pool S3

HLT Pool S1 Pool S3
PT PBO CZP 200mg Q2W CZP 400mg Q2W All CzZP Phase 3 CZP 200mg | Phase 3 CZP 400mg Phase 3 All CZP
N=157 N=350 N=342 N=692 Q2w Q2w N=995
100 subject-yrs=0.47 | 100 subject-yrs=1.07 | 100 subject-yrs=1.05 | 100 subject- yrs=2.11 N=729 N=709 100 subject- yrs=14.1
100 subject-yrs=7.4 100 subject-yrs=6.7
n (%) IR n (%) IR n (%) IR n (%) IR n (%) IR n (%) IR n (%) IR
e AT 1(0.6) 2.14 6 (1.7) 5.72 12 (3.5) 11.84 18 (2.6) 8.73 8(1.1) 1.10 22 (3.1) 3.37 30 (3.0) 2.19
TSR RS 0 — 4(1.2) 3.79 6 (1.8) 5.83 10 (1.4) 4.80 6 (0.8) 0.82 10 (1.4) 1.51 16 (1.6) 1.15
LEST AL ALEE 0 — 1(0.3) 0.94 3(0.9) 2.89 4 (0.6) 1.90 1(0.1) 0.14 5(0.7) 0.75 6 (0.6) 0.43
TSR ALN I, 1(0.6) 2.14 1(0.3) 0.94 1(0.3) 0.96 2(0.3) 0.95 1(0.1) 0.14 4(0.6) 0.60 5(0.5) 0.36
AR 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 0 — 1(0.1) 0.15 1(0.1) 0.07
TN ZERR S 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 0 — 2(0.3) 0.30 2(0.2) 0.14
AT A 0 — 0 — 1(0.3) 0.96 1(0.1) 0.47 0 — 1(0.1) 0.15 1(0.1) 0.07
TESFHEARAE H afn. 0 — 0 — 0 — 0 — 0 — 1(0.1) 0.15 1(0.1) 0.07
DT AR 0 — 1(0.3) 0.94 0 — 1(0.1) 0.47 1(0.1) 0.14 0 — 1(0.1) 0.07

CZP=certolizumab pegol; HLT=high level term; IR=incidence rate; PBO=placebo; PT=preferred term; Q2W=every 2 weeks; subject-yrs=subject-years

MedDRA ver. 18.1

Data sources: ISS Table 5.1.3, 120-Day SU Table 5.3.3

MNENY 2NN

S THULE v'L°C
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2.1.9.4 ERmDELL

HERELIAL O3i)G & £ TNF BLEZE CIE, BIEA & U CREEOFTIR T SU TR EE STV
5, HAEFLHLE L TORMOBIIZOWT, LIFIZEH L,

21941 E RN ER

RORFMERLBOE K ORI LRI S, £ OO RO T EN D72, ROl EUERH O
MR ERRE B IR SR & L7 o T,

SS TiE, =i EizRERE CHAMMICERD bz HLT [ERRIRIE ] ORIBIRIL, &2 CZPRET
4.0% (13.23/100 BE - 4) . PBORET 19.2% (75.15/100 55 - 4F) Tho7-, BEBETHIEL
100 H « EH 720 OFBIRIL, CZP 400mg Q2W ¥ [2 5], 3.8% (12.61/100 & « 4£) ] &
CZP 200mg Q2W #f [2 f3il, 4.2% (13.92/100 % - ) ] TR TH -7 [PS0017 Final CSR
Table 8.3.1.1FA] .

SS Tl HAMIRIHHERFHIRTIC 3R S 7z HLT THZERRAE ] OFIRIL, 4 CZP BT 10.7%

(13 5], 10.63/100 f&55 - 4%) . PBO #£T 23.1% (6 ffil, 71.52/100 2% - ) Th o7, BERT
FHIE L7 100 o - EH7- 0 OFBIRIT, CZP OF M OIEREIZ LS FHRIFERO b s-o
7o MEFFHARNCIZ. 4 CZP & 9 5] (CZP 200mg Q2W Ff 6 {5, CZP 400mg Q2W #% 3 ) KN
PBO #ED 1 Bl HLT TRZHfEIRAE] OB EFEFRNFD S [PS0017 Final CSR Table 8.3.2.1FA]

WFROBIE TS, FARTCHEE, TR EOE e ORI VERCRE OF & FRITHE Shieip-oT7e
[PS0017 Final CSR Table 8.3.1.1FA, Table 83.2.1FA] .

2.1.9.4.2 BB

Pool S1 Ci, HLT [HfEIRAE] DIEBIRIL, 4 CZP#ET 1.4%, PBORET45% CThH -7, &5
RERITlE, CZP 400mg Q2W FET 6 il (1.8%) . CZP 200mg Q2W FET 4l (1.1%) Th-o7=,
CZP 400mg Q2W Hf K T) CZP 200mg Q2W #E TIdA- 4 B (ZE4L L.2% K TN 1.1%) THZEEDFED &
Ni=oizxt L, PBORETIX 76 (45%) Tho7z, BEAMM TIX, TIRMEE, SRR RZE KON
RS M R O R T S e o7 [1SS Table 5.1.3]

Pool S3 Tid, 5 I F4x CZP RF D 49 BiiC 61 1D HLT THIEREE ) OAFERERNFED b
(%5 111 5 CZP 400mg Q2W #£ > 28 fillZ 33 {4 K VS 111 #H CZP 200mg Q2W #£ D 25 fillZ 28 1)
%5 111 #H CZP 400mg Q2W #ED 2 il K OV 111 #H CZP 200mg Q2W AED 1 il TR FzE N H s S 4,
%5 111 #5 CZP 400mg Q2W #¥ CHzMEMEAL e K& OISR MERCED 25 1 5115880 B 417 [120-Day SU Table
5.3.3] .

%5 1 FRFRBR CTIE. CZP 200mg Q2W B 8 ], CZP 400mg Q2W £ 4 il HLT [H@RIRAE]
BEFESHNRD b7 [120-Day SU Listing 1.2.1] . 4 5] (CZP 200mg Q2W £f. CZP 400mg Q2W
BE. 4 200) CRPIRFDRES A Sdv, MEEMERDROE & OB MR LS S e o T,

WO CZP FHGRETH, IRFEE CHIE L72 100 B3 - EHT- 0 OF EFLEHR I MNE$
(Pool S3 5 111 FH4: CZP ﬁif I 3.54/100 f3E - FETH o= DIZx L, Pool S1 Tl 4.77/100 £
o) | BRHIBEGICMES U A7 O ERITRD b7z [ISS Table 5.1.3, 120-Day SU Table
5.3.3] ,
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2.1.95 ZTDHMDER
2.1.951 S DR
2.1.95.1.1 ERNGRER

ENRERClE. TBER D OWITHE S/~ 7- [PS0017 Final CSR Table 8.4.2.1FA. Table
8.4.5FA] .

2.1.95.1.2 By alER

Pool S1 Tl VRBRIE(EEAMANEREE & ORREGREZ TBEH Y | LW L72EE R O SR
CZP 200mg Q2W #£ 1 1 (0.1%) T S417- [ISS Table 5.1.4, Listing 1.2.1] .

Pool S3 TlX. FEEMRMIMICH 7212 2 BIOEE 2 5 SN EE SN, WIhoFEHE, R
L DOREBERIT TBEH Y | LI d, IRREORGHILITITE S 72h -7 [120-Day SU
Table 5.3.4, Listing 1.2.1] ,

5 WABRER TIX, EEZR D SFITEE Shveh o7z,

2.1.10 ADARKRADAZTEZR
1145 HEH|IZEHEH O LB . ADA OGHTIIXEWNGRER & skl TR 5 iEd vz,

2.1.10.1 ERNEER
2.1.10.1.1 B AEAME (Week 0~16)
Week 0~16 @ TE-ADA FEHLB| DA EFLROFBIURILZF 2-30 (2R LTz,

PK-PPS Tli%, i MEFES CEASMIZIVT 101 B 95 il T 7a< & % 1 £ TE-ADA

Fﬁm:m&b%nto TE-ADA [GHENGRD LN T-WBRF TR T 5, EERAERFSR, RREOK G F
IEICE ST HEFEG R OEE O ERRORBFEIT, TE-ADA FHROFI% CREBE CTh-o7-, AF

FHOFBFEIL, TE-ADA [GisAT (35.8%) LV TE-ADA B#nté (44.2%) TRRLEm»-7=, A
Bk OB SH Y | OFEFEFROBIHRIT, TE-ADA Hiixai (5.3%) XY TE-ADA Bifist

(13.7%) TEr-oTz, BFEETHIE L 100 B - Fd7- 0 OF FFGRBLEIL TE-ADA Bizd
Atk TEALEH 452.73 J2 00 308.54/100 FBF# « 4 CTH V. TE-ADA [GIsZICRERD FHITA LR
7otz 7272 L. TE-ADA BHROR[H% CIRERN R D720, AEERBEBROZOMPUITE
EDBNETHDH, TE-ADA N—B L TRIETH - 72 g o iélf% W27 BEWROH DG
B Z L IINEECTH 7 [PS0017 Final CSR Table 6.1.1FA. Table 8.2.1.1FA, Table 8.2.5.1FA] ,

CSS Tix, AR LN AHFEFLORKBLFEIL, TE-ADA [5i5R1T 20.0%, TE-ADA [ix
#% T B5.0% Cdh o7, TE-ADA [EMEDHEERE 12 31F 5 HEFLOFBIRIL 100% Th-7-, TE-
ADA [GIERTTIE,  NEBRE L OREH Y | OFFEFLRN 1A (65.0%) 7D bz, TE-ADA s
BT, IBREROBGHILCESTAERLN 16 (5.0%) KO HRBRELE OBEH Y | %
FHGN 34 (15.0%) 7B Hiv7- [PS0017 Final CSR Table 8.2.3FA]
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3 2-30 TE-ADA RBHF|OFEFROREELRN. (BEAHIRE : Week 0~16)

— PS0017 B

Double-blind (set of CZP-treated subjects; PK-PPS)

Open-label (CSS)

AEs starting before first
anti-CZP antibody positive
result
N=95
100 subject-yrs=0.10

AEs starting on or after first
anti-CZP antibody positive
result
N=95
100 subject-yrs=0.19

AEs for subjects who

are always

anti-CZP antibody

negative
N=6

100 subject-yrs=0.02

AEs starting before

first anti-CZP

antibody positive

result
N=20

100 subject-yrs=0.03

AEs starting on or
after first anti-CZP
antibody positive

result
N=20

100 subject-yrs=0.04

AEs for subjects who

are always

anti-CZP antibody

negative
N=2

100 subject-yrs=0.01

n (%) # n (%) # n (%) # n (%) # n (%) # n (%) #
Any TEAE 34 (35.8) 51 42 (44.2) 79 3(50.0) 5 4 (20.0) 8 11 (55.0) 25 2 (100) 7
Serious TEAEs 0 0 2(21) 2 0 0 0 0 0 0 0 0
Subject discontinuations due 2(2.1) 2 2(2.1) 2 0 0 0 0 1(5.0) 1 0 0
to TEAEs
Drug-related TEAES 5(5.3) 5 13 (13.7) 21 1(16.7) 1 1 (5.0) 2 3(15.0 4 1 (50.0) 1
Severe TEAEs 1(1.1) 1 2(21) 2 0 0 0 0 0 0 0 0
All deaths (AEs leading to 0 0 0 0 0 0 0 0 0 0 0 0
death)
Deaths (TEAEsS leading to 0 0 0 0 0 0 0 0 0 0 0 0
death)

ADA=anti-CZP antibody; AE=adverse event; CSS=Cohort Safety Set; CZP=certolizumab pegol; PK-PPS=Pharmacokinetic Per-Protocol Set; subject-yrs=subject-years; TE-ADA=treatment-

emergent anti-CZP antibody; TEAE=treatment-emergent adverse event
Note: n=number of subjects reporting at least 1 TEAE within the category being summarized.

Note: [#] is the number of individual occurrences of the TEAE.

Note: Treatment-emergent adverse events are those with onset at the time of or after the first dose of study medication up to Week 16.
Note: A treatment-emergent ADA positive subject was defined as either (i) pre-ADA negative subjects having at least one ADA confirmed positive sample or ii) pre-ADA positive subjects with at

least one sample with >=1.67 fold increase from baseline on CZP treatment, a treatment-emergent ADA negative subject was defined as having no samples either ADA positive or with values

>=1.67 fold increase from baseline while on CZP treatment.
Data sources: PS0017 Final CSR Table 8.2.1.1FA, Table 8.2.3FA, Table 8.2.5.1FA, Table 8.2.7FA

TS ELAME v'1C NEY C2XN41UF
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211012  EAHR+H#FER (Week 0~52)

PK-PPS Tid, B AHIMHERHIMIC W TR EH T8 CZP HOAEFROFEBIRIL,
TE-ADA B5iisRT (37.1%) &V TE-ADA B5iists (79.4%) Trh-o72h, BRERE CHIE L7z 100 &
F - EHT D OFEFRRIBLIEIC TE-ADA Bisa] (417.69/100 B3 - 45) L bb#g L C TE-ADA B3
fifh (213.81/100 B « 4E) T LEFIZA L) -7, TE-ADA BHRRTHE T, 1BEBREDOE G- 1kIC
B BEEGZROEEOHEREROBIRIIFRBE ChH o, EELRAFFERLD MR L
OES# B Y | OFEEROIHERIL TE-ADA Bhlists Crmhr- 7= [PS0017 Final CSR Table
8.2.2.1FA, Table 8.2.6.1FA] .

CSS TiZ, BAHMHERHIFIC I T 2R R (100 F£F - 42) (X, TE-ADA BBisRI#% TENE
0.03 XTR0.19 Thoto, HEAMMHERHIMICRO oA EEFLOREBIEIL, TE-ADA s
AT T 23.8% (236.56/100 /B4 - 4F) . TE-ADA BGiist4 T 95.2% (382.86/100 /B4 - 1) Th-o7=,
TE-ADA 73— B L TR TH > T HBRELIIIER 172 | BHROL A EHRAEL Z L IIREETH
7= [PS0017 Final CSR Table 8.2.8FA] .

2.1.10.2 By EER

PERER & VEANRER CIIERBR T EN R D20, AE Gl RROFE R A TR LR)-
7

Pool S1 (21T 2B AHARIIZ DWW T, ADA FELBI OB EEZROFEILRIL A [ISS Table 5.1.2] (&

R L7z, Pool S1 T CZP #5251 - #BaF 1B A IR L OBRFEE CTHIE L 100 £ - &6
720 DEEESIEEFLY . ADA FHBNZ [ISS Table 5.1.13] T8 L7z,

211021  BABM+HERIREEEHREIFE (Pool S3)

Pool S3 @ ADA FEHBIDOFEEROFELRIA [ISS Table 53.2] 1T L7z, 7225, 20F 1A
W OEART—% 7y M AT RE O ADA BBBOFEEELOT —HIFEoNTE LT,
CIMPASI-1 5%, CIMPASI-2 35 & O CIMPACT REROENENDEGRT— % 1~ b4 7 H

o0 B3 R ENPO ES I ERAorl B R RISV b al g i By

ADA BBPEOWERE T, @B U EIET 5 SOC ( T—#% « 25 fEE L UMM OREE] |

MR 2s, HoEhds L OWHREREE) | RSB XU TS ) OREE CTHIE L7 100 B3 -
EhT- 0 OFERGFEIIRITIEML TWEnoTZ ind, BEHERGIZHES VA7 0 EFITRD S
7o 7= [ISS Table 5.3.12] .

ADA ZHIE LR, SUARIGIR LT 2 LIZ K DR EM~OREITERO b o T,

2111 BREHENIOEEEZR
21111 BERRER
BRI R O F EE L OMNTILEN L 720 577,
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2.1.11.2 w5 EER
HEELORBFLEIT., BByl (Week 0~16) 2R bE <. FO%OEEHM KT L
ZEND, WTHOHETOLREHMMBOIERICHES VAT O EFITRWEEZ N (5 2-

3D .
SOC NEYYiER L OF/AERE] T, EIRFFIMIRbES ., TOROBRGHR TET L,
Z DD SOC TiX, —EH L7 = b o7,
FREGHHOEELAEFFROREIRT, WTNOHHE THES (85%) . WELTWe (&
2-32) ,
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#*2-31 BREHIFRIOFEFROEIR (BEAHIM+HEFFHIM -SRI

— Pool S3

soC Initial, Maintenance, and OLE? Initial, Maintenance, and OLE?
Phase 3 All CZP Phase 2/3 All CZP
N=995 N=1112
>0to 16 >16t032 | >32t048 | >48t064 | >641t080 >80 wks >0t0 16 >16t032 | >32t048 | >48t064 | >641t080 >80 wks
wks wks wks wks wks N=527 wks wks wks wks wks N=527
N=995 N=968 N=901 N=829 N=734 N=1112 N=1076 N=970 N=829 N=734
n (%) n (%)

TRTOFEFSL 548 (55.1) | 459 (47.4) | 352(39.1) | 262 (31.6) | 185(25.2) | 122 (23.1) | 629 (56.6) | 500 (46.5) | 359 (37.0) | 262 (31.6) | 185(25.2) | 122 (23.1)
Ra—s 47 0 0 2(0.2) 2(0.2) 2(0.3) 3(0.6) 0 0 2(0.2) 2(0.2) 2(0.3) 3(0.6)
Mgk LV Rk E 11(1.1) 7(0.7) 6 (0.7) 5(0.6) 3(0.4) 1(0.2) 12(1.1) 7(0.7) 6 (0.6) 5(0.6) 3(0.4) 1(0.2)
L o 5(0.5) 6 (0.6) 2(0.2) 3(0.4) 4 (0.5) 0 7(0.6) 6 (0.6) 2(0.2) 3(0.4) 4(0.5) 0
SeRME. FhEtEl L ONE 3(0.3) 1(0.) 0 1(0.1) 0 0 3(0.3) 1(<0.1) 0 1(0.1) 0 0
(R
HI I OukigkEsE 4(0.4) 3(0.3) 2(0.2) 3(0.4) 2(0.3) 0 5(0.4) 5(0.5) 2(0.2) 3(0.4) 2(0.3) 0
PNy I 3(0.3) 2(0.2) 2(0.2) 1(0.1) 1(0.1) 0 3(0.3) 2(0.2) 2(0.2) 1(0.1) 1(0.1) 0
R == 15 (1.5) 10 (1.0) 7(0.8) 2(0.2) 2(0.3) 6(1.1) 18 (1.6) 10 (0.9) 7(0.7) 2(0.2) 2(0.3) 6(1.1)
B 74 (7.4) 46 (4.8) 29 (3.2) 28 (3.4) 16 (2.2) 11(2.1) 88 (7.9) 54 (5.0) 29 (3.0 28 (3.4) 16 (2.2) 11(2.1)
—f% - BHEEL OB 66 (6.6) 30(3.1) 14 (1.6) 9(1.1) 2(0.3) 4(0.8) 92 (8.3) 35(3.3) 14 (1.4) 9(1.1) 2(0.3) 4(0.8)
AN
AT HRE R 8(0.8) 11(1.2) 2(0.2) 4 (0.5) 6(0.8) 0 8(0.7) 12 (1.1) 2(0.2) 4 (0.5) 6 (0.8) 0
s RS 8(0.8) 6 (0.6) 5(0.6) 4 (0.5) 1(0.1) 0 9(0.8) 6 (0.6) 5(0.5) 4 (0.5) 1(0.1) 0
JFYWER X V%A BE 292(29.3) | 241(24.9) | 178(19.8) | 123(14.8) | 94(12.8) 61(11.6) | 333(29.9) | 260(24.2) | 178(18.4) | 123(14.8) | 94 (12.8) 61 (11.6)
B hEB X OWES 53 (5.3) 41 (4.2) 32 (3.6) 27 (3.3) 15 (2.0) 11(2.1) 58 (5.2) 44 (4.1) 33 (3.4) 27 (3.3) 15 (2.0) 11(2.1)
BFiE
i R AR A 58 (5.8) 50 (5.2) 34 (3.8) 20(2.4) 8(1.1) 12 (2.3) 60 (5.4) 54 (5.0) 34 (3.5) 20(2.4) 8(1.1) 12 (2.3)
B LR mEE 19 (1.9) 23 (2.4) 11(1.2) 12 (1.4) 13(1.8) 7(1.3) 19(.7) 23(2.1) 1111 12 (1.4) 13(1.8) 713
HERR P L O S/ 70 (7.0) 68 (7.0) 43 (4.8) 36 (4.3) 21(2.9) 18 (3.4) 86 (7.7) 75 (7.0) 44 (4.5) 36 (4.3) 21(2.9) 18 (3.4)
P
B, BB L OEEHAR 5(0.5) 12 (1.2) 8(0.9) 9(1.1) 3(0.4) 4(0.8) 5(0.4) 12 (1.1) 9 (0.9 9(1.1) 3(0.4) 4(0.8)
OB EY (Ehak XD
R —TEETe)
R AR 64 (6.4) 35 (3.6) 29 (3.2) 21 (2.5) 10 (1.4) 2(0.4) 90 (8.1) 43 (4.0) 32 (3.3 21 (2.5) 10 (1.4) 2(0.49)
IR, EERRIS X OVE 0 0 2(02) 0 1(0.1) 0 2(02) 0 2(0.2) 0 1(0.1) 0
DIRHE
prr il e 20 (2.0) 8(0.8) 5(0.6) 4 (0.5) 6(0.8) 4(0.8) 27 (2.4) 12 (1.1) 5(0.5) 4 (0.5) 6(0.8) 4(0.8)
BX 3 L OVR K R 6 (0.6) 13 (1.3) 11(1.2) 16 (1.9) 4 (0.5) 6(1.1) 8(0.7) 13(1.2) 11(1.1) 16 (1.9) 4(0.5) 6(1.1)

S ZEAME L2 MENY L2215

y2| ebed



4|

SOC Initial, Maintenance, and OLE®? Initial, Maintenance, and OLE®?
Phase 3 All CZP Phase 2/3 Al CZP
N=995 N=1112
>0to 16 >16t032 | >32t048 | >48t064 | >641080 | >80 wks >0to 16 >161032 | >32t048 | >48to 64 | >64t080 | >80 wks
wks wks wks wks wks N=527 wks wks wks wks wks N=527
N=995 N=968 N=901 N=829 N=734 N=1112 N=1076 N=970 N=829 N=734
n (%) n (%)
AR LU EREE 9(0.9) 9(0.9) 9(1.0) 9(1.1) 4(0.5) 3(0.6) 11(1.0) 10 (0.9) 9(0.9) 9(1.1) 4(0.5) 3(0.6)
e 25 aEhds KOS 47 (4.7) 33(34) 22 (2.4) 12(1.4) 15(2.0) 8(1.5) 62 (5.6) 39(3.6) 23(2.4) 12(1.4) 15 (2.0) 8(1.5)
[
& L O Rk rEE 92 (9.2) 51(5.3) 35(3.9) 23(2.8) 18(2.5) 8(1.5) 110(9.9) 58 (5.4) 38(3.9) 23(2.8) 18 (2.5) 8(1.5)
HEEERIE 0 0 0 0 0 0 0 1(<0.1) 0 0 0 0
HEH L UNEMLE 1(0.1) 1(0.1) 3(0.3) 1(0.1) 0 1(0.2) 3(0.3) 2(0.2) 3(0.3) 1(0.1) 0 1(0.2)
AR 32(32) 24(2.5) 9(1.0) 8(1.0) 8(1.1) 4(0.8) 34(3.1) 25(2.3) 9(0.9) 8(1.0) 8(1.1) 4(0.8)
CZP=certolizumab pegol; OLE=open-label extension; SOC=system organ class, TEAE=treatment-emergent adverse event, wks=weeks
Note: n=number of subjects who reported at least 1 TEAE in the category.
Note: See 120-Day SU Listing 1.2.1.1 for a list of the uncoded events.
a Data from the ||| cvt
Data source: 120-Day SU Table 5.3.14.1
#2-32 BEIABOEELAEFFZORIAER (GAHRHERYIRHEEHRIIA)  — Pool S3
Initial, Maintenance, and OLE? Initial, Maintenance, and OLE®?
Phase 3 Al CZP Phase 2/3 Al CZP
N=995 N=1112
>0to 16 >16t032 | >32t048 | >48t064 | >641080 | >80wks | >0to 16 >161032 | >32t048 | >48to64 | >64to 80 >80 wks
wks wks wks wks wks N=527 wks wks wks wks wks N=527
N=995 N=968 N=901 N=829 N=734 N=1112 N=1076 N=970 N=829 N=734
n (%) n (%)
FRCOEERHEES 313D | 2223 | 2508 | 2004 | 2007 | 907 38334 | 200 | 2506 | 2004 | 2007 | 9017

