BE%

BIREY 7

SR

6. EfFE AGRER 1 : Week12 i i CREIRIE MR % 7R L 72 S INE 4K

FEIRAVE MR (X CDAI 227728 150 Riich 3 2 & LEFRT 2, CDAl 22713 0 254 600 OHFPHT, R T7HEWIE EREREEIE W & 2R
ERS

[HARY : Week12]

7. BEARE NGB 1 Week12 Rfsi CHBSRNSGE %71 L - SIE

WRSISE X, SES-CD R a 7HBR—=Z 74 V55 50% %@ ClEINLGE, £/, R—ZXF74 v 227034 Th W IrRIGREZ G35
SIMEICBNT 2 KA v U LEOBYED bN-858EEFT S, SES-CD 227130225 56 OHiPHT, Ra 7 EWIEERBOEIEE SN
EEIRNT,

[HAR : Week12]

8. WMAE NGRS 1 : AHEFELR (AE) BLXUEELAHFER (SAE) 2RI 2SMEHK

AE b, mERicERES R E &) BREINESNEICAELE, LT LIEEMOKS L ORRERIADONDE DDA EIET DI T
BHOWIHE L AVEREOTE L2\, SAE &, HERICHrPDOLTHELL, LW IHE L GVERELoTEILT, UTowd
NPICHEUT 2HDTHS T, FRCIKORDBD2BEND D BIEH], ABi X AR OIER A8 78 b D, JKieh X B e EE REEREIC [
b0, EREE - ERUERBZELTb0, EEM GREBEEZED) 2N T 2 BRRRTEHEOR 152 b0, EEMICHEERD D

LR« iR o ki Gk 4 B (372 b b, Weeklo £ T) |

9. EfRIE AGAER 2 : Week12 55 C PRO-2 Efif %R L 72 3 E K

PRO-2 B3Nk (AP) @ 1 HF¥EX a7 1 T, 2 28HERE (SF) © 1 HPFERa 7228 AT, 222 AP XiZ SFOR—ZXJ7 4 vH b oM
b L EEHET 5,

[HAR : Week12]

10. EHHE AGRER 2 1 Week12 W i CHERIY G Z 7 L 72 S E K
BRIV EOGIE, CDAl Ra 7B _R—Z2 54 virb 100 K4 v P ERAD L2G& L €8T 3,
[HAR : Week12]




11. FfFRE AGAER 2 © Week12 IRf 5 CREPRIY TR KX 'S SGE Ol 7 % 7R L 72 S N#E 4L

BRI Ef#I1Z, CDAI 22728 150 KiiTh s 2 & LEFRT S, WHEEMNEEIZ, SES-CD AR —2 74 v b 50% % B2 CWEINLEE, /-
X, R=RIA Vv 2aT734THYVIIEREREE2BET2SMECE T2 R A Y A EDOED BB ONEZHAELERT S, Thid, ZMEL X
U CRERIRIG FLfiF: & MRS UGS O T DK % 5§l 3~ 2 72 © ICE R I W= EHAFHHEH <5 5,

(114 : Week12]

12. BB A ER 2 : Weekd Wi i CEEIRI G % 7 L 7= SN %K
BRI, CDALZ a7 B3_—Z2574 225 100 R4 v ARV L7256 EERT S,
[HAFE : Week4]

13. EfE AGAER 2 © Week12 IR il CHHRER TEAR 2 7R L 222 N# 4K

WHIEEREf#E, SES-CD Xa 728 4 LAFT, R=ZX74 V56 2 K A4 Y FULERBIL, O HHOY 7237 T LHEDODDREWEGELERT
%,

[ : Week12]

14. BEfRE ANGAER 2 © Week12 Rf i CERWELRZ R L 7= SINE 4K

FEOERIX, SNE LV CRRIRINER L NHRENEROM T OEK T 2 2 L L ERINIELFHER TH 5, FRNEMIZ, CDAI 22728 150
K ThHb L LERT S, NHEWEMIZ, SES-CO ZRaT72R4LUFT, R=X74v2b2FKA4 v PAEBAL, 2o&%HHOY 7227 < 1#
Db DHRCGELEERT S,

[HARE : Week12]

15. EfifE A5k 2 1 Week12 Ff55 C Inflammatory Bowel Disease Questionnaire (IBDQ) Ef# %/~ L 72 S NE L

IBDQ #f#Eix, IBDQ 2372 170 L ETH 3 2 & LEFRT 2, IBDQ 13, RAMGEE (IBD) & %2 MRIC 4 538iC b 7= 2 B 5 Health
Related Quality of Life (HRQoL) ZFEffid 2, NV F—v a vigEAaD, 32HHOHCREXROEMETH 5, 478 L 13, BiEK @RE, W), £
BAER (57, BEAR-YX — v oZ{b), thanutae (BERRE, a8 A Xy b2 F v v 3 2 08M%), RODHEERE (BY, 5o, @) ©b
5o AT 32~224 HoOHFHFWTHY, ZaT7BH0ITLIERLABFTCH B Z L ERT,