CZP=certolizumab pegol; OLE=open-label extension, TEAE=treatment-emergent adverse event, wks=weeks

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 serious TEAE.

a Data from the ||| NG ct
Data source: 120-Day SU Table

5.3.142
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2112 AEFEZROFLESH (ERRBEEEBSNHRBOLE)
HERRIEBURI O

[ NEER K OVESNREBR ICI81T A CZP O M7 a 7 7 A LT, o TNF [HEHEO L 2T — &
MHEFRENAEDTH T, WAL g U<, ENRER CHI- ety 7 VTR s
R in,

Week 16 £ TOAEFROFEBERT, ENRBRTII2CZPRELY IR (PBO) FHTEmL.
AR CIRIFIFREEChH - T,

B 218 U<, ENRBRE NEARBRO VT IIZE T, AEFROFBIRIL CZP O#
HGHHTBBURFRE Th 7=, mEOFFEROHKBLE L CZP O GHEHE ChB T alFRE
Thote, NEBFEEOBEEDH Y | OFFFRORIUEN S, FHREF TR RFRKRTH T,
EWNRBR O RS (BIEEMTREO SO Z ETe) | W ONT IR R S R AL S
BEOIEER 2R — MIBWT, CZP OFHE - AEM CHRMICERO & 5 213580 b /e )
o7, £, CZP OEHERGIZ LD U 27 O EFITERD Lo T,

Ly & < A O N D HEFR

FEWNBRClIR b L < RBO LN HEESLO SOC 1T RYYER X OFAERAE] THY ., Week
16 £ TOFRIIEITAR CZP FHEL U PBO B CRIBE TH 72 (FNEH 39.6%, 34.6%) . iR
MIZBWTHRLELRBOLNTZAEESRO SOC iT RYYER LOFAERIE] ThY, IR
CZP O H5HHCHRRE TH -7, BARBRICB O THR bEBEERE -7 SOC 1T TRYYER
FOFARIE] | RWT TR X FAERFESE ) Chotc, EWNARBE VNIRRT, Kb &
BRI s ST G I I SRR Th - 72,

BEFERI e ORI R BRI O HE G

EINFRBR N YNSRI B W TR LA EFRIL., FEAEPRENIFEEThH-T-, W
SRR — & Tk CZP 5 CRE LA EFZORILRICFERINICEROH 5 ZITHO 5
i ot,

JEC

EWNFERCiE, SECFliXRn-o7, Wi, 201 B E CHEERT—4 5y A7 H
FCICIERIER 54 DT AN 4 FERE SN, 209 b TERIEE ORBEH 0 | Ll ST
1% 141 (CZP 400mg Q2W/CZP 400mg Q2W EED 40 iictE) TV . PT IFTFBFEME ML PREEE . H
MARESEMERES . AR (W TR S EILOREEER G0 12 B#IZEE) ROWMELE (EROTER
TG0 80 H#IZHE) Tholo, HIZ, [RBRERLK TRICHEIL LT 2 flE Sz,
WL HIEEREE S TR L) LfllrEane,

HELHESES

ENRER O MR T, BB A B U T2 CZP BEC 8§ 9 thO B HEB LN
DHENT, B, BERAEESOIEHERIL CZP 400mg QQW #E L YW CZP 200mg Q2W FETHF)»
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AR o 7o, MR 57— & T 120 il 167 O EELRFHERERRD Hivizn, K5ERHT
FELRIZENRD 7 SOC 1372 < . FrE DM IR S e o7,

BB OE G P IEIC B S - FHEFG:

[E| N B O =5 PERZE RS T, BRBRII 208 U T4 CZP BEC 9 4l 9 (IR D e - k1T
BT HEFELPRBD LNz, 28, BREOEGHILICE - A EFLORBBLRIIHRGHEM TR
BETHoTz, WHARBRIZIBNTYH, B0 GHILICE > To A EFGORBIRIIK, CZP
DEHEEIZE DV A7 O EFIFFRED R0 o7,

LRI~ FEHR

ENRERCIE, B8 L CTER T REFEFZRORBUID Do T, EHEL, 5 o1
MDA N MACE., BBEZESE . WL — T 2 RO — 7 AR BRI HE S o7, 2Rk
BRHARC I\ T3 MRS C CZP 400mg Q2W #ED 2 {5l 3 1D S A i YLIE DR H LT, e
FRAMNC =50 M FR S C CZP 200mg Q2W ¥ K2 (Y CZP 400mg Q2W Bt 4 1 il fEE |z L 5
1 ERJHAME T & D 4F HERISDE K OV RIS FE S . IR REHRE AR C CZP 400mg Q2W £ 1 43l
(PP ERIAME SR DT, MERFHIR] (RBRIER GE TR, 74V LA~ 7 &bd) ICREEEN
fief F8F T CZP 400mg Q2W #ED 1 Bl EERHMFR TH L~/ vk » = — T 1 VERBHRNR
D BT, HERFIRC REMERT B RS C CZP 400mg Q2W #ED 1 Bl B S 72 S RG Tdd 5 %I
ALBEDSFRD BT,

AR TIE, — T AR ON—TF ARREA, W NNCEERBEEFSOSTFED b RnoTz, &
FERYYE, EMEERS, O o MM OARR RO MACE, Bifige i, Sl K 2 ERBAE, I
WCHEERHMFROFEIRIELS . RIRGICL2V 270 EFBRBO 6N o1,

SRR ENRERT — 2 3R T — 2 LB LT, Lo L, ENERER, e
MCBWTHIERTREAEFEFROEIID 2L FEDOERIZHOWT, ENHER &AL O
FHROLBIINEE L E 2 Hhiz,

Z DD EES:

[E N X OVEANRER ., IFIBCR FROF BRI TN | 1ZE A EDREIFEE Th o7,
Fio, WABRICRIT 5 RIMREIC LS UV A7 EINEEEO binueno 7o, EWNEER T, #\ilss
ST FT 4 T F U ROSIEERE SR o 1o, WANRER IR, SEAMIMIZ 1> NEEREE & oo R
BV DT FT 4T F I —REBUSDFRO BV, TSNS OFBIFIT, [ENER & OVEs R
DOWFTRICEBNT B -7,

2.2 AEBROMR

PS0017 7R CREW LN EE A HEHFROGR 2 IR GRS EICHHE Lz, BTt
U, BEERAEER BRIEOBRGTHICE>TEAEEREOER TREFEFEZOPER, WO
WSS T F 7 4 T F% =S R OIRICOW T ORGRIE (1SS KT 120-Day SU] 127 L7z,
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3. ERKRIREEOE

WEANRBR ORREHZ DV TIE LT Pool ST} OY Pool S3 % AV, #ERFIIRIZ 31T 2 R (L O FE T
TlX Pool S4 % 7z,

3.1 MRFHIRE

3.1.1 ERRREBOREEIL
3.1.1.1 E R R

31.1.1.1 ﬁ)\ﬂﬁﬁaﬁ (Week 0~16)

SS Tik, FHEVEREHEF DOX— AT A VIO MR F IR OELIEIT, & 5-HM ChBirialq
&E{fﬁ;oto B O GREOFEEIE K O Rl o2 ki T s te i h & < | BRI E
EREITRD b o Tz, FERIZ, MRFRIREEDON—2A T A B RX—2F A4 DK
i/ e/ MEE TOENE G EERIICERE 2 b DX 72 - 7= [PS0017 Final CSR Table 9.1.1FA]

CSS TiX. SS &IAERDFER DG B 417z [PS0017 Final CSR Table 9.1.3FA] .

3.1.1.1.2 ﬁ)&ﬁﬂr'aﬁ#fﬁﬁﬁﬂr'aﬂ (Week 0~52)

SS TlE, S MERLREEE OB AR HHERFIR I3 10 2 BB GREO B K O AT ORI
ikk@hd\é <. FRIRENCEHERBLITERD b o1, A, MKFHIREEOR— 2 5
A NHER—RAT A RO RKE /MEE TOZELE SRR %_EE@%@i&#ot

[PS0017 Final CSR Table 9.1.2FA] .

CSS TlE. SS L [AERDFE RS S 7~ [PS0017 Final CSR Table 9.1.4FA] .

3.1.1.2 B EER
3.1.1.21 BAHRM (Pool S1)

Pool S1 TO—A T A O MIEF IR O AL, %%%if'a%ismmﬂfiff&m f:c,
A M O 4B G BEDO FIIE K O B ORI iT B B Tei N & < | BRI EE 2 22 LIXF
bV oT, RERIS, MRFHIREEOR—AT A U NHR—AT A L %ORKIE/ sf/MﬁiT

DR BERIICEE 2 b D137~ 72 [ISS Table 6.1.1.1]

3.1.1.2.2 HEFFHAR (Pool S4)

Pool S4 THO—A T A RO M F IR O I, ?ﬁﬁﬁiﬁaﬂﬁo‘iﬁ@mﬂfiff&m f:c,
HMEFFHARM O & B G RE D I K O B DR ki B BT/ & < | BRIICEE 22T
IR o7, FRRIC, MRFHIREEDO =R T A D=2 T A L DRKE/ Hi/J\1_§ i T
DAL E B ERRINICEE 2 b DI/ - 72 [ISS Table 6.3.1.1]
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3.1.2 &< DHERETOEL
3.1.2.1 E R ER
31.2.1.1 EAHRE (Week 0~16)
SS OEFEAMIMIZI T B MK FHIREDX—RAT A U INHR—RA T A DI KAE, e/ IMED >~
T RNT—TNERILITRLT,

SS Ti, S MEREEERS OB AW I 2 MR FHIRAE DO N—RX F 4 > [HAEFFHN] 225
A%X74/&®ka/w¢mfw72J%ﬁ%mbkwﬁﬁwﬁém\mmWﬁ\«%7&6
YROBMEEERE, 2 CZP L PBO HEFCHRIBE Th o7 (ZEIL 5%AM) o M/ MEA~—
ATA v THHERPAN] NOHR—RT A GO FRKRIET TEERPH X0 &E) ~Z(b L7 gRE o
E G, & CZP#E (1.0%) TPBO#E (19.2%) | t«fﬁwotom%yut/#m~z74/
[EHERPHN ) DD _R—RA T A U HRORKET TERERGIE L &iE] ~2b L=gBag ofl 5%
CZP i (6.9%) TPBO#f (0%) (Tt~ T|m<, —7H., N—x?%yFﬁE%IWJwE&~X§
A U DOT/IMET TIEERPE X 0 ) ~Z (b L7=wiBrE 0F 513 PBO & (15.4%) T4 CZP &
(8.9%) IZHARTED -T2, AMERENN—RT A [HEFFAN] NHRX—RAT A % DORK
fEC TEMERPH L 0 @il ~2 b L7 OFI5 134 CZP #f (11.9%) TPBO #f (23.1%) Ikt
NTIEN ST,

CZP OF HGEERITIX, MIRFIREE TRN—R T 1 > [FUEGFHN NOERX—RAT A D
KA e/ IMEIZZEAL 338D BT R E DB, ~~ 27 U v b, ~EZ By RO AN A
B . CZP400mg Q2W #f & CZP 200mg Q2W #E CRIFRE Tho7- (ZEF 5%AKTE) . ~~ b7 U v
FR—=2T A o [HAEFFHN | HON—Z T4 % OR/IMET [DEEGRFE X 0 IRE] ~ZE (kL
PeBRE OEIA L. CZP 400mg Q2W A (11.3%) T CZP 200mg Q2W B (4.2%) (ZHARTED -T2,
ANETOEVRR—RAT A TEEHERHFAN] DHR—RA T A % OR/IMET [EUERPE X 0 KE)

A LT OFIG1X, CZP 400mg Q2W A (13.2%) T CZP 200mg Q2W #f (4.2%) (ZH~T
BTz, AMEENSR—AT A2 [HEFREFHN] HORN—RT A UEORKET [JEAEFFH L
Bl ~Z2AE L= gieg oFIG 1L, CZP 200mg Q2W A (16.7%) T CZP 400mg Q2W #f (7.5%) |
e TED-T2,

HEMEMERL BOE AR Tl BAMIMIZHE W CIE AR D N—2 T 1 o DEERFHN] 225
—ATA CHEORKE B/METHT TV =N LTEBRE 1D i ode, X=X T A T3
FHPAN] DHR—=R T A U EORKMET TEEHEPH LV &) ~OZ(LE iR oM H X
MCH, MCHC, JRIERE R BBk (% 261, 133%) . ~EZ vty (1l 6.7%) Tho
Too — 05, =R T AL [FRUERPHN| DD R—RA T A U H%OR/MET TR X 0 IKE] ~o
BALEFBOT-MEHEB X, ~~ 27 Vv b, ~EF VY RMEE L OAIMERE (% 161,
6.7%) Td o>7- [PS0017 Final CSR Table 9.2.3FA] ,

MRS MR R AT Tl ARSI W TR PR A DR — R 1 o TEHERPAN] 26—
ATA DKM, T/ METHT TV =N LT 13 e oz, R_—R T 1 o [
PN IHR—RAT A AZORKIET [HEERH XV Sii) ~OZB RO mAEEB L, ~~ b
7y b, NEZBECLEOMCV (%16, 143%) Tholz, —Ji. N—R T A [FEAERPH
W DHR—R2T A % OR/MET TEAERFH L 0 (K] ~OZ bz ROT-REEE X, M/ MK
B, ~~ 27Uy FROAmEE (% 14], 14.3%) ThH-7- [PS0017 Final CSR Table
9.2.3FA] .
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lbE& v, sEvircietd (BEVELTROG M2 ETy) W ONS MR BUE M ORI L
BEEE TIE, BAHIMIZE T 2 MK FHRED S 7 M7 —7 NV OFERNG | BRAZ EE )X
R BNIRD 0T,

# 31 MRFAOBREDOR—RTA VIDDR—RFT A VEDRKIE/ B/IMED Y7 VT —T v
(3 AHAR : Week 0~16) —PS0017 3RB% (SS)

Parameter Shift from Baseline category PSO (incl PsA) @
PBO CZP 200mg CZP 400mg All CzP
N=26 Q2W Q2w N=101
n (%) N=48 N=53 n (%)
n (%) n (%)
Platelets (G/L) Maximum | Normal to High 5(19.2) 0 1(1.9) 1(1.0)
Minimum | Normal to Low 1(3.8) 1(21) 3(5.7) 4(4.0)
Hematocrit (%) Maximum | Normal to High 0 3(6.3) 1(1.9) 4(4.0)
Minimum | Normal to Low 3(115) 2(4.2) 6(11.3) 8(7.9)
Hemoglobin (g/L) Maximum | Normal to High 0 5(10.4) 2(38) 7(6.9)
Minimum | Normal to Low 4(15.4) 2(42) 7(13.2) 9(8.9)
MCH (pg/cell) Maximum | Normal to High 2(1.7) 3(6.3) 2(38) 5(5.0)
Minimum | Normal to Low 1(3.8) 1(21) 1(1.9) 2(2.0)
MCHC (g/L) Maximum | Normal to High 2(1.7) 5(10.4) 4(7.5) 9(8.9)
MCV (fL) Maximum | Normal to High 0 1(2.1) 0 1(1.0)
Minimum | Normal to Low 1(3.8) 0 0 0
Erythrocytes (T/L) Maximum | Normal to High 1(3.8) 3(6.3) 4(7.5) 7(6.9)
Minimum | Normal to Low 1(3.8) 3(6.3) 5(9.4) 8(7.9)
Leukocytes (G/L) Maximum | Normal to High 6(23.1) 8 (16.7) 4(7.5) 12 (11.9)

CZP=certolizumab pegol; MCH=mean corpuscular hemoglobin; MCHC=mean corpuscular hemoglobin concentration;
MCV=mean corpuscular volume; PBO=placebo; Q2W=every 2 weeks; SS=Safety Set

Note: Baseline was the last value obtained prior to the first injection of study drug (Week 0).

Note: Only nonzero rows are presented in this table.

a Treated under double-blind conditions.

Data source: PS0017 Final CSR Table 9.2.1FA

3.1.2.1.2 B AR+ HIR] (Week 0~52)
S rEicmERsE (BIEVEMRZREO S 0ME 2 S de) | IF ONC REREMERL R IE M ONRIE ME R B O
WTHIUZEBW T, EAHAR & [RAR O 235580 %;mio

SS T, =W IEHLEEEH OE AR IR U 2 M FRIMAE D > 7 b7 — T A O RD>
5. FHRAL _EE@@W IO LR (F3-2) .

[FIREIC . HEEM AL R e M OV M i FR o i, B AR HHERFA R S 31T 2 Mk i o o
T N T =T N ERAWEREREN D, BRI BB ) m&)%nr‘mxot [PS0017 Final CSR
Table 9.2.4FA]

130



I RYRTT RIL 2.7.4 BEERMAREMH Page 131
£ 32 MRFPIREBEDOR—RT A U NER—R T A DR KME,/ B/IMED
7 7= (BAHRHERR : Week 0~52) —PS0017 3Bk (SS)
Parameter Shift from Baseline category PSO (incl PsA) @
CZP 200mg Q2w CZP 400mg All CZP
N=72 Q2w N=122
n (%) N=64 n (%)
n (%)
Platelets (G/L) Maximum | Normal to High 5(6.9) 4(6.3) 9(7.4)
Minimum Normal to Low 2(28) 34.7) 5(4.1)
Hematocrit (%) Maximum | Normal to High 4(5.6) 1(16) 5(4.1)
Minimum Normal to Low 6(8.3) 11(17.2) 16 (13.1)
Hemoglobin (g/L) Maximum | Normal to High 6(8.3) 2(31) 8(6.6)
Minimum Normal to Low 9(12.5) 9(14.1) 18 (14.8)
MCH (pg/cell) Maximum | Normal to High 4(5.6) 6(9.4) 10(8.2)
Minimum Normal to Low 1(14) 1(1.6) 2(16)
MCHC (g/L) Maximum | Normal to High 9 (12.5) 6(9.4) 15(12.3)
MCV (fL) Maximum | Normal to High 2(28) 0 2(16)
Minimum Normal to Low 0 0 0
Erythrocytes (T/L) Maximum | Normal to High 4(5.6) 4(6.3) 8 (6.6)
Minimum Normal to Low 6(8.3) 7(10.9) 13(10.7)
Leukocytes (G/L) Maximum | Normal to High 20(27.8) 11(17.2) 31(254)
Minimum Normal to Low 2(28) 0 2(16)

CZP=certolizumab pegol; incl=including; MCH=mean corpuscular hemoglobin; MCHC=mean corpuscular hemoglobin
concentration; MCV=mean corpuscular volume; PsA=psoriatic arthritis; PSO=psoriasis; Q2W=every 2 weeks; Q4W=every 4

weeks; SS=Safety Set

Note: Baseline was the last value obtained prior to the first injection of study drug (Week 0).
Note: Only nonzero rows are presented in this table.
a Includes all subjects (double-blind and open-label [escape] treatment).

b CzP 200mg Q2W + CZP 400mg Q4W

Data source: PS0017 Final CSR Table 9.2.2FA

3.1.2.2
3.1.221

Pool S1 @3 AMIREIZ 35

By aLER
B AHIRE (Pool S1)
T2 MR DR— 2T A Vb _R— 2T A %O KA, /Ml

DY 7 N T—TN%EF 33K LT,
AR T, MR EEOR—R T 1 RN HNHR_X—RAT A %O KIE/

T/ METHT 3V =03 L= RE OE G
7= (= 5%A)

PH L D ARAE ]~k L7-#E oElG
77
MIEFHIRREE CTR—R T A > [FEUEFFHN] 25

U — AL LT oE &

ETH T GEIZ %A

T THAEREDH &V EKfE

Q2W Rt (24.9%) |

LLEX Y FABIRIC
1RO bR Do T,

7o fE A

I LT HRERE DEIE
ZHRTH =m0 710

BT DMK FHIRED Y 7 b T —7 N ERWFER G, BRI EE

131

X, HERZFRE, &£ CZPEEL PBO B CRIEEE TH -
BERDPAR— 2T A o THEMEFHPHN ] NHR—RA T A % OR/IMET [HEuER

1%, PBO R (14.0%) TA CZPEE (6.1%) T TE» -

HR—=R T A L EORKIE, T/METH T =2
I%. MCHC %[, CZP 400mg Q2W #¥ & CZP 200mg Q2W ¥ Tl
MCHC 23— A7 A o TEMEFHN] NOE_X—A T A 1L DOR/ME
I%. CZP 200mg Q2W #¥ (30.3%) T CZP 400mg



¢eT

#3-3 MEFARBEDR—RTA VINER—RFTA VEOBRKE/ T/MEDT 7 8T —7 N (GEA#IR : Week 0~16) — Pool S1
Parameter Shift from Baseline category PBO CZP 200mg Q2W CZP 400mg Q2W All CZP
N=157 N=350 N=342 N=692
n (%) n (%) n (%) n (%)

Platelets (10%/L) Maximum Normal to High 6(3.8) 5(1.4) 4(1.2) 9(13)
Minimum Normal to Low 2(13) 9(2.6) 6(1.8) 15(2.2)

Hematocrit (%) Maximum Normal to High 21 (13.4) 51 (14.6) 44 (12.9) 95 (13.7)
Minimum Normal to Low 8(5.1) 11 (3.1 11 (3.2) 22 (3.2)

Hemoglobin (g/L) Maximum Normal to High 4 (2.5 9 (2.6) 9 (2.6) 18 (2.6)
Minimum Normal to Low 8 (5.1 19 (5.4 21(6.1) 40 (5.8)

MCH (pg) Maximum Normal to High 3(1.9) 5(1.4) 10 (2.9) 15(2.2)
Minimum Normal to Low 5(3.2) 4(1.1) 4(1.2) 8(L.2)

MCHC (g/L) Minimum Normal to Low 47 (29.9) 106 (30.3) 85 (24.9) 191 (27.6)
MCV (fL) Maximum Normal to High 7(4.5 18(5.1) 10 (2.9) 28 (4.0)
Minimum Normal to Low 1(0.6) 3(0.9 0 3(0.49)

Erythrocytes (10'%/L) Maximum Normal to High 5(3.2) 10(2.9) 13(3.8) 23(3.3)
Minimum Normal to Low 2(13) 10(2.9) 15 (4.4) 25 (3.6)

Eosinophils (10%L) Maximum Normal to High 11 (7.0 14 (4.0) 21(6.1) 35(5.1)
Minimum Normal to Low 10 (6.4) 29 (8.3) 26 (7.6) 55 (7.9)

Lymphocytes (10°/L) Maximum Normal to High 0 16 (4.6) 17 (5.0) 33 (4.8)
Minimum Normal to Low 2(13) 3(0.9) 0 3(0.4)

Monocytes (10%L) Maximum Normal to High 4 (2.5) 3(0.9 7(2.0) 10 (1.49)
Minimum Normal to Low 22 (14.0) 28 (8.0) 14 (4.1) 42 (6.1)

Neutrophils (10%/L) Maximum Normal to High 14 (8.9 22 (6.3) 24 (7.0 46 (6.6)
Minimum Normal to Low 1(0.6) 13(3.7) 16 (4.7) 29 (4.2)

Leukocytes (10%L) Maximum Normal to High 16 (10.2) 31(8.9) 35 (10.2) 66 (9.5)
Minimum Normal to Low 0 7 (2.0 4(1.2) 11(1.6)

CZP=certolizumab pegol; MCH=mean corpuscular hemoglobin; MCHC=mean corpuscular hemoglobin concentration; MCV=mean corpuscular volume; PBO=placebo; Q2W=every 2 weeks

Note: Shift to minimum represents the shift to each subject’s lowest post-Baseline value recorded while on CZP; shift to maximum represents the shift to each subject’s highest post-Baseline value

recorded while on CZP.

Note: Only nonzero rows are presented in this table.

Data source: ISS Table 6.1.1.2
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3.1.2.2.2 B AR+ AR+ E SR HEIR (Pool S3)
O HEEF I R+ IE S I B 2 IR AR D 7 F T — 7 L OFE RN . BRI
HEEREAITED b o7z (F34) .

% 3-4 MEFPORBEDOR—RT A U DHR—RT A 1% DERKIE/ T/ IMED

V7 M7=V (BASIRHHERSIR+IEERBIE)  — Pool S3
Parameter Shift from Baseline Phase 3 Phase 3 Phase 3 Phase 2/3
category CZP 200mg CZP 400mg All CZP All CZP
Q2w Q2w N=995 N=1112
N=729 N=709 n (%) n (%)
n (%) n (%)
Platelets (10%L) | Max | Normal to High 14 (1.9 14 (2.0 27 (2.7) 32 (2.9
Min Normal to Low 19 (2.6) 18 (2.5) 34 (3.4) 37(3.3)
Hematocrit (%) Max | Normal to High 91 (12.5) 95 (13.4) 161 (16.2) 166 (14.9)
Min | Normal to Low 40 (5.5) 34 (4.8) 68 (6.8) 69 (6.2)
Hemoglobin Max | Normal to High 22 (3.0 21 (3.0 35(3.5 36 (3.2
(g/L) Min | Normal to Low 61 (8.4) 67 (9.4) 109 (11.0) 113 (10.2)
Erythrocytes Max | Normal to High 26 (3.6) 30 (4.2) 48 (4.8) 48 (4.3)
mean
corpuscular Min | Normal to Low 18 (2.5) 16 (2.3) 33(3.3) 33(3.0)
HGB (pg)
Erythrocytes Max | Normal to High 1(0.1) 1(0.1) 2(0.2) 2(0.2)
mean Min Normal to Low 171 (23.5) 193 (27.2) 324 (32.6) 324 (29.1)
corpuscular
HGB
concentration
(g/L)
RBC/ Max | Normal to High 27 (3.7) 30 (4.2) 51 (5.1) 51 (4.6)
Erythrocytes Min Normal to Low 10 (1.4) 9(1.3) 18 (1.8) 18 (1.6)
mean
corpuscular
volume (fL)
RBC/ Max | Normal to High 30 (4.1) 36 (5.1) 56 (5.6) 57 (5.1)
Erythrocytes Min Normal to Low 40 (5.5) 41 (5.8) 71(7.1) 82 (7.4)
(10*2/L)
WBC/ Max | Normal to High 53(7.3) 54 (7.6) 95 (9.5) 105 (9.4)
Eosinophils Low to High 2(0.3) 1(0.1) 3(0.3) 3(0.3)
(10°/L) Min | Normal to Low 93 (12.8) 88 (12.4) 163 (16.4) 163 (14.7)
High to Low 0 2(0.3) 2(0.2) 2(0.2)
WBC/ Max | Normal to High 61(8.4) 63 (8.9) 109 (11.0) 116 (10.4)
Lyrgphocytes Min Normal to Low 7(1.0) 5(0.7) 12 (1.2) 15(1.3)
(10°L)
WBC/ Max | Normal to High 19 (2.6) 20 (2.8) 37(3.7) 44 (4.0
Monocytes Low to High 1(0.1) 1(0.1) 2(0.2) 2(0.2)
(10%L) Min | Normal to Low 70 (9.6) 69 (9.7) 125 (12.6) 132 (11.9)
WBC/ Max | Normal to High 55 (7.5) 67 (9.4) 112 (11.3) 121 (10.9)
Neutrophils Min Normal to Low 42 (5.8) 33(4.7) 71(7.1) 76 (6.8)
(10°L)
WBC/ Max | Normal to High 96 (13.2) 99 (14.0) 172 (17.3) 192 (17.3)
Leugkocytes Min | Normal to Low 18 (2.5) 11 (1.6) 28(2.8) 31(2.8)
(10%L)
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Parameter Shift from Baseline Phase 3 Phase 3 Phase 3 Phase 2/3
category CZP 200mg CZP 400mg Al CZP AlLCZP
Q2W Q2W N=995 N=1112
N=729 N=709 n (%) n (%)
n (%) n (%)

CZP=certolizumab pegol, HGB=hemoglobin; Max=maximum; Min=minimum;, Q2W=every 2 weeks; RBC=red blood cells;
WBC=white blood cells

Note: Only non-zero rows are presented in this table.

Note: The following parameters were not collected in Studies C87040 and C87044: mean corpuscular hemoglobin, mean
corpuscular hemoglobin concentration, mean corpuscular volume.

Note: In case the normal range for a parameter varies across studies, the study-specific normal range was used for
classification of individual laboratory results as low, normal, or high.

Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both
treatment groups.

Note: Shift to minimum represents the shift to each subject’s lowest post-baseline value recorded while on CZP; shift to
maxinmum represents the shift to each subject’s highest post-baseline value recorded while on CZP.

Note: The clinical cut date was

Data source: 120-Day SU Table 6.2.1.1

313 EHRDERFEMICERODHIEE
3.1.3.1 EREER
3.1.3.1.1 ﬁ)\%ﬁﬁiﬁ (Week 0~16)
SS Tl S HE M EFE CEAMRM I ME 2 A OE R REEITRO b kol
[PS0017 Final CSR Table 9.3.1FA] .

AL ROE B i, EAHIM TSR A OB R B E IO S 7= [PS0017
Final CSR Table 9.3.3FA] .

M R B T, AR TSR A O 7 BEAEIIERD /e~ 7= [PS0017
Final CSR Table 9.3.3FA] .

3.1.312 ﬁ)\%ﬁf‘ﬂﬁ+ﬁ‘ﬁﬁ%ﬁf‘ﬂﬁ (Week 0~52)
SS TiE., FE MRS CEAM MR I R AR E DB EAEIIERD LD o
7= [PS0017 Fmal CSR Table 9.3.2FA] .

RCEPERT RO R T, S+ R ) C I AL O BRS 22 R HITER D b eip - 7e
[PS0017 Final CSR Table 9.3.4FA] .

R PERER A IR, AR C i 2R A OB R RE IR bR 7
[PS0017 Final CSR Table 9.3.4FA] .

3.1.3.2 B ER
3.1.3.2.1 BAHRE (Pool 1)
Pool S1 Ti&, =2 T A R IMIRFAIRE DOFEE /2 B EITRO bR -1, BAHFT
MR AR DBEE 7 B HE A7 &btfﬁﬁz%ﬁ%‘ I 'S e OIMENRS CZP BT 5 1
(0.7%) KO'PBOBET 141 (0.6%) (Z#ED b, CZP OFHEER] T CZP 200mg Q2W #E 1 41
(03%) KO CZP 400mg Q2W Ff 4 4 (12%) Tholz, U EEOBEERMEEN 2 CZP FET
261 (0.3%) (2D S, W CZP 200mg Q2W BE 2 . 0.6%) DEERE ThH 7=, /MR
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B O EREL D BRZE AR A3 4 CZP BETH 11 (0.1%) 1T D B, Wit CZP 400mg Q2W
BE (A#, 0.3%) T -7 [ISSTable6.1.1.3]

ORI B MG FHIRE OB E e BEiEony 7 7 —7 V% [ISS Table 6.1.1.4] (2R L
7o ZHHOPERE L. RO MK FHIMREOEE /e B2 R LT RE LR —Th 5,

Pool S1 @3 AHARIIZERD O - MR FRIREMEICBEE T 2 A EFRIILLTO LB Tho 7
[ISS Table 5.1.3] .

e HIMERMANNAE — CZP 200mg Q2W ¥ 1 5 (0.3%. 11F)
o UL SEREYNAE — CZP 400mg Q2W £ 1 511 (0.3%. 11F)

Pool S1 D AWIRIZZ28 BT MK FRIRM A OBEE 72 Bg o —% 4 [1SS Listing 2.1.1] (TR
L7z,

3.1.3.2.2 SRR+ AR+ IEE AR (Pool S3)

FEE B T, A%ﬁﬂt/@ﬁ%ﬁﬁﬁ#ﬁ@hm@%ﬂﬁ[HOMNMU%WZNJ
INGOBEERREEIT BETHY . T OBONFERECEMEGRIHNICEE Uiz, IEEHmBIRKT
E. ~EZ R BN OBE R BEITRRD b o T,

MR F IR BEE T 2 FEFRIT, 1FEAEEIN) 7= [120-Day SU Table 5.3.3] ,

A HHERF R+ IEE I BT 2 ik RO OB /2 S E % [120-Day SU Table
6.2.12] (2. £DOY 7 b7 —7 V% [120-Day SU Table 6.2.1.3] (27~ L7z, 8 A RE+HERE R+ IE
EREIEICI T 2 MR FAIMRAEOBE 2 REMWH () v~TF@sEEEEs L — N3 X34 o—%
% [120-Day SU Listing 2.2.1] 12k L7,

3.2 MEEILERE

3.2.1 R EEOZEREL
3211 E R R

3.21.1.1 ﬁ)&ﬁﬂr'aﬁ (Week 0~16)

SS Tid, FHMREEE DX— R T A VREO MKALFHREOFHMEIL, FL5HE Tl
Hiﬁﬂgf&aoto AWM OK B G RED T E K O S ORI Z kT I tera/h & < | FRRAVIC
BEREITRD e dodz, AR, MIRELFREMBDON—RAT A U NHR—R T4 %D
KA o/ MEE TOE(LE S ERRIICEZE 2 D170 -7 [PS0017 Final CSR Table
9.5.1FA] .

ALT ZONGGT IZ2WTC, EEEDOR—RA T A b OIS, PBO B & bl L C CZP BE TR
EMoT2M, ZHUL PBO BECIZEEMEAA LTz 2 & & KRl s B i 2 HEMOIE S o
XWX DLDOTHHoTz, TNFIHEEROEKR G251 T LRSI T TP EnD LB, CZP
BRIV TH ALT OV GGT OO _EH NGRS Hivi=n3, BIMOEXRENTHY . H
BIREIIRD b o2, ASTIZWFNOBRERICB N THLREL TV, B, KR
DIEBIBMNIR DI TN DT, N—=RA T A b O E 2 DR E REBORELZZ TR VR
ICHEBERMLETH D,
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CSS TiE, SS & [RERICHRIICEE R ZAMITFEO S/ 7= [PS0017 Final CSR Table
953FA] .

32112 BB+ AR (Week 0~52)

SS Tid, = HMEREEST OB AW MHHER I 30 1T 2 K42 5HE O TR K OV B DR RF2E L
Rk tivh &<, BRMICEERZLITFED SNRnoTz, R, MEAECFEREEDN—A
TAINER— AT A RO, e/ IMEE TOEAE SRR LE@; HDOIXR 0T, HEFF
H D ALT X T GGT OFHEMEDZEAL DA MNITBEAIAM & R Th - 72h3, HEIHT 172 OREGFEL
W& 0Dl HERRIE O B 3IE S D& IT K& Avo 7= [PS0017 Final CSR Table 9.5.2FA] .

CSS Ti. SS & [FARRICERRIIZ EE R LITFE® S/ h o> 7= [PS0017 Final CSR Table
954FA] .

3212 BINRER
3.2.1.2.1 BAHRE (Pool 1)

Pool S1 TDO—RA T A D MIRANFRRE DO TFEMEIL, REFH TR RAFBRE TH -

7o, EAHIR OB GHEOYEEE L R REORRFE T BTt h & < | BRMICEZE 228
RO LN 0T, RIS, MEAECFREEDO R =T A b= T A A% DR RAE e/
EETOZEMED., BRMICEZ SO/ - 7 [ISS Table 6.1.2.1] .

EAHINC 7 LT F o =B OBEE R B EN VG TR B, 2T LD SRR O
AR Y 34 U7z [ISS Table 6.1.2.1, Listing 2.1.2] . #8527 PS0002 Jj22102 TiE, Week 4 (27
VT T X —EOBHEEREME (20823.0U/L) 5RO LN, O L B4 5 F ERE SIS
Shipinote, 7 VT I —Fik, Week 6 (2iF309.0UL £ TET L, Week 8 F Tl AN
FHPIZ R - 7= [ISS Listing 2.1.2]

32122 #EHEHAM (Pool S4)

Pool $4 TH_— 2 T A UHEDO MK AL FEHREOFHEIT, BEHE BB hERETH-
7‘:0 HEEFHI O KR S RE O EE . O im0 R IT B BTt/ & <, BRMICEER2Z(MiX
D Lo T, FRERIC ., MEAALSFREED R— R T A L InDrS— R T A A2 DE R Fe/s
EFE TOBED., WARMICEIER S O1E/27 -7 [ISS Table 6.3.2.1] .

322 B4 DBEEBEETHOEL
3221 EREER
32211 BEAHAR (Week 0~16)
SS DEAMIMIZ I 2 MEAANFREDR— AT A LN BR— AT A A OFKRME, T/ MED
VT NIV ERISITRLE,
SS CiE., S EIEGEERE OBAMMIZBT 2 MEAALFRAON—2 T A o [FEUERPN 2

%AWX74/&®Wkﬁ/W¢ﬁTﬁTﬂJWﬂwkbt%%%@% i, 2L AT a—b,
AST. ALT. YU ALEY, ZLTF =0, ZAa—ARKORHNLT T LERX. ©CZPEEL PBO B
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TRBRETH-T- GET5%AM) , 2L AT r—/L, AST. ALT XOE Y L E U RBR—ZF A
[EMERTAN ) DD N— R T A U OR KT [FEMERPE L 0 Sl ~Z b L7 0E1A 11X
4 CZP Rt (XN 34.7%, 26.7%, 22.8%} () 17.8%) TPBO#E (LTI 7.7%, 3.8%. 3.8%
LONT.7%) ([ZH_TEDoTo, IV a—ARR—2T 4 [HRERHN] HhH_—2 T4 %O
RRAET DDEVERPE L @) ~Z8 b L7ogkig oFI45 13, PBO #f (38.5%) T4 CZP #f
(32.7%) I _XTEMN ST, DI T ABRN—RAT A L [N HH_X—2F 1 1B DO5
JMEC TRUERPE K 0 AKE ) ~2M b L7=wiBrE oFI51X, PBO BE (15.4%) T4 CZP#f (9.9%)
IR TE ST, J LT F o NR_R—R T 1 [REEEFHN] NDHX—2 T A 1 OE/IMET
(ARG L 0 (A ~2Mb L7k O E1A X, PBO BE (3.8%) (TEE~_TACZPEE (9.9%) T

Eno Tz,

2, MK LFRAE TR—R T 4 o EEFGEN] HH_X—R2 T 4 R ORKIE F/MEl
Wﬂﬁ»mu&b%htfﬁ)}z%ﬁ%@”ﬁl IZ. AST. EU LBy, alLbATa—)L, Z)Lba—RA LDH, &V
7 LK TOVBUN Z & . CZP 400mg Q2W #f & CZP 200mg Q2W #f CRIFEE TH 7= (FE1T 5%k
i) o Za—A, albAFTu—/, AST, LDH KBV L E U NR—R T 1 o [FEERPHN
MHR—=RAT A O T DR LY &) ~Z2b L7=gBE oFl51X, CZP 200mg
Q2W Bf (N Fh 41.7%. 37.5%. 31.3%. 27.1%} X 22.9%) T CZP 400mg Q2W £ (24.5%.
32.1%., 22.6%. 5.7%K% T 13.2%) (ZEE_TEh o7, BUN OB U 7 ARR—R T 1 o [JEUER
PN 22HR—R T A % OR/MET [EAEF L 0 IKfE) ~Z8b L7ogBE oI5 1T
CZP 400mg Q2W Bt (N Z4 7.5% % 1 3.8%) (ZE~T CZP 200mg Q2W B (24 12.5% K% )
10.4%) TEi»-oTz,

HEMEMERL BOE AR Tl BAMIMIZHB W CIIE AR EDN—2 T 4 o RGN 22H
—ATA CHEORKE B/METHT 3V =N LTEBRE 1D i ode, X=X T A T3
FHHN) NOER=AT A EORKIET [HEERPH LD SiE) ~OZ LR O 7 MmAEHB L, ALT

(5, 333%) . AL AT E—LRERNT/La—2 (%44, 26.7%) . AST (3. 20.0%) .
ALP, B UL LDH, 7 FU 7 AKTBUN (%2, 13.3%) ., WNZZ m—/L KXY LT F
=r (%1l 6.7%) Thol, —J., XN—=AT7 A [HEFFHN| NOX—ZX T4 HOR/D
BT TEMERIDE X 0 IKfE) ~OZ b EROT-MAEHB X, TRV UL 46 267%) . 772
. Zu—)b JVTTF=U RO TR T L (%246 133%) . WONZ BUN (141, 6.7%) T
& 7= [PS0017 Final CSR Table 9.6.3FA] ,

BB MEELRERST Tk, BAMIRICB W TR FIIREDON— R T A - [FEEFFAN] b —
AT A LR DOIRKAE T/ METHT 2V =N LIBRE 13D 72 o Tz, N—R2 T A v [HEUERS
FHN] D= T A AZEOFEKRET [EERPH LD @i ~OZ 2RO mEHRBIL, 21X
Tr—L (44, 57.1%) . AST kO'v U ve s (4241 286%) . WNZZ LT F=, Jb

a—RA, w7 R, ALT, LDH, 7 F U 7 AKTBUN (%% 14, 14.3%) Tholz, —J7.
— AT A v RGN DX —ZX T A ROR/AMET TEEERH LV KE] ~DZ bzl
AL, IV ULAKOT LT F= (%26, 286%) . WNZZm—/b, w7 XD A,
FFU 7 AKROBUN (4% 14, 14.3%) T 7= [PS0017 Final CSR Table 9.6.3FA] .

PLEX Y, SEthicmees (BEVEMEREO S0 2 & 1) M ONZRZEEMEAL BE K& OVREE Rz
ﬁ$%fi AW BT D IMIKAALFRED S 7 v T — T L OFE RN D . BRI BB 2 fEH )
mu 375 %ﬂfib)’) 71:_0

JFEEREM A E (ALT. AST. EULEY) D7 NTF—7 L 0fE5 Y, 4 CZP it L PBO #ECIA
HChoto, 7o, HREMREICEIT A/ HRIE, 21911 HTREL <R L7,
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# 35 MEELEREDOR—RS L UNER—R 5 A U HEOBEKRE B/ IMED
7 "F—7 v (BAHIR - Week 0~16) —PS0017 3Bk (SS)

Parameter Shift from Baseline category PSO (incl PsA) @
PBO CZP 200mg | CZP 400mg All CZP
N=26 Q2w Q2w N=101
n (%) N=48 N=53 n (%)
n (%) n (%)
ALT (U/L) Maximum | Normal to High 138 10 (20.8) 13 (24.5) 23 (22.8)
AST (UIL) Maximum | Normal to High 1(3.8) 15(31.3) 12 (22.6) 27(26.7)
Bilirubin (umol/L) Maximum | Normal to High 2(7.7) 11 (22.9) 7(13.2) 18 (17.8)
Calcium (mmol/L) Minimum | Normal to Low 4(15.4) 4(8.3) 6 (11.3) 10(9.9)
Chloride (mmol/L) Maximum | Normal to High 0 1(2.1) 1(1.9) 2(20)
Minimum | Normal to Low 0 1(2.1) 3(6.7) 4(4.0)
Cholesterol (mmol/L) Maximum | Normal to High 2(1.7) 18 (37.5) 17(32.1) 35 (34.7)
Glucose (mmol/L) Maximum | Normal to High 10 (38.5) 20 (41.7) 13 (24.5) 33(32.7)
Minimum | Normal to Low 0 0 1(1.9) 1(1.0)
LDH (U/L) Maximum | Normal to High 4(15.4) 13 (27.1) 3(6.7) 16 (15.8)
Minimum | Normal to Low 0 1(2.1) 1(1.9) 2(20)
Potassium (mmol/L) Maximum | Normal to High 0 0 1(1.9) 1(1.0)
Minimum | Normal to Low 1(3.8) 5(10.4) 2(3.8) 7(6.9)
Magnesium (mmol/L) Maximum | Normal to High 1(3.8) 4(8.3) 2(38) 6(5.9)
Minimum | Normal to Low 3(115) 6 (12.5) 6(11.3) 12 (11.9)
Sodium (mmol/L) Maximum | Normal to High 0 0 1(1.9) 1(1.0)
Minimum | Normal to Low 1(3.8) 3(6.3) 5(9.4) 8(7.9)
Urea Nitrogen (mmol/L) | Maximum | Normal to High 0 1(2.1) 0 1(1.0)
Minimum | Normal to Low 3(115) 6 (12.5) 4(7.9) 10(9.9)
Albumin (g/L) Minimum | Normal to Low 0 1(2.1) 1(1.9) 2(2.0)
Creatinine (umol/L) Maximum | Normal to High 1(3.8) 2(42) 1(1.9) 3(3.0)
Minimum | Normal to Low 1(3.8) 4(8.3) 6 (11.3) 10(9.9)
ALP (U/L) Maximum | Normal to High 1(3.8) 3(6.3) 4(7.5) 7(6.9)
Minimum | Normal to Low 0 1(2.1) 1(1.9) 2(2.0)

ALP=alkaline phosphatase; ALT=alanine aminotransferase; AST=aspartate aminotransferase; CZP=certolizumab pegol;
LDH=lactate dehydrogenase; PBO=placebo; Q2W=every 2 weeks; SS=Safety Set

Note: Baseline was the last value obtained prior to the first injection of study drug (Week 0).

Note: Only nonzero rows are presented in this table.

a Treated under double-blind conditions.