[HAR] © Week12]

16. EfAE AGAER 2 : Week12 IRf5i C Fatigue response % /i L 72 S HI#E L




Fatigue response (%, Patient Reported Outcomes Measurement Information System (PROMIS)-Fatigue Short Form 7a 55t 2 a7 DX—2 7 4 v
57HRA VMU EDOEA L EFKT 5, PROMIS-Fatigue Short Form 7a 121%, 57 ICBE S 2008 (57, WHFE, MOy, ROEHhoxu) kKX
ZncHE S HEWEE~0 8 (b, A 777, LOESICBRES 2 G8HIR) 25HES 2 7 HAZXE T Twb, KHEOREL, £ kdo
el 2o TwobBHo] £TOLERMIHEICTRAING, RATHEHWIELE, X VEWIET 2RI,

(AR : Week12]

17. BB A ER 2 : Weekd Wi CEEIRINE R % R L 722 IN1E %K
FEIRE MR 1L CDAl A2 728 150 KiiTH B 2 L LEET 5,
[HAFE : Week4]

18. FEfiF S AGAER 2 © Week12 Rf i CHREBRAE ) B S CINARERRI B 2 7R L 7= SN 4K

FHAR P BB 13, Robarts Histopathology Index 22728 3LATFTH 0, 20, FEEEEOMFHEK, LERNFHER, OLANITEEGOKEE R WT
nd 0 CTHsILLELRT D, NHREMTMII, SES-CD a7 28 4LIFT, R=X74 Vb 2FKA4 YV UERYL, 2OoRHHOY 7227 T
LD D DRRVETERT 5, BERE L~V TOMBAR SN NSRRI TR O /T DER L ER I N2 EATHEIEE TH 5,

[HAR] © Week12]

19. BB AGRER 2 1 AE 35 X O SAE 2853 L 72 S5 54

AE &iF, REHPICERES GRBREZET) ARG INESMECELE, LT LIEEFOKREG L OREBEBIRDO LN b DDA EIRT DI TIE
BROHOLWIIHFFE L RAWEREDTEI 2 \0), SAE & i3, HERBIC22DLTELR, B0 IFF L AVEELOTEIL T, UFons
NPIEHET2DDTH S T, HWEILOhBDE2EZNDDH AR, ABEXIIAGIAR LR 34T 7 b D, /KFEHI X LB 7R BEE BEARERE 1< G
b0, FREH - EREREBEZEZTD0, ERN BREXED) 20T 2BERNTEREOR V2D 2D 0, EFNICEELD O

IR« IRERR O ki 515 oK 4 I (3 72b b, Weekl6 £ T) ]

20. BEMFAERFEER © Week40 IR © PRO-2 Efi %R L 7= S

PRO-2 Hff IR (AP) @ 1 H-FER a7 1T, 2 oHHEEE (SF) @ 1 H PR a7 28 UTF, 222 AP XiE SFOR—X 74 vH b0
L EiEFRT 2,

[ : Week40]

21. TERRHERFSER © Week40 If i CHHIBERIEME %2 7R L 72 S INE L




NI EfZIZ, SES-CD 2a72 4 LUFT, =274 262 KAV IUERDL, 2o&%BEHOY 7227 T 1 BOLDOREWGEEEERT
%,
[HAR : Week40]

22. ERHER R © Week40 B¢ 90 HIMIR 7 v 4 N7 L COMKNER %R L 72ShEK

90 HEIZ 71 4 F7a L CORKRMEM & 1%, 5524 ORBilRfICHRMEMRZER L TH Y, 2222 ORI 90 HATLL Lichzh) arFazxsuf Fo
HERLTHEELERIND, BIRMERIZCDAI Ra 7R 150 KiliTh s L LEKRT S,

(AR : Week40]

23. BEMFAERFBR © Week40 I i CTHERIEEMF 2 HERF L T 2 2INHE £

BFAHERHIEABR D Week0 CTERRMEMRDFRD b N=SME ICH VT, Weekd0 FERIC b BRI EADGRD O N2 SME RN R & 72 5, BRRE
i, CDAI R 72 150 KilichH s L L EEKT 5,

(A1 : Week40]

24. FEREHERTER - Weekd40 IRf il CREIR A EfE S N RRBRRYSGE DT T %271 L 7= S INE$L

ERIRIVEfR X, CDAI 22728 150 KimCTH 5 Z & LEFRT 5, WHEINNEIL, SES-CD 28— 74 v b 50% %2 CEINZHE, $/
X, R=ZI7AvZ2a734THVIEREREZET2SMEICENT2 KA ¥V PUAEDEDDBRD NG EEERT S, ZhiE, SMEL X
)V CREIR I Efif & NARERRSGE O T DER % il 2 720 ICER I N EATHTTEE TH %,

[HAR : Week40]

25. FEfRAERTER - Week40 il CHRWEF 2R L 72 S NE K

HOER I, SIE L~ CHERMEMR L NRSENEROM S OFERK T2 L EERINIEATMEL TH 5, BRMEM X, CDAI 2272 150
KiiThsbZ & LERT D, NHEWEM L, SES-CORa 703 4T T, =74 V62K,V FAERDIL, 2OoKHBOY 7227 <1
DHDOVBENGELERT S,

[HAR : Week40]

26. EfpifeRralhn - Week40 Wi CHRERR A EfE N USRI Efig %2 78 L 72 S InE 8
FHAR M E iR 1X. Robarts Histopathology Index 2272 3LLFTH Y, 2o, MEEEEOHFER, EENFHER, O6AXITEEDOKEE S T
Nd 0THEHTLLEERT L, NEBEMNEMIEZ, SES-CD 2a 72 4UTT, R=2A74v2b 284V FUERAL, »OoKHHOY» 72237 T




1EOD DDV WEERT D, HEL L COMBENER R CNRENEROM G DR & ERINIEEGTHHEE TS %,
[HARE : Week40]

27. FfRHERER © Week40 i © IBDQ Efif % /R L 72 S INE 2K

IBDQ #f#1x, IBDQ 2274170 LTk % 2 & &85+ 5. IBDQ I3, IBD BhE &R IC 4 59571 b 7= 2 PHEFER I HRQoL % 3T 2, 3V
T—vavigio, EHOACHEROEME TH 5, 4 2% &1L, BBk GREE, &), 28k OF57, MEiR-< 2 — v oZifb), thamkkee (H
HRAE, HSWA RV P EF Y v AT 2 0EM), ROWODEERE (RY, 5o, @k kb, 2aTIid 32~224 fofETH Y, ZaTHRE
I EHIRBRIFCH S Z & HRT,

[HAME] : Week40]

28. EfAMERFAER © Week40 Ffri C Fatigue response %7 L 72 ZIE 4L

Fatigue response (X, PROMIS-Fatigue Short Form7a G5t A a7 DRX—2 74 v 2256 7K A4 v P LA EDREAD & EFK T 5, PROMIS-Fatigue Short Form
TalTlL, JEF7ICBhE S 2 0ER (Fabb, I, WHEE MRS, RWENO X)) ROZ ity > HEES~oE (bbb, tHE, w177
7, MOEBNCBEE S 2 IEBIHIR) 2FHET 5 TIHE G E A TW S, REHORKIL, [ hdr o] b TWwobdH ol T 5 KREFHET
BRI, RaT7HREVIFE, XVEWETZRT,

[HARE : Week40]

29. EfRHER R © AE 3 X O SAE B3FHL L =M%

AE k3, REBhcERY GRBEEEZ &) BEEINEZSNECELRE, LT LIEEGHORS L ORREERAZDLNE DDA EFETHIT TR
BuHLWRIHTE L RVEREDTE LRI, SAE LT, HEB»2DLT4EL, HowWAHTE L AVERELoTEIL T, UTFowns
NPICELTE2DDTHS 1 HE, FECICORDBDEBEZND D ZEH, ABEX I AP OER A0 2 b D, KEEH XX TEE 72 HE HERERRE IC [
b0, BREE - RRUWEREBEZE-Tb0, EES GRERELZED) 20T 2 BN T EROR 1D 2 b0, EEMICEERD D

[HAR : JBERER O R 515K 480 (F72b b, Weekdd £C) |




Secondary

Outcome(s)

6. Induction Study 1: Number of Participants with Clinical Remission at Week 12
Clinical remission is defined as CDAI score < 150. CDAI scores ranging from 0 to approximately 600. Higher score indicates higher disease activity.
[Time Frame: At Week 12]

7. Induction Study 1: Number of Participants with Endoscopic Response at Week 12

Endoscopic response is defined as > 50% improvement from baseline in SES-CD score or a decrease of at least 2 points in participants with a
baseline score of 4 and isolated ileal disease. SES-CD score can range from 0 to 56. Higher scores indicating more severe disease.