Data source: PS0017 Final CSR Table 9.6.1FA

3.22.1.2 B AR+ HIR] (Week 0~52)
SS TiL. SFFEMEFAREEE OB AR +HHERFEARIC BT 2 MiRALFEBEEDO S 7 b T —T VOt R
26 BERAIC EELZMERANTERD SN o T- (3£3-6) o

IR +HHERF RIS B W TR A LR T_— 2 T 1 [FRMERPEN ) 2D _N—Z T A %
OFKRET MR L &l ~OZERROONTHAIEZ I Vva—A, ab AT a—)b,
AST, ALT, B U LE Y LDHEZETH Y . 21t LI=#BE OB 134 CZP BETENZ I 44.3%,
41.8%. 30.3%. 26.2%., 25.4%K (N19.7% T ->7-, N—AT A [FEHEHFN] HHX—Z T4
CHOR/MET TEMERF L VR ~OZEARD SNIZEHEIZAI LY T A T2V T KET
HY ., AL LTWRE OEIA T4 CZP B TENEI 16.4%, 13.9% TH -7,
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B, MEAFRETN—2 T4 o EEFIIN] D=2 T A UARORKAE MBS
LSRR DT PR OFIGIL, FAMFORR LRk, ALT, EULEY abxTa—/l,
Ja—A  LDH, AV 7 LKOF MU U LEFRE, CZP 400mg Q2W ff & CZP 200mg Q2W HET
R T -7z (GEIT 5%A) .

CSS T, HEMEMERL R IE M OV M i R 038 A B R +HERF A L 1 B LA LS D >
T TN ERWERERNG . BRMICEREZ2ERIEFED b/~ 7= [PS0017 Final CSR

Table 9.6.4FA] .

#3-6 MIKENFBREDOR—ZAT A U DDR—R T A DI KRAE B/ IMED

U7 =7 (BABIEHHERIRE : Week 0~52)

- PS0017 3BR (SS)

Parameter Shift from Baseline category PSO (incl PsA) @
CZP 200mg CZP 400mg All CzpP
Q2w?b Q2w N=122
N=72 N=64 n (%)
n (%) n (%)
ALT (U/L) Maximum Normal to High 15 (20.8) 18 (28.1) 32 (26.2)
AST (U/L) Maximum Normal to High 22 (30.6) 17 (26.6) 37 (30.3)
Bilirubin (umol/L) Maximum Normal to High 21(29.2) 12 (18.8) 31 (25.4)
Calcium (mmol/L) Minimum Normal to Low 10 (13.9) 11(17.2) 20 (16.4)
Chloride (mmol/L) Maximum Normal to High 2(2.8) 3(4.7) 5(4.1)
Minimum Normal to Low 3(4.2) 5(7.8) 8 (6.6)
Cholesterol (mmol/L) Maximum Normal to High 30 (41.7) 23 (35.9) 51 (41.8)
Minimum Normal to Low 0 1(1.6) 1(0.8)
Glucose (mmol/L) Maximum Normal to High 35 (48.6) 21 (32.8) 54 (44.3)
Minimum Normal to Low 1(1.4) 3(4.7) 4(3.3)
LDH (U/L) Maximum Normal to High 19 (26.4) 7 (10.9) 24 (19.7)
Minimum Normal to Low 3(4.2) 1(1.6) 4(3.3)
Potassium (mmol/L) Maximum Normal to High 1(1.4) 5(7.8) 6(4.9)
Minimum Normal to Low 6(8.3) 2(3.1) 8 (6.6)
Magnesium (mmol/L) Maximum Normal to High 10 (13.9) 6(9.4) 16 (13.1)
Minimum Normal to Low 10 (13.9) 7(10.9 17 (13.9)
Sodium (mmol/L) Maximum Normal to High 0 2(3.1) 2(1.6)
Minimum Normal to Low 5(6.9) 8 (12.5) 13(10.7)
Urea Nitrogen (mmol/L) Maximum Normal to High 2(2.8) 1(1.6) 3(2.5)
Minimum Normal to Low 8 (11.1) 5(7.8) 13 (10.7)
Albumin (g/L) Minimum Normal to Low 1(1.4) 1(1.6) 2 (1.6)
Creatinine (umol/L) Maximum Normal to High 4 (5.6) 2(3.1) 6(4.9)
Minimum Normal to Low 709.7) 7(10.9 14 (11.5)
ALP (U/L) Maximum Normal to High 9 (12.5) 8 (12.5) 17 (13.9)
Minimum Normal to Low 1(1.4) 1(1.6) 2(1.6)

ALP=alkaline phosphatase; ALT=alanine aminotransferase; AST=aspartate aminotransferase; CZP=certolizumab pegol;
incl=including; LDH=lactate dehydrogenase; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis; Q2W=every 2 weeks;
Q4W=every 4 weeks; SS=Safety Set
Note: Baseline was the last value obtained prior to the first injection of study drug (Week 0).
Note: Only nonzero rows are presented in this table.

a Includes all subjects (double-blind and open-label [escape] treatment).

b CZP 200mg Q2W + CZP 400mg Q4W

Data source: PS0017 Final CSR Table 9.6.2FA

3.2.2.2
3.2221

B EER
BAHIRE (Pool S1)

Pool S1 DEAHIMIZ I 1T 2 MEANFIREDN—R T A L InBHN—2 T A %O K6, i/

EoOL7 N —7 V&R TITRLTEZ,
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AT, MEECFREEONR—2 T 1 > [FUEGFHN| D= T A L% DOERKME
SEMETHT ) =N LIiRE DEIEIL, 2L AT u— L Z2R&, £ CZP L PBORET
BBUORFERETH T2 GEILS%ANM) » TVATE— N —RT A RGN 725
—ATA CHORKRET DEERP LY &)~ Lo gBE 0BG 1%, & CZPHE (19.4%) T

PBO #f (11.5%) IZH_TE -T2 NR—AT7 A L RICEO LN L AT o —/LEEDIZE AL
IF—mEcH o7,

FHSREMEE DS 7 T —7 LR RE . &2 CZPBEE PBO BETClHIEE THhH o7~ 7. NTHERER
IR T AR RIE. 21912 HIZEE L B L,

MIFECFRENCAN—R T A o TR 2ON—R T A U DORKME F/METH T =2

U — N2 U= B DEIE 1L, CZP 200mg Q2W £ & CZP 400mg Q2W BECRIFRE Th 7= (&
1% B%AT) o

PLEX Y, BAMRICEIT A MEEFRED S 7 T —7 N E WA R G | BRRAICE
AR SN o T,
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£ 37 MEENFREOR—RTA U NHER—RTA VEOBRKIE,/ B/MEDT 7 T —7 v GEARIM : Week 0~16) — Pool S1
Parameter Shift from Baseline category PBO CZP 200mg Q2w CZP 400mg Q2W CZP Total
N=157 N=350 N=342 N=692
n (%) n (%) n (%) n (%)
ALT (U/L) Maximum Normal to High 17 (10.8) 39(11.1 43 (12.6) 82 (11.8)
AST (U/L) Maximum Normal to High 9(5.7) 28 (8.0) 31 (9.0 59 (8.5)
Bilirubin (umol/L) Maximum Normal to High 5(3.2) 12 (3.4) 16 (4.7) 28 (4.0)
Calcium (mmol/L) Maximum Normal to High 8(5.1) 20 (5.7) 18 (5.3 38 (5.5)
Minimum Normal to Low 2(L3) 0 1(0.3) 1(0.1)
Chloride (mmol/L) Maximum Normal to High 3(1.9 12 (3.4) 11(3.2) 23(3.3)
Minimum Normal to Low 1(0.6) 1(0.3) 2(0.6) 3(04)
Cholesterol (mmol/L) Maximum Normal to High 18 (11.5) 63 (18.0) 71 (20.8) 134 (19.4)
Creatine kinase (U/L) Maximum Normal to High 19 (12.1) 57 (16.3) 58 (17.0) 115 (16.6)
GGT (U/L) Maximum Normal to High 11 (7.0 27 (71.7) 27 (7.9 54 (7.8)
Glucose (mmol/L) Maximum Normal to High 25(15.9) 62 (17.7) 57 (16.7) 119 (17.2)
Low to High 1(0.6) 2(0.6) 0 2(0.3)
Minimum Normal to Low 5(3.2) 15 (4.3) 16 (4.7) 31 (4.5)
High to Low 0 1(0.3) 0 1(0.1)
LDH (U/L) Maximum Normal to High 5(3.2) 13(3.7) 10 (2.9 23(3.3)
Potassium (mmol/L) Maximum Normal to High 2(1.3) 11 (3.1) 7(2.0) 18 (2.6)
Minimum Normal to Low 3(1.9 5(1.4) 3(0.9) 8(1.2)
Magnesium (mmol/L) Maximum Normal to High 2(L3) 3(0.9 1(0.3) 4 (0.6)
Minimum Normal to Low 0 4 (1.1 1(0.3) 5(0.7)
Sodium (mmol/L) Maximum Normal to High 1(0.6) 1(0.3) 1(0.3) 2(0.3)
Minimum Normal to Low 3(1.9 14 (4.0 9(2.6) 23(3.3)
Urea Nitrogen (mmol/L) Maximum Normal to High 2(1.3) 10 (2.9) 4(1.2) 14 (2.0)
Minimum Normal to Low 3(L9 8 (2.3 3(0.9 11 (1.6)

ALT=alanine aminotransferase; AST=aspartate aminotransferase; CZP=certolizumab pegol; GGT=gamma glutamyl transferase; LDH=lactate dehydrogenase; PBO=placebo; Q2W=every 2 weeks
Note: Shift to minimum represents the shift to each subject’s lowest post-Baseline value recorded while on CZP; shift to maximum represents the shift to each subject’s highest post-Baseline value

recorded while on CZP.

Note: Only non-zero rows are presented in this table.

Data source: ISS Table 6.1.2.2
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32222

B A SR HE IR+ JEE R EAR  (Pool S3)

AR EHHERF R S A BT A MIEAALFERED Y 7 N T — T L OFER NG | BEERRY
WCEERMEMITIRD o (£3-8) .

# 3-8 MIEEMEREDR—RAT A VinbR_R—RTF A L EDOEKRE,/ f/MED

7 b7 =7 N (EAHRHERYIBHIEEREIE) - Pool S3
Parameter Shift from Baseline Phase 3 Phase 3 Phase 3 All Phase 2/3 Al CZP
CZP 200mg CZP 400mg Cczp N=1112
QW QW N=995 n (%)
N=729 N=709 n (%)
n (%) n (%)
Calcium Max Normal to High 45(6.2) 58(8.2) 93(9.3) 115(10.3)
(mmol/L) Min Normal to Low 26 (3.6) 24 (3.4) 50 (5.0) 50 (4.5)
Chloride Max Normal to High 34 4.7) 45 (6.3) 72(7.2) 72 (6.5)
(mmol/L) Min Normal to Low 6(0.8) 7(1.0) 12(1.2) 12 (1.1
Potassium Max Normal to High 2534 13(1.8) 37(3.7) 44 (4.0)
(mmol/L) Min Normal to Low 16 (2.2) 13(1.8) 27Q2.7) 2724
Magnesium Max Normal to High 16 (2.2) 152.1D) 30(3.0) 30 (2.7)
(mmol/L) Min Normal to Low 10 (1.4) 4 (0.6) 12(1.2) 12 (1.1
Sodium Max Normal to High 304 2(0.3) 5(0.5) 6 (0.5)
(mmol/L) Min Normal to Low 41 (5.6) 41 (5.8) 75(7.5) 78 (7.0)
Creatine Max Normal to High 163 (22.4) 163 (23.0) 281(28.2) 281 (25.3)
kinase (U/L)
ALT (U/L) Max Normal to High 132 (18.1) 141 (19.9) 233(23.4) 255(22.9)
Min Normal to Low 0 0 0 2(0.2)
AST (U/L) Max Normal to High 98 (13.4) 105 (14.8) 182 (18.3) 196 (17.6)
GGT (U/L) Max Normal to High 87(11.9) 96 (13.5) 149 (15.0) 160 (14.4)
Min Normal to Low 0 0 0 7(0.6)
LDH (U/L) Max Normal to High 334.5) 27 (3.8) 56 (5.6) 56 (5.0)
Ureanitrogen | Max Normal to High 25(3.4) 25(3.5) 47 (4.7) 59 (5.3)
(mmol/L) Min Normal to Low 16 (2.2) 152.1) 30(3.0) 31(2.8)
Cholesterol Max Normal to High 148 (20.3) 144 (20.3) 233(23.4) 233(21.0)
(mmol/L.)
Bilirubin Max Normal to High 35(4.8) 46 (6.5) 68 (6.8) 74 (6.7)
(umol/L) Min Normal to Low 0 0 0 504
Glucose Max Normal to High 163 (22.4) 176 (24.8) 296 (29.7) 296 (26.6)
(mmol/L) Low to High 3(04) 2(0.3) 4(04) 404
Min Normal to Low 52(7.1) 38(54) 87 (8.7) 87(7.8)
High to Low 3(04) 2(0.3) 5(0.5) 5(04)

ALT=alanine aminotransterase; AST=aspartate aminotransferase, CZP=certolizumab pegol, GGT=gamma glutamy!l
transferase; LDH=lactate dehydrogenase, Max=maximum;, Min=minimum; Q2W=every 2 weeks
Note: The following parameters were not collected in C87040 and C87044: chloride, magnesium, glucose, creatine kinase,
LDH, and total cholesterol.
Note: In case the normal range for a parameter varies across studies, the study-specific normal range was used for

classification of individual laboratory results as low, normal, or high.

Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both

treatment groups.

Note: Shift to minimum represents the shift to each subject’s lowest post-baseline value recorded while on CZP; shift to
maxinmum represents the shift to each subject’s highest post-baseline value recorded while on CZP.
Note: Only non-zero rows are presented in this table.
Note: The clinical cut date was

Data source: 120-Day SU Table 6.2.2.1
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3.2.3 B2 DEERMICEKRDHIESR
3.2.3.1 E RN ER
32311 BAHARM (Week 0~16)

SS TiE. F/EMEMfEEE CEAMMICMRAEFRE OBE 7 B 2 RO - B 130 72
Sfe, BFERRFME LT, ALT &fE [£2CZPRE4 6 (4.0%) . PBORELHI (3.8%) ] . 7=
—AEflE [ CZP#E3f (3.0%) 1 . AST mifE [ CZP B2 f] (2.0%) ] KOV/Lv 7 MEAE

(= CZPRE L (1.0%) ] 233 Hi7= [PS0017 Final CSR Table 9.7.1FA] . Z® o b, Mk
AR BT A ERES L L OHEE, 7ARTEUBT I ) TV AT =T —BRINEONT
T=UT ) N T AT =T — BN A CZP BFEDO4 1 TS S 7z [PS0017 Final CSR Listing
7.2.1FA. Listing 8.2.2.1FA] ,

B EVERT FE B T, AW MR A LR OB 72 B 2 580 T i 130 72 <
ALT EfED 1 DI~ TéH -7~ [PS0017 Final CSR Table 9.7.3FA] . Z OFHE/ B EII A EHESL L
LTy &7 - 7= [PS0017 Final CSR Listing 7.2.3FA, Listing 8.2.2.2FA] .

MR RE RS T, AR TR A R OB 7o B I S e h - 7= [PS0017
Final CSR Table 9.7.3FA]

3.23.1.2 E AR+ AR (Week 0~52)

SS Tid, = MERLHE RS T A +HERF MBS 72 B 2 3R 0 1o 13 o 72, A
FhRREMEE LT, ALT mfE [ CZP B 1141 (9.0%) . PBORELHI (3.8%) 1 . Z/ba—RE
il [&2CZPRESHI (41%) 1 . AST @&l [ CZPEET B (5.7%) 1 KROB AT o AMEE [£
CZP £ 1] (0.8%) 1 253 B/~ [PS0017 Final CSR Table 9.7.2FA] , HMERFHIRICFRD B 7= 8H
Ep BRI A RIS T 1~4 Bl CTh o 7o, MEFFIMIC IR A L PR O REEIC BT 5 f
EHHLLC, T77=0T 3/ MU A7 7 —B#N, 7 L7 F= 8N, i RBEEN,
M7 LT FURARFFT—BE, &% 16Tl vz,

HREMEAT R E R ClE, A R +HERF A R S R A SRR A D B 70 B % 3R 0D T B8 1 X
D7p < ALT EE 2 IO Vv a— 2@l L FOATHY . ALT @fE 1 Fl L 7 r 2 — A EfE 145
I THERFIIRIIZER D H A7z [PS0017 Final CSR Table 9.7.4FA. Listing 8.2.2.2FA] ,

e M R R Tl B AR HHERF I ML AR L PR A D B 7 BRI A 3RO T R 13
72, INaA—AEELHIOHRTHY | HEFHIRIZFE® b7z [PS0017 Final CSR Table 9.7.4FA,
Listing 8.2.2.2FA] , AEHGL L L CIIHiE /e~ 7= [PS0017 Final CSR Listing 7.2.3FA]

3.2.3.2 By aER
3.23.2.1 BAHRM (Pool S1)

Pool S1 T, EFEABIMNC ik AL ERAL DB 72 AR 2 58O T BRA 1T I o T, BHE 7R
BEEE LT/ v a—REfE [ CZP 3L (45%) . PBO A6 (3.9%) ] . ALT =fE [4&
CZP Bf 1115 (1.6%) . PBO #£1#i (0.6%) 1 . AST = fE [4xCZP #f 11 (1.6%) . PBO#f1
# (06%) 1. Z7L7Forxr—PEE (4 CZP 10 5] (1.5%) . PBO#E 14 (0.6%) ] . t
Ve Efl (42 CZP #3141 (0.4%) . PBOREL1H (0.6%) ] MUY o AMKfE [PBO #f 1 {4
(0.6%) 1 @D BT [ISS Table 6.1.2.3]
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R 2 TG A VBRI TN a2 — ADPEE R BEMEITRD S no oy, RN—RA T A LRI
— A DFEE R BEAEN 1 AL ERD SN T-ERE DL < A, R R T A BRITHERR IR O BRI T
EHHEAHF LT,

AR BN A F R OBEE R B OW T, RN—RA T A VInb_— AT A
VEOR/ME T RIED T 7 N T =T B O kER A [ISS Table 6.1.2.5] (T L7z, T 50O
BoEx., ERomEA b FREOEE R R EMM AR LIgE L F—Ch o7,

Pool S1 OE AN E S = A LB ICEE T 2 8 EFROEREF 39 IR L
7

AN S SN2 R AL P RAEEICRET 26 EFF8R (PT) OHEBIKES (WTFho
B HRETH 3% . RS THERE Ch o7 GBI 5%AN) [ISSTable5.13] . 4 CZP
The b2 <G SN MEAACFREMEICREET 2 EFRITI=0T ) bIF AT 25 —F
g0 1341 (1.9%) 1 THY, WNTTARTIXUBBT I/ NI AT =T —BHME O 7
LT F o RARF =B [ 106] (14%) ] . -7V Z IV T A7 2T —BHMKT k
FUAT IS =B ESR [F6h] (09%) ] Thotz,

M AEAL R BT 5 A ERERIL, 1O FT 2T I F—P ERE2BRE, WPhbIER
Bl EREGThHoT [ISS Table 5.1.4] ., MiEALFEMRAEMICELET 52 HEHZIL. PBO #E 1 4
(#eBr PSO002 J20901) D -2 % I b T o A7 = F—BHINK O CZP 200mg Q2W ¥ 1 4
(W PSO002 J23121) O RF AT I F—FER 2 (05 b 1 HIEE) 2HBE, &
JEFE XTI S B ST Cdh > 72 [ISS Table 5.1.4, Listing 1.1.3] . FFHREICRIE T 2 HE
FLE (ST ARATIFT—EBER, 79207 IR T 2T —BEIN, TARTX BT I/
FT AT 25—, y-I N Z IV T RT = 5 —PHIINR OSBRI ) 13,
21912 FHIZFEH LTz,
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# 39 MKRANMFRECEES 5H5FFSR EASIRM : Week 0~16) —Pool S1
socC PBO CZP 200mg Q2W CZP 400mg Q2W All CzP
PT N=157 N=350 N=342 N=692
100 subject-yrs=0.47 100 subject-yrs=1.07 100 subject-yrs=1.05 100 subject-yrs=2.11
n) | # | IR n) | # | IR n (%) # | IR nw | #] IR
PR E
7 7 TR RT AT =T 0 0 — 10 (2.9) 11 9.52 3(0.9) 3 2.88 13 (1.9) 14 6.22
—E RN
TANTGXUBTI ) FT R
5 = 5 R 0 0 — 8(2.3) 9 7.60 2(0.6) 2 1.92 10 (1.4) 11 4.77
A e ) e s 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
= L 27 o — LN 0 0 — 0 0 — 2(0.6) 2 1.92 2(0.3) 2 0.95
ﬁé;ﬁ I VT T RARTT 2(1.3) 2 4.27 2(0.6) 2 1.88 8(2.3) 9 7.71 10 (1.4) 11 4.76
gz V7= 80 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
=7 Ko pEsgn 0 0 — 2 (0.6) 2 1.88 0 0 — 2(0.3) 2 0.95
L;f%;;& SVETAT=T A 509 | o3 6.46 1(03) 1 0.94 5 (L5) 5 4.82 6 (0.9) 6 | 286
Tl B 5 2(1.3) 2 4.29 3(0.9) 3 2.82 0 0 — 3(0.4) 3 1.42
Rk RERR AT S H 2(1.3) 2 4.29 0 0 — 0 0 — 0 0 —
o277 IF—€ LR 0 0 — 2(0.6) 5 1.88 4(1.2) 4 3.84 6 (0.9) 9 2.85
Rtk L OekmE
oL AT o—/LiE 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
e I 0 0 — 1(0.3) 1 0.94 1(0.3) 1 0.96 2(0.3) 2 0.95
B I 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47
KA Y 7 2fE 0 0 — 1(0.3) 1 0.94 0 0 — 1(0.1) 1 0.47
BN MSE 0 0 — 1(0.3) 1 0.94 0 0 — 1(0.1) 1 0.47
m Y 7)Y RiE 1(0.6) 1 2.14 0 0 — 0 0 — 0 0 —
KT MY v AfE 0 0 — 0 0 — 1(0.3) 1 0.96 1(0.1) 1 0.47

CZP=certolizumab pegol; IR=incidence rate; PBO=placebo; PT=preferred term; Q2W=every 2 weeks; SOC=system organ class; subject-yrs=subject-years; TEAE=treatment-emergent

adverse event
MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the SOC/PT. #=number of occurrences.

Note: IR=incidence of new cases per 100 subject-yrs.

Data source: ISS Table 5.1.3
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32322 B A SR HE IR+ JEE R EAR  (Pool S3)

=2 T A D MIRAATFRRE O e R OR BT, 5 1140 CZP 400mg Q2W FE & 55
III 8 CZP 200mg Q2W RECRIRE TH 7= (£ 3-10) ,

£ 310 XR—RFA U EOMBENFREOTE2REME CGEAHR-HHERF M +IES R
) - Pool S3

Parameter n/Nobs (%)

Criteria Phase 3 Phase 3 Phase 3

CZP 200mg Q2W CZP 400mg Q2W AllCZP
N=729 N=709 N=995

Potassium

MA Low 0/711 1/689 (0.1) 1/987 (0.1)

MA High 1/711 (0.1) 0/689 1/987 (0.1)
Sodium

MA Low 1/711 (0.1) 0/689 1/987 (0.1)
Creatine kinase

MA High 12/711 (1.7) 19/689 (2.8) 31/987 (3.1)
ALT

MA High 25/711 (3.5) 18/689 (2.6) 40/987 (4.1)
AST

MA High 19/711 2.7) 16/689 (2.3) 33/987(3.3)
Bilirubin

MA High 5/711(0.7) 6/689 (0.9) 10/987 (1.0)
Glucose

MA Low 3/711 (0.4) 2/689 (0.3) 5/987 (0.5)

MA High 38/711 (5.3) 35/689 (5.1) 62/987 (6.3)

Al T=alanine aminotransferase, AST=aspartate aminotransferase, CZP=certolizumab pegol; MA=markedly abnormal,
Nobs=number of subjects with a non-missing measurement for that variable collected at any time while on CZP; Q2W=every
2 weeks, RCTC=Rheumatology Common Toxicity Criteria

Note: Markedly abnormal values are defined as laboratory values Grade 3 or 4 according to the RCTC.

Note: Subjects who received both CZP 200mg Q2W and CZP 400mg Q2W are included in the population count for both
treatment groups.

Note: The following parameters were not collected in Study C87040/C87044 and therefore could not be pooled: glucose,
creatine kinase.

Note: Percentages are based on Nobs.

Note: The clinical cut date was

Data source: 120-Day SU Table 6.2.2.2

MR L FRAEICEET A2 ERESR (PT) if, 13 A EHESheh -7 [120-Day SU Table
533] . HFHRERAICEET 5 A EFRIT. 21912 HITFHE LT,

33 RRBREDE LD

AR K OV RER T, BERAREM O PE E R R EoRRZbiTllsteia/h & <, BR
ANCEHBE R BAVITZRD SN ot 7 b —T N ERWTREEN S S BRI EE A
OO oTz, F, BHERREEMERD L L Vo7,
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4. NABWHA Y. BARRRUREEICHEHET SHhOBRRRE
41 NAELYAY

4.1.1 E R ER
41.1.1 %-;J\ﬁﬁf'aﬁ (Week 0~16)
SS TlE. SHEMERRERE CEAMIRNCRIT 55 Z WA o (WAREEIME, SRERIME) 125

PRI _Egiﬁzzm FERO LAV D o T, WHERINE X OEIRI ML DR — 2 F A b DX AL
BiX, WTFNO®KRGRETH Week 16 £ TOTRTOMIERFC/NE o 72 (WHES LR : —5.2~
—-0.6mmHg, $EIE# M FEEPH © —4.1~1.1mmHg) [PS0017 Final CSR Table 9.10.1FA] , /XA # /L
AV DR—=AT A v FHEGFAN] DORN—R2AT A BORKE/ S/MEDY 7 M T—7 V& N
TREITCIE, 2 CZPHETEZ LB LN AT TV —OZ L, WHEHMTE (4 CZP #E : 19.8%.
PBO R : 7.7%) M OMESEMIME (4 CZP Bf : 18.8%, PBO #f : 15.4%) D_—R T A o [FEUERPH
W] MBR—=RAT A DR KMED TEEAERPH LV &iE) ~DZE{kTh -7 [PS0017 Final CSR
Table 9.11.1FA] , HAMIM TIINA Z VA 2 OBEZE 12 BB 2 RO TR 13D 72 hr o 72, BA
FhEEmE LT, DOE MO [ CZPRE LB (1.0%) ] . WWHEHIm =S [4: CZP Bf
14 (1.0%) 1 . JEERMIMIEOMAE [42 CZP #E1 6 (1.0%) . PBO L f (3.8%) 1 . #E9EMIMm
JEDOEE [4 CZP BE LA (1.0%) 1 258 Hiu7= [PS0017 Final CSR Table 9.12.1FA] , 728, ~
AN A NCEET L EERLE LC, mMmE 1414 (CZP 400mg Q2W &) i iz

[PS0017 Final CSR Table 8.3.1.1FA]

HEEMERLROE AR T, BAMIMICIST B30 Z vt > (RIS, JRoRI M) (ZERR
A BB R MR D AL o 7o, WUHEHILE X OEBRBIIE D~N— 2 T A ) %@q:i@UT{K%
1. Week 16 £ TOTXTORERFT/NSH- 7= [PS0017 Final CSR Table 9.10.3FA] , EAHH T
3 Z A A DBE R BB 2RO TR E 13D 72 < . IHEBIEDRAED 1 FlOIZTH Y

[PS0017 Final CSR Table 9.12.3FA] | /3o Z YA ICBET 2 EFRITWE SN /o Tz
[PS0017 Final CSR Listing 7.2.3FA. Listing 9.1.2FA] .

PEMERRERE TIE, AR T 230 XA o (BGREIME, JEIRMMmE) (ZERAREY
\CEBERZRITFE O B> 1o, WHEEINE R ORI MTED_— 2 F A 06 O L &
X, Week 16 ?;E’C“@T/\“’C@?E'JEH%ET“/J\ &/ 7= [PS0017 Final CSR Table 9.10.3FA] . %)\ﬂ;ﬁ%ﬁf“
3 Z YA OBE T2 B EITER D HivZe - 72 [PS0017 Final CSR Table 9.12.3FA]

By N Z YA BT DA EFEGIIHE S 7 h o 72 [PS0017 Final CSR Listing 7.2.3FA\
Listing 9.1.2FA]

4.1.1.2 ﬁ)\ﬁﬁf'aﬂ#ﬁﬁﬁﬁﬂf'ﬂ (Week 0~52)

SS Tl =HE MRS CEAMIR+HERFIIC I 234 291 o (DUHEBIIE, PR i
J£) i Lﬁuuf“ﬂﬁ CHERBITRD HiRnoTz, Wﬁfﬁ%ﬁﬁnr&mf%ﬁ,ﬂ;ﬁmr@f\~x TALMED
VBN, WTTIL CZP BERETH Week 52 £ TOTRTORIERFCT/hEho7= (4 CZP B
COWEIA M EEEFR : —4.0~-0.6mmHg. LR M E4&GPH : —1.4~0.5mmHg) [PS0017 Final CSR
Table 9.10.2FA] , /XA X)LV A L DR—R T A > [FLUEFPHN| N DH_R—A T A L% DORKIE
BAMED Y 7 b T =T N EHWERETTlE. £ CZP B TELLBO LN DT I —D ki, I
MEHIME (30.3%) K OMEIESME (254%) D_X—2 5 A o [HEEFHFHN] HH_X—2 51 1%
DEHKRAED TEYEFRPE L Y @il ~DZ{bLTH-7= [PS0017 Final CSR Table 9.11.2FA] , & A
FHHERFI C 3o LAV OB 7R B E A RO To R 1T e o T, BRI S L
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T, IUHESIE OIS [42CZP RE2 1 (1.6%) . 25 6 1 FIFTHERAIRICREL] | IOHE
OEfE [ CZPEE2 6] (1.6%) . 2055 L FIIHEFFAMICHEL] | JEMIEOKE [4 CzZP
BELf (0.8%) | HERFEIRNICHEL] | PRBRHIMIEO & E (42 CZP #E 141 (0.8%) . MEFFHARIICHE
B 28 Bz [PS0017 Final CSR Table 9.12.2FA] 38 A AR HHERFHARIC R B L 7234 Z 4
A NCEHES A A ERERIE, mIE [2CZPRET26] (1.6%) 1 . ARerkEim/EiE 4 CZP BET
161 (0.8%) 1 KOVENIMARIMAE [ CZPRET 14 (08%) ] Thotz, ZDH b, EIiE 14
IREAMIMIZREL L, ZOMo 3FNTNTIBMERMICRE L., Znb0FEFZITNTIL
FFEE T, HEEITRETHY , WREOEE P IITITE S 72)> > 7= [PS0017 Final CSR Table
8.3.2.1FA, Listing 7.2.1FA] ,

B ER BOE RS I, AWM HERFRC BT 230 Z vt v (ST, JRsEm
J£) ZERIRANCEE R B(LITRE SO Hivie o 7o, BT & YRR M ED N—ZF 4 b0
S bR, Week 52 £ TOT X TORIERFCT/INE ) - 7= [PS0017 Final CSR Table 9.10.4FA]
INABZNYA L DR—=RAT A [FEUEFFHAN] DORX—AT A DR KE T/MEDY 7 T —
TNV RRETTCIE, S EALEE R E T LB N T 2 U — D& i, WHEHmE (5
B, 33.3%) KROMEEMIME (54, 33.3%) ON—RT A2 [FEERHFHAN] HHX—R2F A %D
BKMED DEMERPE L 0 &) ~DZ kT -7= [PS0017 Final CSR Table 9.11.4FA] , E AWM+
HEFFHA CXA Z LA o DBRE 2 B 2RO TR E 130 72 < | IUHEHA I E DARAE D 1 51D F»
ThHV., ZHTEAHMTRD b= b DT -7 [PS0017 Final CSR Table 9.12.4FA] , A
+HHERFHI TS Z LT A ANZBE 2 A FEFHRITHRE S 720 -7 [PS0017 Final CSR Table
8.3.5FA] .

MM T, BAMIRHHERAIRIC I 30 XA 0 (NGRS SRR i)
(ZERIRAIC EHEE R IR O B2 Dy o Ty WL E & QLR L E DR —Z T A b DY
ZAbEIL, Week 52 £ TOT X TORERFT/INS Ao 7= [PS0017 Final CSR Table 9.10.4FA] , /34
ANYA L DR—RT A4 THEFHFHN] NDORN—RAT A % ORKIE S/MEOY 7 v T —T v
AW RETCIE, BT RS T RO LN T I — 028 ik, IUHEImE (1 61,
14.3%) K OMEEEHME (2 5], 28.6%) DX—AT A [FHEFFHN] NHX—R T A B ORK
E [EYERPE X v EiE) ~DZ TdH 7= [PS0017 Final CSR Table 9.11.4FA] , i A E+4ERE
WAL 2 A v OBRE R BE IR b7 hy-> 7= [PS0017 Final CSR Table 9.12.4FA]
M EHHERFI TS Z A BT D A EE LIS S 7)o 72 [PS0017 Final CSR
Table 8.3.5FA] ,

4.1.2 By aRER

Pool S1 DEAMIM TIL, A YA OREME (HEHILE, SRR E R ORE) (2, &
RHNCERDO B D _—=R2 T A D OEALITRD LR -T2, TR 55 O YR K Ok
RHIMEDR—R2F A b OB EIL. WITNORGEETEH Week 16 £ TOTXTOHIE
B C/NE Do 72 (SGRE M ERLPH : —2.2~0.9mmHg, $E3EM M E4EPE : —1.2~0.8mmHg) , Week
16 ETCOEREDON—ATA U NEOVEEbEIL, WTHOEGRHTH/NS <, ZO#PHIZ-0.11
~1.0kg TohH -7 [ISS Table 7.1] .

WRABZNYA L DR—=RATA INERXR—=AT A O /MED S 7 N7 —7 L& v
TREClE, L ELEO LN T TV —0Z ik, IHEInE (4 CZP #f : 25.7%. PBO
BE:19.7%) M OREERIMTE (4 CZP & : 22.5%, PBO Af : 15.9%) TRODOLNTZN—AT A D
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[ELVERPHIN ] DB R—RA T A %O KMEO TREERH X &E ~0Z{hToh -7 [ISS Table
727 .

AR, N—R T A URRZBEE R BREEDGRO DR o T gEERE T, X=X T A A’ﬁ
PR 7R B~ T ) — N AL LT RS 1XIE & A ERD bivie o 7= [ISS Table 7.3]
AT A L DOBEEIMEE~DZ L, I IIE T CZP 200mg Q2W #£ D 1 5 (0.3%) (2580 i
Too W= T A BOBEREE~OLIL, DG LE T4 CZP #ED 6 il (0.9%) & UFPBO #f
D 14 (0.6%) . PrEEHME T4 CZP #ED 11451 (1.6%) KLU PBO #£dD 2 il (1.3%) IZFEH B
77

INA B A AZBET DL OFEFESLRN, Pool S1 OE AR IZHA X7z [ISS Table
5.1.3] .

o (REEHENN : &2 CZPHE3 B (04%) (W94 % CZP 400mg Q2W F¥f)
o (REJE/D : 22 CZP L2461 (0.3%) (CZP 200mg Q2W ¥ 1 51| 2 U8 CZP 400mg Q2W #¥ 1 f51)

o HIJE : 4 CZP B 18 5l (2.6%) (CZP 200mg Q2W #¥ 9 il K& T8 CZP 400mg Q2W ¥ 9 i) K
O'PBO #£ 5 il (3.2%)

o (K : 22 CZP BE 141 (0.1%) (CZP 400mg Q2W #¥)

INEDONA ZNY A NCEHETZHEEFRIC, HELRFEESRS [ISSTable5.1.7] . HEERAF
=HL (1SS Table 5.1.4] K OVERIEDOE G- F IHICE - - HEFS [ISS Table 5.1.5] 1727 -7,

Pool S1 DI AR HIZ A Z YA o OB 70 B EFR O bV #eBRE o —% % [ISS Listing
31] TR LT,

4.1.3 NAZNTFALODEED

[E NERER S OV GRBR C, A Z VA ACERIRIIC B 2N — R 7 A U b OEITRD &
Niehote, "—=RAT A L %OPEERRFE RO TEHRE 1T D7 < ENRR TIIWFho R
ELHEEREG L L THE SN ol WINGRER Tl Sl o Z vt A BT 5 HE RS
ICHERAEFRIIRL, BREOR G IIZIIE S R0 o T,

4.2 %Eé’ti(‘%?lﬁ?“ HitDEREIEE (ILEREE)

SS Tix., SHHEMRERE ICBIT A LEXBREDE/RT A—=HDR—AT A b DB EDT-
Pl i&“ﬁﬁi%‘ﬁfﬂ%ﬁgf&m 7= [PS0017 Final CSR Table 9.13.1FA] , _X—2 7 1 o [H:HEHiH
SN E&r”ﬂﬁ EWROH DI (Week 52 DFFS) ~DZE{LAY CZP 200mg Q2W+CZP 400mg
QAW FED 1 42588 b7z [PS0017 Final CSR Table 9.14.1FA] #ZMEMALRZAE K OV M iz e H
FIZBNWTH LB DK /ST A —F DR—R T A )b DI D L [RIAE O A A3 38
DAL, N—RA T A TEERFHN] . BRIRIICERO 5 RE (Week 52 DIRfR) ~DZAKIE
W BN 7Dy 7= [PS0017 Final CSR Table 90.13.2FA, Table 9.14.2FA] ,

WA N ARERER Tl OEXOBRSHIITO -T2,
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5. $HALEFEARVIKETIZET5L2MH

5.1 BEEEMERE TOLREM

5.1.1 ERNHER (PS0017 REDEHEMR)
E,%”

=

AWM (Week 0~16) OBEFE IR O FEIEIX, CZP 400mg Q2W #£T 111.6 H, CZP 200mg
Q2W #£ T 111.7 H, PBO#ETI1.8 H Th o7, BEEMROFRMEIL, WTHoOREGHETSH 1120
HToholz, 4 CZP HEOMIRHZEMMIL 49 B - FTHoT-DITK L, PBOBETIX 14 BFE - F
T o7z, CZP DIERERITIL, CZP 400mg Q2W #¥ T 3.1 fR# - 4£, CZP 200mg Q2W R T 1.8
# - #£ T 7= [PS0017 Final CSR Table 7.1.2FA]

B WIFHHERF I (Week 0~52) DBREEHIF OF-E)E L, 43 CZP BET 340.7 A, CZP 400mg
Q2W #£ 305.5 H., CZP 200mg Q2W #f T 258.4 H T -7, MBEEHM OPRfEIL, £ CZP T
364.0 H. CZP 400mg Q2W #£ T 363.0 H. CZP 200mg Q2W F£ T 252.0 H Td -7, 4 CZP FED#R
IREEWIIL 21.7 B3 - HECTh o7, CZP OHEERITIX, CZP 400mg Q2W HE T 12.7 B34 - 4,
CZP 200mg Q2W #£C 9.0 8% - 4T~ 7= [PS0017 Final CSR Table 7.3.2FA] .

HEES

AN (Week 0~16) DOAEFLOIEHRIL, 4 CZP FET 62.5% (10/16 #) . PBO#£T
60.0% (3/5%1) THV ., CZP OFEHHERITIE CZP 400mg Q2W #£C 60.0% (6/10 ) . CZP 200mg
Q2W £ T 66.7% (4/6 f5]) T&H >7= [PS0017 Final CSR Table 8.1.1.2FA] .

HAMM O CZP HED NEHRE L OBHEH Y | OFEFZRORILRIL 125% (2/16 ) TH-
72 TBBRIK L OBEH VY | OFEFESL (PT) I1ZIESEAALEE, TN R &SRR EEAE K& OVE 56 e
ThHH., VTt CZP 400mg Q2W #ETd - 7= [PS0017 Final CSR Table 8.8.1.2FA] .

WA D4 CZP BETIZIBRIE OB G ILICE > - EESR, SEOFEESR, AELRAES
G WK O TEICE ST A EFRITRD by~ 7= [PS0017 Final CSR Table 8.1.1.2FA] . =
7=, WER. AR, MR B LR h o 7= [PS0017 Final CSR Table 8.3.1.2FA]

A AR +HEER I (Week 0~52) OEEELORBERIL, 4 CZP FET95.0% (19/20 i) TH
V. CZP O 5HEHTIx CZP 400mg Q2W AT 76.9% (10/13 1) . CZP 200mg Q2W A% C 81.8%
(9/11 ) T& - 7= [PS0017 Final CSR Table 8.1.2.2FA] .

HOHIF+HHERFI 04 CZP #ED MEHEE L OB S V) | OFFFEGOHBIZIL 20.0% (4/20
i) Toholz, NERIELOREEDH Y | OFFEFES (PT) 1% CZP 400mg Q2W Ff TESERALALEE,
BAK, NOPEFEAIREE, B EHEL 2 9 FEIETH Y . CZP 200mg Q2W A THREFE, Lk K& O}
% HPEIETdH - 7= [PS0017 Final CSR Table 8.8.2.2FA] .

HHIE+HHERFYIR O 42 CZP BECIE CZP 400mg Q2W BED LB~/ w ik « = —2 T A L ¥EBE
PFEBLL, EERAEFRL LTHE Sh/e [PS0017 Final CSR Table 8.4.2.2FA] . TRERFEDE
HBHIEZBESTEAFEFRL, SECKUECICE 7oA FEFLITZRO bi7e) > 7= [PS0017 Final CSR
Table 8.1.22FA] . F7z, IR, #Et%. BMEMEEIERD bivZeh - 72 [PS0017 Final CSR Table
8.3.2.2FA] .
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TR O

A U EA MR OWTINTEH, 12 A EOFERGIIREIFELETHY
PS0017 Mk DR/ 52 M T 5 BAFTEME g B 0Lt 7 a7 7 A )VICRER CTh 5 55 Mt
B (MEEEROS M ZE5Te) OREMET a7 7 AL OB L NREWVITRD IR0
7:—0

5.1.2 MBIV I FEERER (PsA001 EER)

PSA001 FRBRIC DN TIE, AZKGRHGERFIZ 24 R EREE [PsA001 Week 24 Interim CSR] |
48 FHE R E [PsA001 Week 48 Interim CSR] &U(’a%ﬁﬁﬁ%i&%é [PsA001 Final CSR] %%
ff L7z, AECTIHERRIEREZ ST — ¥ 2R LT,

A5 198 f51]ic CZP 200mg Q2W., 195 filiZ CZP 400mg Q4W 23 5- S 7z, #H-E% o b i
1. 4 CZP 200mg Q2W A£C 100.0 [A], 4= CZP 400mg Q4W #£C 51.0 [0l T~ 7=, DRz M
Uciefe 50 — PRl 5-H +14 B (L% 28 H) ] OF X, 4 CZP 200mg Q2W #£ T 195.0

JH A K OV4: CZP 400mg Q4W #£ T 194.9 M Th o 7=, 4= CZP BEDMRIREEMIM] (B3 - 4) |
13208 & - ETH Y . WEHRERITIL, 4 CZP 200mg Q2W £ T 674.4 HiE « £ U4 CZP 400mg
QAW BT 646.4 ilBE - HEThH o T2,

ot

EHG

4 CZP BEOH FERHRORBIFRIT, 93.4% (100 B3 - b 7=V OF EFEHRHE B H=161.9/100 &
FH ) Thoto, £CZPRECTRLEIAROE > T-HEFESL (PT) 1F EXERKY: [23.7% (100
BE - FHT- ) OFEFEFEGRBIFE=85/100 F£F - ) ] THOH | RWTEIHEIAZK [22.1% (100 &
F - FEHTCY OFEFRREBFE=8.0/100 BFE - F) ] Thol, RCP HOEEDHHFEFERDRE
BisRIE 18.1%, RO EHILIZE S Te A EFRORBIRITI 3 T% Th o7, BEOHEERK
WEBRIEOBE G HILICE > Tm A FEFRORIRIL, 1FEA LN 20%KTHTH o7,

R CZP D NEBIE L DEHH Y | OFEFEFRORBHRIL506%TH 7=, 42 CZP HETHR LR
BROE N7 NEHREEOBESH Y | OoFEFHSG (PT) X EXGEYE (7.9%) THY, KNT
BIFTER (7.4%) . WHIEK (6.4%) KROVRE LK (5.9%) Th-ol-,

4 CZP BEDHEERA ERROIBRIL 254% (100 BE - EH 72 Y OFEFSREIZHR=8.7/100 H
HAE) Thoto, BCZP TR OEBROE M- HELRAEES PT) IR BAHETH
D [2.0% (100 B3 - 7= 0 OFFEFGIHBIFE=06/100 £H - F) | | TOMOEELGHERER
D PT DFBIFIZ, WTNd 1%L FTh ol

“HEER+HEER+IE *ﬁﬁ;ﬁﬁaﬁ 61’57J0>§Et75§$&iéﬂ D95 24 (L5 1k K OZEIRE)
BRI, 160 (FLE) BRI, 361 (kM ORUAE, OAEIE, W2 Y 8
fE) (ZIEERMIRICET LT, ﬁEt _Eof_ﬁ§$%%®9%\ U oS, 3 ONT i K OMULAE
([Fl—#RE) 25 NEBEE L OREH v | LS,

ADA G DOREERE DA EFRIEHRIL, ADA OIS O EFRHEBARLFRE TH -2
(ZFNZEN 91.2% K 1N 93.8%) , mEOCHERSG, NP OMEHY | OFEFSR, EERE

151



I RYRTT RIL 2.7.4 BEERMAREMH Page 152

EHG JRBIEOB G IEICE > Tm A ERFRRE O ORIEL | ADA OREURIUICE D 537 FH
BRETH-T-,

AR P, 2R DRSNS 3 1, BIEPERAE O/~ — b — DR 2 s Shviz, 11F
DIIEPERHA T K D IEARITI = Tilkise L. HAERFOSERMERB S o7, oD 2 (R0 gk
FIZ L DR OERIRIE, TRBRIEEE & ONEBRELIR AN BB 2 0 IR LRATZ R TH -
2o BVERERAE O/3— b —IT K DAEHR 1 300 &= Tk L. AR O SRR b 2o T,
H 9 VD= M= X DAEIRIE, ARSI 10 38 B I B SRREE L7,