[Time Frame: At Week 12]

8. Induction Study 1: Number of Participants with Adverse Events (AEs) and Serious Adverse Events (SAEs)

An AE is any untoward medical occurrence in a clinical study participant administered a pharmaceutical (investigational or non-investigational)
product that does not necessarily have a causal relationship with the intervention. An SAE is any untoward medical occurrence that at any dose:
results in death, is life-threatening, requires inpatient hospitalization or prolongation of existing hospitalization, results in persistent or significant
disability/incapacity, is a congenital anomaly/birth defect, is a suspected transmission of any infectious agent via a medicinal product and is
medically important.

[Time Frame: Up to 4 weeks after last dose of study drug (i.e., up to Week 16)]

9. Induction Study 2: Number of Participants with Patient Reported Outcomes (PRO)-2 Remission at Week 12

PRO-2 remission is defined as an abdominal pain (AP) mean daily score less than or equal to (<=) 1 and stool frequency (SF) mean daily score
<= 2.8, and no worsening of AP or SF from baseline.

[Time Frame: At Week 12]

10. Induction Study 2: Number of Participants with Clinical Response at Week 12
Clinical response is defined as a >= 100-point reduction from baseline in CDAI score.
[Time Frame: At Week 12]

11. Induction Study 2: Number of Participants Reporting Both Clinical Remission and Endoscopic Response at Week 12
Clinical remission is defined as CDAI score < 150. Endoscopic response is defined as > 50% improvement from baseline in SES-CD score or a

decrease of at least 2 points in participants with a baseline score of 4 and isolated ileal disease. This is a composite endpoint defined to measure




achievement of both clinical remission and endoscopic response at the participant level.
[Time Frame: At Week 12]

12. Induction Study 2: Number of Participants with Clinical Response at Week 4
Clinical response is defined as a >= 100-point reduction from baseline in CDAI score.
[Time Frame: At Week 4]

13. Induction Study 2: Number of Participants with Endoscopic Remission at Week 12
Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction from baseline and no sub score >1 in any individual component.
[Time Frame: At Week 12]

14. Induction Study 2: Number of Participants with Deep Remission at Week 12

Deep remission is a composite endpoint defined as achieving both clinical remission and endoscopic remission at the participant level. Clinical
remission is defined as CDAI score <150-point. Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction from baseline
and no sub score >1 in any individual component.

[Time Frame: At Week 12]

15. Induction Study 2: Number of Participants with Inflammatory Bowel Disease Questionnaire (IBDQ) Remission at Week 12

IBDQ remission is defined as IBDQ score >= 170. IBDQ is a validated, 32-item, self-reported questionnaire for participants with inflammatory
bowel disease (IBD) that will be used to evaluate the disease-specific health-related quality of life (HRQoL) across 4 dimensional scores: bowel
symptoms (loose stools, abdominal pain), systemic symptoms (fatigue, altered sleep pattern), social function (work attendance, need to cancel
social events), and emotional function (anger, depression, irritability). Scores range from 32 to 224, with higher scores indicating better outcomes.
[Time Frame: At Week 12]

16. Induction Study 2: Number of Participants with Fatigue Response at Week 12

Fatigue response is defined as a >= 7 point reduction in the patient reported outcomes measurement information system (PROMIS)-Fatigue Short
Form 7a total score from baseline. The PROMIS fatigue SF-7a contains 7 items evaluating fatigue-related symptoms (that is, tiredness, exhaustion,
mental tiredness, and lack of energy) and associated impacts on daily activities (that is, activity limitations related to work, self-care, and exercise).

Iltem responses are rated on a five-point scale ranging from "never" to "always". Higher scores indicate more fatigue.




[Time Frame: At Week 12]

17. Induction Study 2: Number of Participants with Clinical Remission at Week 4
Clinical remission is defined as CDAI score< 150.
[Time Frame: At Week 4]

18. Induction Study 2: Number of Participants Reporting Both Histologic Remission and Endoscopic Remission at Week 12

Histologic remission is defined as a Robarts Histopathology Index score <=3, where each of the items of lamina propria neutrophils, neutrophils
in epithelium, and erosions or ulcerations must be equal to 0. Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction
from baseline and no sub score >1 in any individual component. This is a composite endpoint defined as achieving both histologic remission and
endoscopic remission at the participant level.