HEEHI_REFEFS
42 CZP B SOC EYHER L OVFARIE | [N INIAEFRORBRILT15.1% TH -7,

42 CZP FED A Fn LR GYE K OV E R 7R EBYYE OFBLRITK) ~ 7o [£N £ 05% (100 BFE - 4
b=V OFEFRGIEEIFE=0.2/100 BE - ) KU5.9% (100 BHE « FbH7- 0 OFEFGHRBIE
=1.8/100 fH& - ) 1 . —EERHF+HESRUIMIEERIIM T, EAREEYEITRE Shzen
STz, TRTOHFRBEYED PT 1% 1 BILL N Ty S4v, RBERIL L0%AR CTh o 7=, fEZICB
W 5HEFES (PT : EERARGME, IR, REFIRER Y~ 7 U o ROGEE)
BHBLLIZ296I0 5L, EEREZICEET 2AFEFEBBEOONTOIZLBIORTHY | FEkZ
SRR S VTR 1T o Tz,

SR+ R SR+ IE S AR O BEMAER O R BT D 72 < 4 CZP BT & 7 B
ﬂiﬁ%%&fﬁ L7=Dix 761 [1.8% (100 B - EH7- 0 OFEFGREIFE=05/100 BE - 4) ] ThH

77,

REEEME S RE D —MXEER] (Husted et al, 2011; Gladman et al, 2009) & [FIEEIC, ARBROEERE 135
B ORI O AIHEE A LT -, 4 CZP BECLIRBI#E DA EFHS: (SOC [UMskEE |
IHEEINHHEERES) OFBFIIMELS [5.1% (100 BF - FH7- 0 OfFEFGHDIFE=1.6/100 &
F ) ] 9 oML AR OENCEET 26 EFRITFRO Lo T-, 4 CZP #HoimE
BhEDOAFFR (SOC MEREE | IZHhB SN A0FFS) ORBEFRIL165% ThH-o7= (100 A
F - FEHT D OFEFELIBIFE=56/100 £H - F) . BHERE O 33.5%0 @ IMLEDHEZ A L Tk
V. BIEOHEFEFR FHBBLNELLEZET) NIEBEOGEFZOF TRH L AD fém
7= [4 CZP HETIL 46 fil, 11.7% (100 B3 - Fb 7=V OAFHEGIEEIHE=3.8/100 B& - 4F) ]

CczP Eif WD BT B DA R AL, EBIRIARAE, (OAEIE, MR LA EZE, Huﬁﬁ%ﬁ
VER O MM MFEETH - 7o,

FFREE X ISR ERAEICBE L TR, 7I9=0T 3 b7 A7 =7 —BHN [8.1%

(100 fBE - EHT- 0 OFEFGRIR=26/100 8FH - F) ] | TARTX VBT I ) hT AT
=7 —EHM [5.1% (100 BFE - Fh7z ) OFFFRFEBIHE=1.6/100 £F& - F) 1 . -7 &I
7oA77 —EHM [61% (100 B - FbH7- 0 OfFFEFGRIIFE=1.6/100 £ - 4F) ] 23538
DO, AFEAEDOEE . T OITEEME ERO 2 5RO LR CTh o7, 1RERIEE 5-BtA%
(R LA ERE O A EHERORIRT, £ CZP T 17.3% (100 B4 « Eb- ) OFEFES
FEH=6.0/100 BE - F) Thole, N—RX T A VOEREXIN—AT A TORBEMMETY ©
~FHEOFHOFEIC L5, FHFHFMENTREFIC B L - A EFROFBBRICK T 2B 2o
77
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—HE Wﬁf&ﬁ#ﬁ ERHH+IEEREIM TIX, MMEREL R S AFEFSE L OEEOEERM
RREGUIRD DN o7c, HORERBN 3B Ob— 7 AERIEGERE, BHEMEREL O n—
) § ng 2D D B—T ZRRIEGREO A eI L OBfEDH v | SISz, BEERM
MEFSN 4F (MAE, =i, i, R OREFEHD) 2oz, RBRELE oMED
V1 OREEFZIIRD -T2, BIMEKBUE, 4 P ERBUE & Ol MRBAE O E130 70 < (2
CZP BECZENZI 3.0%ATM) . T HDOHEGINWT N HIEEE T, EIEEITRE X XTEETH

77,

42 CZP BTl TEHNT X 2 ANRER 0 By PR BSOS OB TR < [0.8% (100 fBF - b 7o
0 OFEFGREHR=0.2/100 BE - 4F) ] | FEFHC L DRI O 2 VESEES 2 LT R 1
WL 42 CZP 200mg Q2W BEDHERE CTh > 7= [1.5% (100 BE - b 7= 0 O EFRIEHR
=0.4/100 & - 4F) ] . 4 CZP BETIE. TEHNIC & 2B O 25 MRES G DR BRI - 72
[1.5% (100 BF - 7= OFEFGRIIE=05/100 BF - F) ] . KLEROLNTEFIC
&2 RFTROS RS OG TH D | FHERIL4 CZP BT 2.0% (100 BE - EH71- 0 OFEFRS:
HHL==0.6/100 FBFH - F) ThoTe,

ﬁ/ﬂé‘l\i@f\ugﬁ
THERHE+AEERYIF+IEERBIE TIX. Bt LoFT- AT, BEPREICED
HERELZOREY 27 O FRI3e)>7-, CZP %:%% 216 WP 5 S 7= BIEEME R RE RS T
et a7y A, BEY U~ FERE L ONEED CZP O HRERICBIT A Le T 7 7 A

NE—HL, FEALOFEEFRIIFELEDRE X ITEETHY | RPEEORG P ILIZE S
Mmool

AGRER M OF PS0017 5B O BAFEME R T DB OT — 2 b ik, Zet7 v 7 7 A4 Iz
LTHEROZA TIZLBEHTAREFENITRO N1,

52 PS0017 $X8& D escape 5 #ICHITHLL2MH

b
Egn

BRFR I O RMEIL, 42 CZP BE T 204.3 H, CZP 400mg Q2W £ C 145.3 H., CZP 200mg Q2W #¥
T153.1 H CTH o7, BEHIMOFJEIL, 4 CZP BT 252.0 H, CZP 400mg Q2W A£C 195.5
H. CZP200mg Q2W #£C 153.5 H Th o7z, 4 CZP REOMRIRZEMIMIL 24.1 BE - E=ThH 7=,
CZP O ¥ HEERTIX, CZP 400mg Q2W £E T 6.6 & « 4=, CZP 200mg Q2W #EC 17.5 BF# « 4£C
& 7= [PS0017 Final CSR Table 7.2.3FA] ,

AEFR

HEFELORHERIL, 42 CZPHET85.3% (29/34 %) TH V., CZP O GHERITIE CZP 400mg
Q2W BET 66.7% (8/12 5]) . CZP 200mg Q2W #£C 73.5% (25/34 f5i]) T& ~7= [PS0017 Final CSR
Table 8.1.1.3FA] .

2 CZPHED NEERIKEDORHEDH VY | OFEFELORBRIT 17.6% (6/34 #]) TH-o7-, [EER
HEDEEDH Y | OFEFSR (PT) 1T FERBAE, SE K, BE Lo f R—T R K

T
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B, Mk, FVEMERRR, 2 9, iR OFERZ THY . \WITiLh CZP 200mg Q2W #E T
& -7~ [PS0017 Final CSR Table 8.8.3.1FA] .

BREOER G HILICE > - A EFEFROFBIRIL, CZP 200mg Q2W #£ T 8.8% (334 ##) TH Y |
CZP 400mg Q2W #E CIZFBUIFRD e o7z, ESEOFEFROFEBIRIL, CZP 400mg Q2W
BET8.3% (112 4]) . CZP200mg Q2W #ET 2.9% (1/34 f5l) T -o7-, EERAEELOREIR
L. CZP 400mg Q2W #¥C 8.3% (1/12 %) . CZP 200mg Q2W HET5.9% (2/34 ) TohH-7-, L
KON E S T HEHGIIRD HivZe - 7= [PS0017 Final CSR Table 8.1.1.3FA] , F£7-., 4T
BR. fEkE. EEMEEIIERD H 7Ry o 7= [PS0017 Final CSR Table 8.3.3.1FA]

5.3 BARAASENHZBEERVEE) VY FEEIIRT 5LEMDOLER

AARNBEETY U~ FHRE L35 & LR (CDP870-041 35k J U RA0006 #klR) %241
T —4 L ekt (BIEEMER O S0 Z B Te) xR e LIzENRR (PS0017 #5k)
DOREMT = &g U (B8 v~ F & & LIPIRREHEERH .

FBR O K< AL N D HFEFG %3 5-1 (CDP870-041 #klR) . #5-2 (RA0006 #tlik) K&
N 5-3 [PS0017 ikl (Week 0~24) ] (Z/RL7=,

CDP870-041 7kl > CZP 200mg Q2W+MTX F (LA, 200mg+MTX #) & T CZP 400mg
Q2W+MTX B (LA, 400mg+MTX #¥) . RA0006 7k CZP 200mg Q2W Ff, I ONZ PS0017 #&
B (S MERREESE) o CZP 200mg Q2W £ K& UF CZP 400mg Q2W BED N ZFh 24 il SI2 31T
D ERGRBIRE L O L A5 BEFLRD SOC L OPT ALk L7z,

A EFERIBRIL, CDP870-041 B> 200mg+MTX T 76.8% (63/82 f5]) . 400mg+MTX F
T 75.3% (64/85 1) . RA0006 k> CZP 200mg Q2W #£ T 71.6% (83/116 i) T - =Dkt
L. PS0017 B Tld CZP 200mg Q2W £ T 79.2% (38/48 #4i) . CZP 400mg Q2W ¥ T 71.7%

(38/53 i) TH v, B Y U~ T BE LS E IR CRRE CThH T,

ROFEBEOED S T-HAEFEFLOD SOC 1L, WTNORGHIZB W TS NEGYES L OVEER
JE] THV ., FILHRIL CDP870-041 7B D 200mg+MTX £ T 37.8% (31/82 f3i) . 400mg+MTX Af
T 36.5% (31/85 1) . RA0006 7&ERD CZP 200mg Q2W #£ T 36.2% (42/116 f3]) T > 7= DIT%f
L. PS0017 B Cix CZP 200mg Q2W AT 37.5% (18/48 f31]) . CZP 400mg Q2W A% C 52.8%

(2853 ) T 7=, ZDMDOIHEFEDE /- 7= SOC 1%, CDP870-041 FAERD 200mg+MTX #E T
I TSR L O kS (19.5%, 16/82 #1) KO THREE]  (17.1%., 14/82 f4) |
400mg+MTX BETIE THIBREE]  (18.8%. 16/85 ) MY [RZi§d L OV MHEAkIEE ]  (17.6%.
15/85 f51) . RA0006 5D CZP 200mg Q2W BE Tl Rz L Oz FHMkEE)  (23.3%. 27/116
f) KON THGREE]  (14.7%, 17/116 f5l) TH v, PS0017 7Bk CZP 200mg Q2W #ETix [H &
B RO MRS ) (27.1%, 13/48 f5il) O THGMEE ] (18.8%. 9/48 fiil) . CZP 400mg Q2W
BECIE TR L O TR S | (15.1%, 8/53 ) KON [iE#&RE L O A FA Rk )

(9.4%, 5/53 ffil) To o7z, SOC LIV TOHFEFERDOREBLIRDIUZOWT, £ OB
B v~TF B &S EMETRAE OB TRERETRO N2 o T2,

KOFEBEROEDPSTZAFEFRR PT) X, WTNOEGHIZB W THREER THY | FHELE
I CDP870-041 7% 200mg+MTX #£ T 13.4% (11/82 f5]) . 400mg+MTX #£ T 15.3% (13/85
%) . RA0006 RERD CZP 200mg Q2W #¥ T 17.2% (20/116 fl) TH->7=DiZxf L. PS0017 7z T
1% CZP 200mg Q2W £ C 20.8% (10/48 5l) . CZP 400mg Q2W #£C 28.3% (15/53 ffil) TH -7z,
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F72, SOC NEYYER L O A BIE] IS LD PT TEIHTAR LISMT 3%LL EO#EERE 12789
ST FHIL, CDP870-041 B D 200mg+MTX AL TIXIHEELR (6.1%, 5/82 f5) KA > 7T
B (3.7%. 3/82 ) . 400mg+MTX HETITRE R (4.7%. 4/85 f5) KON EXGEEY: (3.5%. 3/85
%) . RA0006 7R 0> CZP 200mg Q2W #£ TIXMHIELK (5.2%, 6/116 f#]) T v, PS0017 #ERD
CZP 200mg Q2W BETlEA v 7 Vo BER K OHMA~LA (%K 4.2%, 2/48 i) |

CZP 400mg Q2W H£ TII/ND B J& R EE X OV SR B (% 5.7%. 363 1) . Bk, MK, 1
AR, HIES, B RN, EREZ (% 3.8%, 253 l) Th -7z,

¥, MICHEBIRDE ) > 72 PT (X, CDP870-041 #ER D 200mg+MTX #ETIZMHE U 7~ F KO
W5 (4 4.9%, 4/82 ) | JIFHERERE . HEE, 7 LA —MEER, WL OENE (%
3.7%. 3/82 fl) . 400mg+MTX B TIINTRERESRH (5.9%, 5/85 i) . thifEsc, M~ — A —Hhn
KNS (% 4.7%, 4/85 i) . RA0006 #AB#k D> CZP 200mg Q2W RETILHZ (8.6%. 10/116 i) &
W% (5.2%, 6/116 f5) TH Y, PS0017 ik CZP 200mg Q2W FETIIZmk, #ofit, T, A
PEFRIE, FEMED VR OEIHE (4% 4.2%, 2/48 f5l) . CZP 400mg Q2W AL CIImxmk, e, BN
i, BER. RONRZE (% 3.8%. 2/53 i) T o7,

AARANBEE Y v~TFBEZxt5 Lt Uiz 236k (CDP870-041 7k & U RA0006 #5R) & HAS A=
MR A kPG L LT PS0017 B D2 Mt 2 2 EFHRHRL OB L b5 HE
FHZOW TR L7-FER, B Y v~FBE L aEEREoRetra 7 7 A VIZER T
TEWIIRD BT,
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#51 AEESL (SOC KUPT>3%) - CDP870-041 3Bk (LRMARNTxIREM)

sSoC PBO czP
PT +MTX 100mg 200mg 400mg &
+MTX +MTX +MTX
(N=77) (N=72) (N=82) N = 85) (N = 239)
i n (%) G5 n (%) i n (%) G5 n (%) G5 n (%)
HERS 92 | 51(66.2) | 121 | 54(75.0) | 147 | 63(76.8) | 152 | 64(75.3) | 420 | 181 (75.7)
RS 4 4(5.2) 6 5 (6.9) 4 4(4.9) 7 6(7.1) 17 15 (6.3)

T UL R — RS 1 1(1.3) 4 4 (5.6) 2 2(2.4) 1 1(1.2) 7 7(2.9)

S
Bl s 12 | 11(143) | 12 | 12(16.7) | 19 | 14@17.1) | 23 | 16(188) | 54 | 42(17.6)

B JE K 2 2 (2.6) 1 1(1.4) 3 2(2.4) 4 4 (4.7) 8 7(2.9)
EHREER L O 5 3(3.9) 12 7(9.7) 3 3(3.7) 6 4 (4.7) 21 14 (5.9)
5 Rpkkhe

B GRS 0 0(0.0) 7 3(4.2) 1 1(1.2) 3 2 (2.4) 11 6 (2.5)
JH B E SR P 4 4(5.2) 9 9(125) | 6 6 (7.3) 10 | 9(10.6) | 25 | 24(10.0)

JFHsRE B 4 4(5.2) 8 8(11.1) | 3 3(3.7) 5 5(5.9) 16 16 (6.7)

JiFpE 0 0(0.0) 0 0(0.0) 3 3(3.7) 2 2(2.4) 5 5(2.1)
JEYLIER L O% 4 22 | 19(247) | 27 | 22(30.6) | 45 | 31(37.8) | 45 | 31(36.5) | 117 | 84(35.1)
HYE

SRR 1 1(1.3) 0 0(0.0) 3 2(2.4) 5 4(47) 8 6 (2.5)

A TN 0 0(0.0) 0 0(0.0) 3 3(3.7) 1 1(1.2) 4 4(1.7)

BAHTE S 10 | 9(11.7) 8 8(11.1) | 15 | 11(134) | 18 | 13(15.3) | 41 | 32(13.4)

WHEE 7% 3 3(3.9) 5 5(6.9) 5 5 (6.1) 2 2(2.4) 12 12 (5.0)

L RGE R 3 3(3.9) 5 5 (6.9) 2 2(2.4) 4 3(3.5) 11 10 (4.2)
i R A AT 5 5 (6.5) 4 3(4.2) 5 5 (6.1) 6 6(7.1) 15 14 (5.9)

R~ — h —1 0 0(0.0) 1 1(1.4) 2 2(2.4) 4 4(47) 7 7(2.9)

i
BRI KO 13 | 11(143) | 7 6(83) | 13 | 12(14.6) 9 8(9.4) 29 | 26(10.9)
AR E

B v~ 9 9(11.7) 3 3(4.2) 4 4(4.9) 3 3(3.5) 10 10 (4.2)
TR AR 2 2(2.6) 6 4 (5.6) 4 4(4.9) 6 6(7.1) 16 14 (5.9)

Gt 0 0(0.0) 2 2(2.8) 0 0(0.0) 3 3(3.5) 5 5(2.1)
FE s 0 0(0.0) 3 3(4.2) 1 1(1.2) 2 2 (2.4) 6 6 (2.5)

R 0 0(0.0) 3 3(4.2) 1 1(1.2) 0 0(0.0) 4 4(1.7)
M. Fasids & 6 6(7.8) 4 4 (5.6) 5 5(6.1) 8 8 (9.4) 17 17 (7.1)
OERRRE &

RGEDRNE 1 1(1.3) 1 1(1.4) 2 2(2.4) 3 3(3.5) 6 6 (2.5)
R KO T 12 | 12(156) | 14 | 12(16.7) | 19 | 16(195) | 16 | 15(17.6) | 49 | 43(18.0)
bR

T LR 0 0(0.0) 1 1(1.4) 3 3(3.7) 0 0(0.0) 4 4(1.7)

EES

15 2 2(2.6) 4 4 (5.6) 3 3(3.7) 4 4(47) 11 11 (4.6)

@i 1 1(1.3) 3 3(4.2) 0 0(0.0) 0 0(0.0) 3 3(L.3)

95 1 1(1.3) 3 2(2.8) 4 4(4.9) 2 2(2.4) 9 8(3.3)
[ 0 0(0.0) 4 4 (5.6) 3 3(3.7) 2 2(2.4) 9 9(3.8)

& LT 0 0(0.0) 3 3(4.2) 3 3(3.7) 2 2(2.4) 8 8(3.3)

MedDRA/J ver. 11.1
WIEAGR R FHE L 5.3.5.1.7 G & £ 12.2-2 X v 1B/
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#52 FEFES (SOC KUPT>3%) —RA0006 3BR (LREMEMATRISER)
socC PBO CZP 200mg
PT (N=114) (N =116)
# n (%) [Gs n (%)
HEFS 124 67 (58.8) 246 83 (71.6)
B e 8 8 (7.0) 23 17 (14.7)
% 0 0(0.0) 4 4(3.4)
NS E R REE 5 5 (4.4) 8 7 (6.0)
iRy 4 4(3.5) 5 4 (3.4)
FEYIE R KO BUiE 39 26 (22.8) 58 42 (36.2)
SRHER A 21 16 (14.0) 23 20 (17.2)
WHEE 5 5 (4.4) 6 6 (5.2)
RGER 4 4 (3.5) 4 3(2.6)
B R E L OV AR ke = 23 20 (17.5) 13 12 (10.3)
RgiY v~ 14 14 (12.3) 5 5 (4.3)
B L O TRk 11 10 (8.8) 34 27 (23.3)
s 3 3(2.6) 6 6 (5.2)
5 0 0(0.0) 11 10 (8.6)
A R 2 2(18) 5 5 (4.3)
e Ifn. 1 1(0.9) 4 4(3.4)

MedDRA/J ver. 11.1

WIEKEEHFEE R 5.3.5.1.8 MfEHEE £ 12.2-2 L 0 1ERk
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#5-3 BEHESL (£S0C, T HLT KU PT>5%)

(B AR +HHERFHAR © Week 0~24)