[Time Frame: At Week 12]

19. Induction Study 2: Number of Participants with AEs and SAEs

An AE is any untoward medical occurrence in a clinical study participant administered a pharmaceutical (investigational or non-investigational)
product that does not necessarily have a causal relationship with the intervention. An SAE is any untoward medical occurrence that at any dose:
results in death, is life-threatening, requires inpatient hospitalization or prolongation of existing hospitalization, results in persistent or significant
disability/incapacity, is a congenital anomaly/birth defect, is a suspected transmission of any infectious agent via a medicinal product and is
medically important.

[Time Frame: Up to 4 weeks after last dose of study drug (i.e., up to Week 16)]

20. Maintenance Study: Number of Participants with PRO-2 remission at Week 40

PRO-2 remission is defined as an abdominal pain (AP) mean daily score <=1 and stool frequency (SF) mean daily score <= 2.8, and no worsening
of AP or SF from baseline.

[Time Frame: At Week 40]

21. Maintenance Study: Number of Participants with Endoscopic Remission at Week 40
Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction from baseline and no sub score >1 in any individual component.
[Time Frame: At Week 40]




22. Maintenance Study: Number of Participants with 90-Day Corticosteroid-Free Clinical Remission at Week 40

90-day corticosteroid-free clinical remission is defined as the clinical remission at the visit and not receiving corticosteroids for 90 days prior to
the visit. Clinical remission is defined as CDAI score < 150.

[Time Frame: At Week 40]

23. Maintenance Study: Number of Participants with Maintenance of Clinical Remission at Week 40

Participants with clinical remission at Week 40 among those with clinical remission at Week 0 of the maintenance study will be analyzed. Clinical
remission is defined as CDAI score < 150.

[Time Frame: At Week 40]

24. Maintenance Study: Number of Participants Reporting Both Clinical Remission and Endoscopic Response at Week 40

Clinical remission is defined as CDAI score < 150. Endoscopic response is defined as > 50% improvement from baseline in SES-CD score or a
decrease of at least 2 points in participants with a baseline score of 4 and isolated ileal disease. This is a composite endpoint defined to measure
achievement of both clinical remission and endoscopic response at the participant level.

[Time Frame: At Week 40]

25. Maintenance Study: Number of Participants with Deep Remission at Week 40

Deep remission is a composite endpoint defined as achieving both clinical remission and endoscopic remission at the participant level. Clinical
remission is defined as CDAI score <150. Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction from baseline and no
sub score >1 in any individual component.

[Time Frame: At Week 40]

26. Maintenance Study: Number of Participants Reporting Both Histologic Remission and Endoscopic Remission at Week 40

Histologic remission is defined as a Robarts Histopathology Index score <=3, where each of the items of lamina propria neutrophils, neutrophils
in epithelium, and erosions or ulcerations must be equal to 0. Endoscopic remission is defined as SES-CD <= 4 with at least a 2-point reduction
from baseline and no sub score >1 in any individual component. This is a composite endpoint defined as achieving both histologic remission and
endoscopic remission at the participant level.

[Time Frame: At Week 40]




27. Maintenance Study: Number of Participants with IBDQ Remission at Week 40

IBDQ remission is defined as IBDQ score >= 170. IBDQ is a validated, 32-item, self-reported questionnaire for participants with IBD that will be
used to evaluate the disease-specific HRQoL across 4 dimensional scores: bowel symptoms (loose stools, abdominal pain), systemic symptoms
(fatigue, altered sleep pattern), social function (work attendance, need to cancel social events), and emotional function (anger, depression,
irritability). Scores range from 32 to 224, with higher scores indicating better outcomes.

[Time Frame: At Week 40]

28. Maintenance Study: Number of Participants with Fatigue Response at Week 40

Fatigue response is defined as a >= 7 point reduction in the PROMIS-Fatigue Short Form 7a total score from baseline. The PROMIS fatigue SF-7a
contains 7 items evaluating fatigue-related symptoms (that is, tiredness, exhaustion, mental tiredness, and lack of energy) and associated impacts
on daily activities (that is, activity limitations related to work, self-care, and exercise). Item responses are rated on a five-point scale ranging from
"never" to "always". Higher scores indicate more fatigue.

[Time Frame: At Week 40]

29. Maintenance Study: Number of Participants with AEs and SAEs

An AE is any untoward medical occurrence in a clinical study participant administered a pharmaceutical (investigational or non-investigational)
product that does not necessarily have a causal relationship with the intervention. An SAE is any untoward medical occurrence that at any dose:
results in death, is life-threatening, requires inpatient hospitalization or prolongation of existing hospitalization, results in persistent or significant
disability/incapacity, is a congenital anomaly/birth defect, is a suspected transmission of any infectious agent via a medicinal product and is
medically important.

[Time Frame: Up to 4 weeks after last dose of study drug (i.e., up to Week 44)]