—PS0017 3Bk (SS)

soC PSO (incl PsA)?
HLT Initial randomization
PT PBO CZP 200mg Q2WP CZP 400mg Q2W All CZP
N=26 N=48 N=53 N=101
100 subject-yrs=0.08 100 subject-yrs=0.21 100 subject-yrs=0.24 100 subject-yrs=0.45
n (%) # IR n (%) # IR n (%) # IR n (%) # IR
TRTOFEHES 21 (80.8) 51 682.41 38(79.2) 94 | 389.76 38 (71.7) 83 | 302.58 76 (75.2) 177 | 340.68
Mgk LY v REE 0 0 — 2(4.2) 2 9.85 1(1.9) 1 4.22 3(3.0) 3 6.82
o 0 0 — 1(2.1) 1 4.88 0 0 — 1(1.0) 1 2.26
B L OkpkrEsE 0 0 — 1(2.1) 1 4.84 0 0 — 1(1.0) 1 2.25
IRk 1(3.8) 1 12.50 2(4.2) 3 9.83 1(L.9) 1 4.27 3(3.0) 4 6.85
H iEE 2(7.7) 3 25.08 9(18.8) 10 | 46.36 2(3.8) 2 | 852 11 (10.9) 12 | 2565
—% - REEET L O GG 1(3.8) 1 12.40 5(10.4) 6 25.83 3(5.7) 3 | 1311 8(7.9) 9 18.94
KHE
TR R 0 0 — 2(4.2) 2 9.66 1(1.9) 1 4.23 3(3.0) 3 6.76
YE R & O A hE 9 (34.6) 13 137.14 18 (37.5) 27 | 107.88 28 (52.8) 43 | 169.69 46 (45.5) 70 | 13861
HIEBENE C 0 0 — 2(4.2) 2 9.79 4(7.5) 4 | 1762 6 (5.9) 6 13.91
AIVALA T A L R Y 0 0 — 3(6.3) 3 14.94 3(5.7) 3 | 1311 6 (5.9) 6 13.97
AV TINE AT A I AR 3(11.5) 4 39.39 2(4.2) 2 9.71 0 0 — 2(2.0) 2 451
A TN 3(11.5) 4 39.39 2(4.2) 2 9.71 0 0 — 2(2.0) 2 451
e R 0 0 — 1(2.2) 2 4.84 4 (7.5) 6 | 17.36 5 (5.0) 8 11.44
TN FE J& otk B e 0 0 — 1(2.2) 1 4.84 3(5.7) 3 | 12.96 4 (4.0 4 9.13
S AR 0 0 — 0 0 — 3(5.7) 3 | 13.02 3(3.0) 3 6.83
B R 8(30.8) 9 112.91 10 (20.8) 12 | 52.96 17 (32.1) 20 | 87.92 27 (26.7) 32 | 7065
ERHGE S 6 (23.1) 7 82.39 10 (20.8) 12 | 52.96 15 (28.3) 18 | 75.72 25 (24.8) 30 | 6461
B thEks L UMLE A OHE 4 (15.4) 5 51.07 5(10.4) 5 25.62 1(1.9) 1 422 6 (5.9) 6 13.88
. BB X OHEE 2(1.7) 2 24.54 0 0 — 0 0 — 0 0 —
B 2(7.7) 2 24.54 0 0 — 0 0 — 0 0 —
e AR A 2(7.7) 2 25.94 5(10.4) 5 25.27 4 (7.5) 5 17.71 9(8.9) 10 21.24
R KOs E 1(3.8) 2 12.41 2(4.2) 2 9.84 0 0 — 2(2.0) 2 454
B R R I KOS & Rk 2 4 (15.4) 4 53.73 4(8.3) 4 20.17 5(9.4) 5 22.05 9 (8.9 9 21.18
RIS B RS L OYEIR 2(7.7) 2 25.51 1(2.2) 1 4.88 2(3.8) 2 8.50 3(3.0) 3 6.82
T E R L OEAFLRR O m 1(3.8) 1 12.44 1(2.) 1 4.82 3(5.7) 3 | 13.12 4 (4.0 4 9.17
B KO RHRK
B, IS K ONEARE o4 3(11.5) 3 37.09 2(4.2) 2 9.91 1(1.9) 1 4.27 3(3.0 3 6.88
Y (BB LOFRY —T2ET)

mMENY c2XNhHU5

S THULE v'L°C
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SOC PSO (incl PsA)?
HLT Initial randomization
PT PBO CZP 200mg Q2wW» CZP 400mg Q2W All Czp
N=26 N=48 N=53 N=101
100 subject-yrs=0.08 100 subject-yrs=0.21 100 subject-yrs=0.24 100 subject-yrs=0.45
n (%) # IR n (%) # IR n (%) # IR n (%) # IR
RAYER S A 3(11.5) 3 37.09 2(4.2) 2 9.91 1(1.9) 1 427 3(3.0) 3 6.88
F LR 2(7.7) 2 24.73 1(2.1) 1 4.89 1(1.9) 1 4.27 2(2.0) 2 4.56
R R 3(11.5) 3 40.64 3(6.3) 3 14.62 4 (7.5) 4 17.91 7 (6.9) 7 16.34
HibEENE C 2(1.7) 2 2552 0 0 — 0 0 — 0 0 —
Pzl 0 0 — 1(2.1) 1 4.80 1(1.9) 1 4.26 2(2.0) 2 4.52
BB L ORI E 1(3.8) 1 12.47 1(2.1) 1 4.79 0 0 — 1(1.0) 1 2.24
e g, MOERIs K OVElm i 5(19.2) 5 67.36 2(4.2) 2 9.87 3(.7) 4 13.08 5(5.0) 6 11.57
Rz S J2 OVBEELE R 4(15.4) 4 53.85 2(4.2) 2 9.87 2(3.8) 3 8.65 4 (4.0) 5 9.22
ik 4(15.4) 4 53.85 2(4.2) 2 9.87 2(3.8) 3 8.65 4 (4.0) 5 9.22
F2RE R X O Mk = 7 (26.9) 8 102.43 13 (27.1) 17 73.68 8(15.1) 10 | 36.97 21(20.8) 27 53.46
TRZV UBRBBIO=Z U R 0 0 — 3(6.3) 3 14.90 1(1.9) 1 4.27 4 (4.0) 4 9.18
P
RS E L N2 0 0 — 4(8.3) 4 19.72 3(.7) 3 12.96 7 (6.9) 7 16.12
FIOFIENE C 2(1.7) 2 26.08 1(2.1) 2 4.89 0 0 — 1(1.0) 2 2.26
* 9 PENE 2(1.7) 2 26.08 1(2.1) 2 4.89 0 0 — 1(1.0) 2 2.26
HORRIRTE 5(19.2) 5 68.94 2(4.2) 2 9.92 2(3.8) 2 8.55 4 (4.0) 4 9.18
HEE 5(19.2) 5 68.94 2(4.2) 2 9.92 2(3.8) 2 8.55 4 (4.0 4 9.18
I 0 0 — 0 0 — 1(1.9) 1 4.25 1(1.0) 1 2.25

CZP=certolizumab pegol; HLT=high level term; incl=including; IR=incidence rate; PBO=placebo; PsA=psoriatic arthritis; PSO=psoriasis; PT=preferred term; Q2W=every 2 weeks;
Q4W=every 4 weeks; SOC=system organ class; SS=Safety Set; subject-yrs=subject-years; TEAE=treatment-emergent adverse event

MedDRA ver. 18.1

Note: n=number of subjects who reported at least 1 TEAE in the category. #=number of individual occurrences of the TEAE in that category.
Note: TEAE HLTs and PTs reported in >5% of subjects in any treatment group were included.
Note: IR=incidence of new cases per 100 subject-yrs.
Note: Treatment-emergent adverse events were those with onset at the time of or after the first dose of study medication until Week 24.

a Treated under double-blind conditions.

b Subjects initially randomized to CZP 200mg Q2W were re-randomized (1:1) at Week 16 to receive either CZP 200mg Q2W or CZP 400mg Q4W.
Data sources: PS0017 Interim CSR Table 8.3.2.1, Table 8.11.2

MNENY 2NN

S THULE v'L°C
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5.4 AEEER
5.4.1 ENEER
RMET — Z TR B IR LS O 45 e [T 1 X 50 L 72 D> 7=,

5.4.2 EHEER

BOELENET —Z 12OV, %ﬁfz%ﬁ%w\ﬁﬂ (L31H) | IRBREE~OREFRN (1.2 1H) KOEE
%%&@%éfﬁfﬁ (2.1.2 1) ZHEIX . PERIE ONAFERNZ B U~ AT TIZLL T O 2 SO4F

o 40 FEATM . 40~65 E AT M UV 65 kLA B

o 18~65 A, 65~85 mFAHI

TRCOMFEEERMNET —% T, @il 65 L) KOHE AL O ANFEIX 5y OWERE Fhs D 7
Mot

Pool S1 TI&, #AMEZEMIMHIIL, 65~85 miAldii & ¥ 18~65 A DHERFE TRl o 7223, MR R
BOVEE KR O RAEILFRRE Ch 7o, SFEl 7T Y — (40 R, 40~65 jAlifi & OF 65 7k
VLE) OFEFTRERILFEIRR T o > 7223, FelgiR IHIE 40~65 At Crz»- 72 [1SS Table 4.1.1] .

Pool S1 CiX, AEFRORIRITKT 24FM, ALK OCANFEOLEII B 2 b [ISS
Table 5.1.12.1, Table5.1.12.2, Table5.1.12.3] ., PBO HEOFEFLRHR L, £ CZP LV Bt
ml_l< E’Eﬁ/\ %%U&Uj\%ﬁfl/\< Eﬁ)@;‘gﬁ)mu&b%ﬂﬁ_b) %%75373?@@ mu&b%ﬂfcﬁﬁ)o 7:_0

Pool S3 Tl E;%E'E?“H?ﬁy h A7 B ORES T, #BRE OGRS BRI 9 D4R, PER

K OANFEOFEI RO 50T [ISS Table 1.3.1] | BBFEEICKT HHELRO B2~ 72 [ISS
Table4.3.1] .

5.4.3 HAARUSNEASEHEZEEEIIHT 2L2HOLE

PBO %IfE “HE MW CTdh 58 AL (Week 0~16) Z %tz [EWNHER (PS0017 #Er) &
I MEDFET —4  (Pool S1. 3 DDUESNE 111 FHFRER D Week 16 £ TOTF — X 2 &1e) ZH#RL
7=

PS0017 BR DHERE X T X THARANTH - 7=,

PS0017 s o= H MRz fiE B (BAEEMEZREO S0 2 & Te) D4 CZP ¥ & Pool S1 D4 CZP
BEIE, EBEOE N SRIEEHFIZIZE 7T HFOENRH 520 (ENGER . 101 4], 31.0 B -
HEOYEANRER - 692 i, 211.0 B - ) | IZEREEORZEMET v T 7 A V&R LT [PS0017 Final
CSR Table 7.1.1FA, ISS Table 4.1] .

2 CZP HEOFEFEFZRORIRIL, ENRER LA BB RRRE Th -7 (ENRER
65.3%, WALEER - 59.8%) (F2-1, £ 2-4) , BEOFEERGNOEERAGERGORIIRT
ENRER (Z1210 3.0% % 0N 2.0%) EEsaBE (Zi24 3.0%K 08 3.0%) DO#RE CRIFEE T
HoT,

AT 54 CZP BE TR b= A EF L OENRER L O/ RER CORBI=L, SOC
BN, DERYYER L OEAERGE]  (ENEER - 39.6%. WESNaRER : 33.5%. LLFFEIIE) . (RER
KO THEMRRES | (15.8%, 11.1%) . [HEEEE] (4.0%, 8.8%) . [HKMm#Al (6.9%.
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75%) . % - 2HEEL LSOOG ORE]  (6.9%, 7.4%) . [HEHER X ORE R
fE2E] (6.9%, 7.4%) % Tho7z (£ 2-6 KON 2-10) .

ENFRER O PBR G TRELR N/ L U b 5%LL FEV SOC 1E72 - 1=, st atBr TIENER
BR X 0 FEERD 5%LL BV SOC 1T NEYWER L OEABGE] ThoTz,

5.5 SNEMHER
SRR OFS AT E N BT AR (i) Z ke L7z,

PRE OWNER (1L.33H) | IRBRIEA~DIRFERIL (121H) | AFFROREHR (2123H) zHil
BN L7,

Pool S1 TlE., T3 —ua v S TORIEFEMIE (2 CZPRET394 B - ) 2N, ik Ha—a v
INROSKE (Z1F189.6 K ON82.1 [ - ) LK) ~7- [ISSTable4.1.1] ,

PBO #EDO A EFHLHBIEIT, WTNOHIRKTHRERE Th -7, CZP200mg Q2W # &
CZP 400mg Q2W FE T, AFEFLOFBIBETIR T — v /N KETHBETH Y, oI Y
HWRE LD DI I — 1 v X TED o T [ISS Table 5.1.12.4]

Pool S3 TlE., KT —Z H v M4 7 A OEE T, #RERE ONGRoH 1EB 61 5 #lsl oo 22
T E 2 57~ [ISS Table 1.3.1] .

5.6 EYHEEEA

MEAFRRFEERN T, R BIRE K O AAER O7 — 2 Z5Fciid Lz, gD v~F
BELZRRILIRER, MTX, 27 aA R, AT oA PEFRIIESR N OCFREEOfF 2% CZP D3
WEhREIE T SN e s (Bfi Y v~ F AT & LIRS R
D o

5.7 IR R V2RI~ DFER
57.1 E RN ER
E N CliE, R 28 U CURRE ORI EE L - A EERITHRE SN o7,

5.7.2 By aRER

6 Bl DOWERE T 7 HEOIFIRNFRD 7z (CIMPASI-1 388 T 1 {4, CIMPASI-2 5 C 2 1,
CIMPACT 55 C 1 K U C87040 7k T 3 14:) . C87040 iR D 3 R DUEHRD 5 H D 2 fRIL Rl —H#
BB CRI L (UHHIRBREEEGREE. b ) LHIEBREEREKR THR) . 2D ORI
W, EFROHPED LR O THEN 344 (W3iud C87040 ikER) TH V., 7D @ 3 FDlR)F
37—y JRERTRAFTh T, £z, BRFE O/N— M — DR 54 (CIMPASI-2 3
BRC 11k, CIMPACT 5k T 3 /4: % 1 C87040 iR T 1 {) #iE i, T o OIHROERFIX, 1E
WROHEN 4ETHY | 75D LIFOEIRIT — ¥ 1 v VR TRAT Th T, BRT—% 7>
NA TN RENT — 271y N7 £ TORIZ, CIMPACT RER CTRIZ 2 HROMHRAHIE Sz,
D DIROEEFIE, N THENS LETHY , %0 O LFOlERITT —4 v v 7R TRAFET
ol
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58 BERE
T E TICER SN AR AR RBRICIB VT, CZP OEIHI 2 3l E ol &3 513
HE I TR,

CZP Dt B G-\ 9 D R OfFeAlI T2y, B G- 0H - 12 GBI IRHERIEZ1T 9,

5.9 EMELA
CZP DGRBS T, ELH K OMEAF O FTREMEIZ 39~ A I L5 L TV 7euy,

510 BERERRULUNDU R

U3y RiX, C87040 Bk K U CIMPACT iBR CHiGF L 7=, T DB, U T v FOERIL,
C87040 #fk Tl CZP OFH-#& T4 2 » HLIN, CIMPACT &l Tl CZP OFH-#4& T4 14 LN
IZPASI A7 DR—=RT A Vb 125% % 2 D MNERO -6 L Uiz, PASITS diEElD 9
He U AT ROEHEET - LT-WBRE 1T\ 72y~ 72728 [C87040 CSR Section 11.4.1.2.1, PS0003
CSR Section 8.3.2.4] | AFFHLITRE SN2 o7,

5.11 BEEEIS R UHEIREIC T 2 E N T EHIEDES
ZIE TICFE ST ASKICE D B EERRBRIZ BT, CZP » H BhELO s K O OBl
KT DR WO MRERERR E (T 2 WAL Tl T 5 720007 — X TN L e - 72,
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6. TWRET—%

AFKIZ 200749 H 7 BIZZ vn—iziiin & LTAAL ATBW TR THID TERR S, 20
Aft 2 AR (IBD) & L C Rt EA MM CEEF 12 o & MR 2 Vo i S
(PSUR) ZAERK L7z, 201343 A 6 H F TIZ 9D PSUR N EH =41, 201343 H 6 H DZIC
TERR S 4172 3 D PSUR & RHIGEEEHI B 607, ERRFRBREGRIZ DWW CIEATBR O (1 BH~5 IH)
THRETL TS Z &b, RETIEHIRE OHRE RSN TG 21T 72,

# 6-1 PSUR D=

PSUR Covering Period Remarks

From 07 Sep 2007 to 06 Mar 2008 Previously submitted in rheumatoid arthritis
From 07 Mar 2008 to 06 Sep 2008 application

From 07 Sep 2008 to 06 Sep 2009
From 07 Sep 2009 to 06 Mar 2010
From 07 Mar 2010 to 06 Sep 2010
From 07 Sep 2010 to 06 Mar 2011
From 07 Mar 2011 to 06 Sep 2011
From 07 Sep 2011 to 06 Mar 2012
From 07 Mar 2012 to 06 Mar 2013
From 07 Mar 2013 to 06 Mar 2014 M5.3.6.1 IH
From 07 Mar 2014 to 06 Mar 2017 M5.3.6.2 I
From 07 Mar 2017 to 06 Mar 2018 M5.3.6.3 T2

PR
SlE|Blo|o|~N|o|o|s|w|n|-

i

6.1 HEERBEEEN

%fﬁﬁ%ﬁgi%\ 2007£|59)EJ 1 E[i;)% 2018£|53H 28 Eif@%i?_&b\%%’ﬁgbf:o ﬁ%%j’b
e b7 =21k, ARR—ADHTH -1,

BEFET —Z — MIE-> T, AHd72 0 OMFFHE A 400mg S48 E L, 7 — Z EREHIMF I
AHE 1,229,339,000mg 75 Hifar S #17z & HEE L7z

UTFORIZE Y, CZP 0 BFERETE I, £256,112 E - E L HEE L7z (HARANRE : 26,725 /&
)

(REOWHATE) 1A H7-0 O HE

B - AE =
Gl 12 » A

6.2 HASETOREMEICET HHEE

AIEIAGR G LA AR A= O HHY I K 0 s - BB 2RI T 2 /i E 2. 2013 4E
SHT7THNS 201843 A 6 HIZTTHPSURIZR LT, FONK% M5.3.6.1 ITH~M5.3.6.3 HHI|Z
RLUT,

63  HRRICHESNA-HEER

2007429 H 7 H (IBD) 75 2018 43 H 6 H F TI¥pdh Tl S -l DA EFLT —H
Zo. WERVER] (S rEEsRe. BAEVENERRE, IEMERLRE. BAENY U ~F. 7 o — i M OSEIGE R
BH) (CEEEF LT, R E N DS SN A EERII R o1,

2012412 H 25 H (KRR TOKRKEH) 75 2018 43 A 6 H £ TITAIL THE S =iz Ol
YER % 7 TR LT,
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RIS SN AEELIE. MedDRA X—T a2 20l 2 VW Ca—F 17 LT,

PDLFIZR L-E T, AEHS 0 SOC L ONPT OFEIGIE., 5 SN dEEN O EER DM
BaREE Lz,

6.3.1  FEREOBEISE B VR TF E DL
MR E 7 — 2 12361 DA E HE D SOC ZItiE ] (Fofif, BIEEMELM X OB ) v~

F) ITK6-2 1R L, AT, HoREBIEOBIEDBE M OB ) v~ F8E TlE Snf
FERERRLHER LT,

W REREE O IE CHAS SN A EFZOMEIT, BE Y v~TF THRESINTEAEEFROMK
K0 leinot=hd, SOC OB MIXRZEERSHE O IGE & B U v~ F TR Th o 7=, iR
BIE CHE SNTEAEFEFROMEEIL, B U~ T BFHE THE SNTAEFEFLOME L BHEC
DI ololoh, T =X OFFRICITER PN LETH D,

SOC M5, B LOMLESIHE] OZ2IT, R OEISIMER S 100 8o b2 LT
XD HDTHHT, WK T D CZP DML AGR SN TR o T2728, B RE ~Ofi H»N
WISAME R & L TR STz,
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K 6-2 WHATHRET —Z IR 2BSEROHEEESR (SOC)

SocC HLfE BARRAE I M) v~F

n (%) n (%) n (%)
TRCOFEEL 438 (100) 9555 (100) 68788 (100)
MR LY RS 0 — 36 (0.38) 378 (0.55)
(R 0 — 61 (0.64) 694 (1.01)
Je RN, FEMER L OB E 0 — 4 (0.04) 36 (0.05)
H5 I OBk Kk 2 (0.46) 42 (0.44) 291 (0.42)
R A S 0 0 3 (0.03) 71 (0.10)
R 2 (0.46) 98 (1.03) 843 (1.23)
H ks 17 (3.88) 581 (6.08) 4115 (5.98)
—fi% - EHEER LU GO 104 (23.74) 2772 (29.01) 18189 (26.44)
g
JHFREE R R 0 — 31 (0.32) 231 (0.34)
g R 1 (0.23) 85 (0.89) 648 (0.94)
YRR L OV BE 25 (5.71) 1154 (12.08) 9940 (14.45)
B, thigks L OB S OHE 142 (32.42) 922 (9.65) 5845 (8.50)
IR A 4 (0.91) 240 (2.51) 1689 (2.46)
B X O E 0 — 51 (0.53) 420 (0.61)
B #8  8 K O A Rk 20 (4.57) 864 (9.04) 6794 (9.88)
B, Bt K OGE R OB 2 (0.46) 59 (0.62) 764 (1.11)
Y (ERBLORY —7%E0)
ek A i 18 (4.11) 619 (6.48) 4107 (5.97)
IR, PERRR K OVREHI O AR 12 (2.74) 155 (1.62) 778 (1.13)
&I ORIE 0 — 58 (0.61) 288 (0.42)
Kbz 4 (0.91) 147 (1.54) 1142 (1.66)
Bk L ORISR E 3 (0.68) 62 (0.65) 405 (0.59)
ARRE L OILEREE 2 (0.46) 40 (0.42) 302 (0.44)
MR R, HRERES K OWER Rk 9 (2.05) 421 (4.41) 3342 (4.86)
FefG 35 OV FtkpE 47 (10.73) 806 (8.44) 5325 (7.74)
AR 14 (3.20) 52 (0.54) 382 (0.56)
S EHES L OPRHLE 3 (0.68) 105 (1.10) 999 (1.45)
M EE 7 (1.60) 86 (0.90) 768 (1.12)

AE=adverse event; CZP=certolizumab pegol; SOC=system organ class

MedDRA ver. 20.1
Note: Number of cases (% of cases)

Note: All AEs in postmarketing experience in overseas for CZP 07 Sep 2007 to 06 Mar 2018.

IVRNOE: = 33 (2 THUNE 3 SN By
o HEIRGYE (B0 RIEYYEZ & 1r)

o MRS (U o EEETe)
o 9 ol iLAE
o JBiBEIRE

o MAREMREm, PmERAE, M/ IMRIAE, o HERDIE K& O A BRI E

o EER MM S

o N—T AR —T AKRIRIE
o EELBELIE (AT 4 —T VR - Va vy AEGRE, TRIEREE, 2MALBEE)

o TR S5
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o WL/ TFT 4T F RIS
o TEFELAE
o WD EAL

6.3.1.1 EELREE (BNMRREEZSD)

BEIE S X B S M O R T 10 UL BRAE S 7z SOC T YYER X VS AEdE] oo ENn 5
HERELZWHICIERNCHE 6-3 2R LT,

HREREE O E TS SN AEFESOMEIL. BE) v~F THRE SN A EFROMK
K07 ot=, HREBE OEE & BIET U U~ F & O TCTRBIRICIEE 2 IR0 SR o
776

# 6-3 ¥EANHEIRE T — #1281 2 R O ESEM RS T 10 -l ERE Shiz
SOC TRIYWER L OFERIE| OFEER

Soc WO B BRI e B Y v~F
PT n (%) n (%) n (%)
FTRTOAFERSL 438 (100) 9555 (100) 68788 (100)
FEE R L OV A BUE 25 (5.71) 1154 (12.08) 9940 (14.45)
RAEIR 2 (0.46) 53 (0.55) 426 (0.62)
[T 1 (0.23) 12 (0.13) 133 (0.19)
G 0 — 33 (0.35) 134 (0.19)
o 0 — 10 (0.10) 45 (0.07)
RS 0 — 20 (0.21) 297 (0.43)
Y 1 (0.23) 84 (0.88) 690 (1.00)
AT Nx N 1 (0.23) 81 (0.85) 666 (0.97)
PR SRy 0 — 12 (0.13) 126 (0.18)
NRGERG 0 — 57 (0.60) 617 (0.90)
IR 2 (0.46) 169 (1.77) 1296 (1.88)
A e~ 0 — 17 (0.18) 136 (0.20)
WHEE 4 0 — 14 (0.15) 118 (0.17)
L Y EREEEIRER 2 1 (0.23) 17 (0.18) 61 (0.09)
filiZs 1 (0.23) 48 (0.50) 616 (0.90)
OB 0 — 12 (0.13) 154 (0.22)
Rl SR 3 (0.68) 86 (0.90) 535 (0.78)
7 R v ER A R 0 — 11 (0.12) 67 (0.10)
LTS 0 — 14 (0.15) 64 (0.09)
Y 0 — 11 (0.12) 69 (0.10)
RGERY 1 (0.23) 44 (0.46) 311 (0.45)
PRI R 3 (0.68) 58 (0.61) 552 (0.80)
YA L AR 0 — 27 (0.28) 197 (0.29)

PT=preferred term; SOC=system organ class
MedDRA ver. 20.1

6.3.1.2 EHEE (JUNEEFED)
HRE ST B EE M e R C 3 ELL BERE &7 SOC TR, BEER X OFEIARH O AY
(BRBIOR) —T%25T) | ICHHEINIAEEREREFEK 64 1R LT,
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FOMEREIE O IE THE SN FEEROMEIL, B Y v~ F Tl ShcAFEFROMH

K 0D T3,
7

# 6-4 WA THEBT —ZI1T

ORI O IEE & BIET U 7~ F L O TRBERICHE 22T

RO BN

BT R SUIBEEME RS T 3 L L s Shie
SOC R, BB IUHMAAOHAY ERBLUR) —T2E0) | OFFER

SoC L BARAE I e M) v~
PT n (%) n (%) n (%)
TRTOFEHRSE 438 (100) 9555 (100) 68788 (100)
B, MR L OSHRRH O (0.46) 59 (0.62) 764 (1.11)
Y (FERBLOR) —TE2ET)
FLy 0 — 4 (0.04) 56 (0.08)
Jiti DB A ) 0 — 6 (0.06) 31 (0.05)
TR L 0 — 4 (0.04) 16 (0.02)
AZ %A MERBE 0 — 3 (0.03) 11 (0.02)
B LR 0 — 3 (0.03) 8 (0.01)

PT=preferred term; SOC=system organ class

MedDRA ver. 20.1

6.3.1.3 S o MELFE

D olfEDAE (PT: 9 ofithoAR4a) 13, BIEVEMETRE T 14 (0.01%) MUBEH Y v~FT
431 (0.06%) i Sivic, WECOMREILRD o7, HEBEOWEE & B Y v~ F L DT
RO BRI Tz,

FELRITE LV A

¥, HEFESL O SOC L ONPT OHEIE

779
—o

6.3.1.4 B ek &

1T, WE SNTESERN DR FEFROBBAEREL L

il B D A EEREK 65 IR,
FOREBEIE O IE THE SNICAFEFROMEIT, B Y v~ F TlE ShcAEFFROMH

K0 Doz, EiEBEOMIGE & BT Y v~ T & O CRILRICEE 22T b o
77
#£ 6-5 MATHIRE T —Z 28T HBMEIcBEET 2 A EFS
PT LA B EE P R MY v~F
n (%) n (%) n (%)
FTRTCOFEHRS 438 (100) 9555 (100) 68788 (100)
i Bt 0 — 3 (0.03) 3 (0.00)
X7 v - NU—EER 0 — 1 (0.01) 1 (0.00)
RN UAE 0 — 3 (0.03) 10 (0.01)
TR 0 — 4 (0.04) 12 (0.02)

PT=preferred term
MedDRA ver. 20.1

6.3.1.5

il

167

BARRMEMm, RMmMBKBEAE. M/MRBRAE. FHBkiEER B mEkR A E
£ 2 MERBAE (SMQ) DHEFRREL 6-6 (TR LT,
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RS O IE CHE SNTAEES O, B v~F TS SN AEERELOMK
K07 o T3, HpEBE OMEE & BAFT Y v~ T & ORI TTRERICHE LA TR O SR
776
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F6-6 WATRET —Z BT 5 EMEFIC X5 MRBHEDHEEFR

Soc R BARAE I e Y v~
PT n (%) n (%) n (%)
TRCOFEEL 438 (100) 9555 (100) 68788 (100)
MR LY RS
SERERTERIE 0 | — 1 (0.01) 4 (0.01)
PR
i ER B 0 — 3 (0.03) 6 (0.01)
M INRER 0 — 6 (0.06) 19 (0.03)
I ik s 0 — 7 (0.07) 52 (0.08)

PT=preferred term; SOC=system organ class

MedDRA ver. 20.1

6.3.1.6 EELGHMER

HOME SO BAETEMERCERE C 3 Rl B S HIIC B 2 A EFREK 6-T IR LT,
ORI D IE THE SN EFROMEIT, B Y v~ F TlE SR FEFROMK

KO DIadnotoy WofEBEOMEINE & BIET Y v~ F L O THRELRIZEZ 2 AIT780 biv/ias-o

7’9
—o

* 6-7 WHTIRET — & 1231T 2 Rl U BAEVE SRR AEE C 3L ERE She

HL I B 5 H FFR

Soc HLfiE BAEE e B v~

PT n (%) n (%) n (%)
FTRCOFGERES 438 (100) 9555 (100) 68788 (100)
MiEF LY v SRS

PN I A 0D S AEE ) o | — 3 (0.03) 11 (0.02)
AR R

AR 0| — 3 (0.03) 3 (0.00)
Bk

7 P H i o | — 5 (0.05) 17 (0.02)
—f -« BEBEFER L OGO
W

FESHERAL PN i, 2 (0.46) 67 (0.70) 312 (0.45)

TS 7 0 — 5 (0.05) 19 (0.03)

VESHBALH if. 0 — 18 (0.19) 135 (0.20)
555, Pk XL OB A IHE

P15 0 — 27 (0.28) 224 (0.33)
AR R L OHLEREE

ARk 0 — 3 (0.03) 28 (0.04)

g H 1. 0 — 3 (0.03) 22 (0.03)
MR, BOERES K ORI S

S, 0 — 12 (0.13) 69 (0.10)
MRS

1 0 — 3 (0.03) 34 (0.05)

i 0 — 4 (0.04) 50 (0.07)

PT=preferred term; SOC=system organ class

MedDRA ver. 20.1
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6.3.1.7 IW—TARUPI—TAKESE
N—T AN ET DA EFREE 6-8 IR LT,

HEME R O IVE THE SN B EFEROMEIL. BEEY v~F TlRE SINT-GEEFLROM
K0 D7einotzny, HEBEOEIGE & BIET U v~ F & O CRBIRICHE 223380 b o
77

# 6-8 WHNHIRET —Z BT DIN—TRICEET ZHEEER

SocC WL BRI L R M) v~F
PT n (%) n (%) n (%)
TRTOFERS 438 (100) 9555 (100) 68788 (100)
FE# B X O AR
Jo—F AREIENERE 1 (0.23) 3 (0.03) 18 (0.03)
et ) 7~ h—FT R 0 — 4 (0.04) 36 (0.05)
BeRE R K OB PRk S
WEI RS | 1 | (023) ] 1 | ooy [ 10 | (001

PT=preferred term; SOC=system organ class
MedDRA ver. 20.1

6.3.1.8 BEEGEERIE (RT4—TUR 23y VEER. DEMRKFBRE. 2
B
AT =T VA~V a VR, PEMERESE R OB IALEEL, o & OBEHE
PEREREFRE OV TH A ST,

6.3.1.9 FiERER
B S B EEME O RS C 3 DL B SN IR F 5 A2 £ 6-9 1R LT,

HEHE B D IVE CHAE SNT-AEFLOMENL., BV v~F THRE SNTHEFLOME
K0 D7einot=hy, HEBEOEINE & BIET U v~ T & O CRBIRICIEE 2 2T O b o
77

69 WMTIRER T — & 12T 2 ER SOIBEEME RO B © 3 - DA Ll S T AFIcR S

%
Soc HLHE RAEAE M R M) v~
PT n (%) n (%) n (%)
TRCOFERS 438 (100) 9555 (100) 68788 (100)
SN E SRR
JFRRE R R 0 — 3 (0.03) 0 —
b 0 — 5 (0.05) 33 (0.05)
AR IR AT
TI=VTI) T AT = 0 — 3 (0.03) 14 (0.02)
Z —P N
il e 0 — 18 (0.19) 102 (0.15)
RS RERR AT S 0 — 7 (0.07) 21 (0.03)
SRS RERR AT E 5 1 (0.23) 5 (0.05) 41 (0.06)
N UAT I F—¥ EH 0 — 3 (0.03) 28 (0.04)

PT=preferred term; SOC=system organ class
MedDRA ver. 20.1
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6.3.1.10 BERIE " TTF745F—RiE
W S X BEEEME R AR E C 3L B SNl RS & £ 6-10 (R LTz,
HREREE O E TS SN AEFESZOMEIL. BE) v~F THRE SN A EFR O

KO DIpinoTe i, W E O E & BT Y v~ T & ORI TCRBLRICHEHE LA TR bR o
77

# 6-10 WRSHEREE T — & (21T 2 RoE SIS B E MR R © 3 UL LS Sh 7o B

I

S%% AR BRI H e BIfi Y v~
n (%) n (%) n (%)
FRCOFERS 438 (100) 9555 (100) 68788 (100)
R
ARFIEAR 0 — 3 (0.03) 49 (0.07)
LA v e 0 — 3 (0.03) 21 (0.03)
H Gk
H A AR 0 — 9 (0.09) 41 (0.06)
TR 0 — 4 (0.04) 27 (0.04)
—f -+ BHBEFER L OGO NREE
TSR I8 95 0 — 28 (0.29) 135 (0.20)
TR 2E RS 0 — 20 (0.21) 104 (0.15)
o R
TF7 4T %G 0 — 10 (0.10) 39 (0.06)
SN 1 (0.23) 7 (0.07) 63 (0.09)
WHCE 0 — 50 (0.52) 393 (0.57)
JRYSIE RS L OVFE HUE
[P R 5 | 0 | — [ 5 [ (©0) ] 32 [ (0.05)
MR, IR0 & OViEhE R
WHGE | 0 | — | 10 | (1) | 33 | (0.05)
PSRN ki e
1L Ve 0 — 3 (0.03) 25 (0.04)
&4 0 — 3 (0.03) 28 (0.04)
T VLR R R 0 — 4 (0.04) 50 (0.07)
HLRERR R 2% 0 — 6 (0.06) 23 (0.03)
5 0 — 5 (0.05) 89 (0.13)
S5 7 (1.60) 108 (1.13) 1014 (1.47)
FLBEME R 5 1 (0.23) 12 (0.13) 80 (0.12)
LHMRE 0 — 21 (0.22) 146 (0.21)
N a 0 — 6 (0.06) 39 (0.06)
5 FEMERE 0 — 21 (0.22) 200 (0.29)
R RS 0 — 9 (0.09) 25 (0.04)
PRI R 0 — 17 (0.18) 128 (0.19)
B 1 (0.23) 48 (0.50) 285 (0.41)

PT=preferred term; SOC=system organ class
MedDRA ver. 20.1
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6.3.1.11

SEHERL R I
HOfE S X BIFEVE RO R T 3 MFLL Eis SV SRR 2 3 6-11 1R LT,

RS O IE CHE SNTAEFES O, B v~F TS SN AEEREL oMK
K07 o T3, HpEBE OMEE & BAFT Y v~ T L ORI TTRERICHE R ITRO bR

77
# 6-11 AR T —# (281 2 UL RSV EME R BE T 3 Rl ki & hviz
HEHEBALRIS
PT LA R L R Y v~
n (%) n (%) n (%)

FTRTOEERS 438 (100) 9555 (100) 68788 (100)
TSN N . 2 (0.46) 67 (0.70) 312 (0.45)
e SR ALY 0 — 3 (0.03) 13 (0.02)
bEsE o R/ ) 0 — 64 (0.67) 451 (0.66)
B A PR 0 — 3 (0.03) 101 (0.15)
TESHBALALSE 2 (0.46) 92 (0.96) 483 (0.70)
VESHBAL H 0 — 3 (0.03) 17 (0.02)
TSR A 0 — 5 (0.05) 19 (0.03)
TSN L i 0 — 18 (0.19) 135 (0.20)
TSRO RS 0 — 7 (0.07) 28 (0.04)
SRR A AE 0 — 5 (0.05) 14 (0.02)
pastes p= VAN O 0 — 3 (0.03) 11 (0.02)
HEHFE B EENR 0 — 3 (0.03) 5 (0.01)
BSOS 0 — 17 (0.18) 71 (0.10)
TESHALA TR 2 (0.46) 124 (1.30) 811 (1.18)
TS A 0 — 9 (0.09) 32 (0.05)
TSN T 9 FERK 0 — 45 (0.47) 192 (0.28)
TSR35 0 — 28 (0.29) 135 (0.20)
TESHEL S 2 (0.46) 40 (0.42) 405 (0.59)
TSN AR 1 (0.23) 98 (2.03) 457 (0.66)
SRR A 2R R 0 — 20 (0.21) 104 (0.15)
TSR ALK 2 (0.46) 7 (0.07) 26 (0.04)
S B 0 — 20 (0.21) 48 (0.07)

PT=preferred term
MedDRA ver. 20.1

6.3.1.12

77‘7
—o

HLREBDE DN IE T SNICAFFROMEIT. BE Y v~ F THRE SN AEFROMEEK
K0 D7pipotons, ROREBDEDBIGAE & BT Y U~ F & ORI TRIRICIEE LEITFRD b -

77

FEDOEL
HORE SO T BAETEMEROREARE C 3 LU LR SV HLT THZRIRRE) DA FEFR LK 6-121TRL
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F6-12 MHTHIRRT —Z (2R 5 R I BREE MR B E C 3 UL ERE S hic

HLT HoRERIE] OFEES
PT HLfE BERAE M oA M) v~F
n (%) n (%) n (%)

FTRTCOEEHS 438 (100) 9555 (100) 68788 (100)
HLRERR BB % 0 — 6 (0.06) 23 (0.03)
HEREEAL BEE 0 — 1 (0.01) 3 (0.00)
RN 0 — 1 (0.01) 2 (0.00)
N2 0 — 0 — 3 (0.00)
HLfiE 26 (5.94) 187 (1.96) 267 (0.39)
HLREPE BRI ENE 4 (0.91) 248 (2.60) 16 (0.02)
I R 0 — 5 (0.05) 44 (0.06)

PT=preferred term
MedDRA ver. 20.1

6.3.2

BN TOHERE&ROEFAEER

[EIN T O il OF BRI OV TIE, 2012412 4 25 0 (AHFTOABH) 205 2018 43 H
6 H % TOMMRAETHA ClE SIRITEM Z 7 ISR Lz, 10 UL B Stz ffER 2 5 6-

13 {Zx L7,

AFBCTRURGBOBEISIEIZBIET ) v ~TF Th D, ARNEM EAHMEANLH & ORNCEEE 22221358

LoYSY (WAS/ERCY

& 6-13 EHWNT 10 U L S cBWEA

Total number of patients 3647

Total number of patient experienced ADRs 531

Total number of AEs reported 710

Incident rate of ADRs 14.56%

SOoC Number of events (%)
PT

—fi% - EHEER L0 OREE 68 (1.86)
RS S 22 (0.60)
FEN 19 (0.52)

JHEREE SR PR 38 (1.04)
R 32 (0.88)

JEYYER K O%/E e 209 (5.73)
REXR 12 (0.33)
e 10 0.27)
HRIZ 26 (0.72)
_EBRZ 28 0.77)
fii g 34 (0.93)
RGBS 22 (0.60)

R AL 48 (1.32)
i ERE R 11 (0.30)

MR AR, BERE K OEhRREE 35 (0.96)
VR R 15 (0.41)

FERGE 5OV TR 5 130 (3.56)
A2 14 (0.38)
HE 43 (1.18)
EAR 20 (0.55)

ADR=adverse drug reaction; AE=adverse event; PT=preferred term; SOC=system organ class

MedDRA ver. 20.1

The percentage of SOCs is the number of patients in each SOC / total patients (3647).
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ENTOD2012412 A 25 H (KRFTOARRH) 205 2018 423 A 6 H £ TOMEH A Tt
HEINT-RIEA

Total number of patients 3647

Total number of patient experienced ADRs 531

Total number of AEs reported 710

Incident rate of ADRs 14.56%

ele [ PT Number of events (%)

MiRds L VY R EE 6 (0.16)
A 2 (0.05)
eI M NI I SRR 2 (0.05)
U L SHiE 1 (0.03)
Y L SERIAE 1 (0.03)
MR E 1 (0.03)

DR 1 (0.03)
AVE LR IEIE 1 (0.03)

H L USRS 3 (0.08)
Hig 1 (0.03)
[Al#EPE D F 2 (0.05)

RFEE 4 (0.11)
AR o> Bk 1 (0.03)
R 1 (0.03)
IS 2 (0.05)

B I 25 (0.69)
REERYE 1 (0.03)
18 H R 1 (0.03)
fEHK 1 (0.03)
T 3 (0.08)
NBR 1 (0.03)
iz 2 (0.05)
B E 1 (0.03)
o A HH 1 1 (0.03)
-1 1 (0.03)
G 7 (0.19)
e 1 (0.03)
H e 4 (0.11)
B 1 (0.03)
- 3 (0.08)

—f% - BHEEL L OGO RE 68 (1.86)
B G-EBALALEE 1 (0.03)
B GRS 3 (0.08)
HESJIE 1 (0.03)
JH A 1 (0.03)
e 1 (0.03)
9T 1 (0.03)
FE K 1 (0.03)
SRR A 2 (0.05)
SRS 1 (0.03)
PR RO ALEE 8 (0.22)
e AT RS 1 (0.03)
e P AE S 7 (0.19)
SRR B 1 (0.03)
TS O PR 1 (0.03)
TS AL AU 22 (0.60)
S EAR 1 (0.03)
e A 1 (0.03)
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SOoC PT Number of events (%)
IRk 5 (0.14)
TRV e 2 (0.05)
AR NEAR 1 (0.03)
A 19 (0.52)
JITREE R R E 38 (1.04)
arra 1 (0.03)
B fiE 1 (0.03)
ST 1 (0.03)
TRkRe R 32 (0.88)
SR 5 (0.14)
SolE R EE 2 (0.05)
iR mUE 1 (0.03)
IWEUE 1 (0.03)
JEGE S J OV AR BUE 209 (5.73)
N e 1 (0.03)
il 1 (0.03)
A PRI 3 (0.08)
RS 1 (0.03)
Rk 12 (0.33)
AR MRS 3k 1 (0.03)
REXIET AL F )L ASE 1 (0.03)
LS 10 (0.27)
b2 6 (0.16)
YA S AT ANV APFR 1 (0.03)
JND JZ R AR E 1 (0.03)
=k 2 (0.05)
D AIRZE 2 (0.05)
TGP J% 1 (0.03)
Fak 1 (0.03)
o 2 (0.05)
Bk 3 (0.08)
TH{LE Y 1 (0.03)
EREN 1 (0.03)
Hifli~ L2 1 (0.03)
LA R T A L A EG 1 (0.03)
R 26 (0.71)
HHrREE 1 (0.03)
Nz 1 (0.03)
TG B G TR 1 (0.03)
Y 1 (0.03)
TR HER 1 (0.03)
GRS 28 1 (0.03)
A TN 7 (0.19)
U Ui 1 (0.03)
AU PRI 1 (0.03)
NSRS 28 (0.77)
AREB B~ L~ R 2 (0.05)
Qe v ¥ A 5E 1 (0.03)
H e~ L2 4 (0.11)
HHK 1 (0.03)
INGEES 1 (0.03)
HTRE 1 (0.03)
A MERE I 1 (0.03)
G 1 (0.03)
Sk PRI 1 (0.03)
MHEE 7 (0.19)
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SOoC PT Number of events (%)
Za—F VAT R - A BT A iR 9 (0.25)
filidk 34 (0.93)
AU MR 28 5 (0.14)
75 2T ISR 1 (0.03)
UESRES 1 (0.03)
iR 3 (0.08)
RPN 3 (0.08)
SR RE L 2 (0.05)
BR 2 (0.05)
JEiaiikna 5 (0.14)
Il ek 1 (0.03)
B Y 2 (0.05)
L BRI 1 (0.03)
k% 2 (0.05)
R 1 (0.03)
TR RIBES 1 (0.03)
RGBS 22 (0.60)
SRR REG 6 (0.16)
PR PR IS 1 (0.03)

BE, PR L OB A IHE 1 (0.03)

| vog 1 (0.03)

R IR A 48 (1.32)
TI= T ) NI AT 2T — PN 8 (0.22)
gﬁg;u/ FXUBT I/ NT AT =T —8 1 0.03)
MFETNHYARRT 7 2 =B8N 1 (0.03)
M g —D— 7V 8 1 (0.03)
M7 V7 F = Hn 1 (0.03)
e 1 (0.03)
DA == 1 (0.03)
M U 27Uy REN 1 (0.03)
1 PR SR HE N 2 (0.05)
i~ — 7 — 0 6 (0.16)
C — RUSHERE AN 4 (0.12)
~EJ T e U 2 (0.05)
JFEESR B 5 6 (0.16)
BRIFZ U A )V AR G 1 (0.03)
U v ERERs 1 (0.03)
FEEZ R AR 1 (0.03)
I R EREGED 3 (0.08)
i MREE D 5 (0.14)
MR EE N 1 (0.03)
H i Bk s 11 (0.30)
F L EREG N 1 (0.03)

R L O E 2 (0.05)

| feakigoR 2 (0.05)

B R E L O AR 12 (0.33)
R 3 (0.08)
RARI K 2 (0.05)
HHE 1 (0.03)
Pu e 1 (0.03)
SRR 1 (0.03)
B Y v~ 3 (0.08)
EHMETY T b—F A 1 (0.03)
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ele | PT Number of events (%)
B, BB X OSEARHOB A (ERB L ORY — 8 022)
T hEis) '
FLyE 1 (0.03)
B B 1 (0.03)
TE B 0 41 1 (0.03)
JHE AL 1 (0.03)
AEPERRAE AR ER R 1 (0.03)
EL S IR s 1 (0.03)
B AR 1 (0.03)
R e 1 (0.03)
PRRR R IR 16 (0.44)
JiHEZE 1 (0.03)
FEED F 7 (0.19)
R LR 1 (0.03)
GIEbE) 5 (0.14)
R =2 —a XF— 1 (0.03)
fEAR 2 (0.05)
BRI 1 (0.03)
WEE, PEMRIS I OVE EEHIOIRTE 1 (0.03)
| miiE AR 1 (0.03)
FErE 3 (0.08)
REZ 1 (0.03)
5 ¥R 1 (0.03)
MR P 1 (0.03)
BB K OUREKEE 5 (0.14)
MR 1 (0.03)
HER S 1 (0.03)
T 7 v —YIERERE 2 (0.05)
B 1 (0.03)
iR L OFLEREE 3 (0.08)
FLAEMEIR 1 (0.03)
PEER L L 1 (0.03)
RIE-5 Hy . 1 (0.03)
AZIRK 1 (0.03)
FE s, MELEs K OMEhm 35 (0.96)
M 5 1 (0.03)
A0k 2 (0.05)
- P 3 (0.08)
IR 1 (0.03)
R e £ 15 (0.41)
WEEA H 1 1 (0.03)
MEE VT IE 2 (0.05)
SREALMISR 2 (0.05)
1 JPENH IR 7 (0.19)
a7k 1 (0.03)
MRS 1 (0.03)
BRIERT % 1 (0.03)
7 LIRS 1 (0.03)
FRIEDORIE 1 (0.03)
B3 X O PRI 130 (3.56)
JE 1 (0.03)
ESE 3 (0.08)
TEINEERRE 1 (0.03)
B R ENE 2 (0.05)
FEFER 1 (0.03)
SYBEREBUE & 1 (0.03)
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SOoC PT Number of events (%)
T LVX B R 6 (0.16)
bR S R 1 (0.03)
HEMRRR B 2% 1 (0.03)
B 5 (0.14)
PSSRz 1 (0.03)
iz 14 (0.38)
EHORIZ 1 (0.03)
HLBE 8 (0.22)
BHHLBE 2 (0.05)
~J) IR s x— T4 VERER 2 (0.05)
ST 1 (0.03)
H BT 1 (0.03)
i 1 (0.03)
FEEALEE 1 (0.03)
SRR BNE RS 1 (0.03)
% O FEE 9 (0.25)
EHMZ D FERE 1 (0.03)
Wit 2 (0.05)
JEta I 5 (0.14)
B 43 (1.18)
Eo gL 2 (0.05)
F R 1 (0.03)
R 1 (0.03)
HhERESE 3 (0.08)
A 20 (0.55)
HLEE 1 (0.03)

SEHS K OWEHMLE 1 (0.03)
| BIfGEK 1 (0.03)

A 4 (0.11)
DU st 1 (0.03)
WAL 2 (0.05)
e 1 (0.03)

ADR=adverse drug reaction; AE=adverse event; PT=preferred term; SOC=system organ class
MedDRA ver. 20.1
The percentage of SOCs is the number of patients in each SOC / total patients (3647).
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