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PPI proton pump inhibitor 7'a kAR PRESR

PPK population pharmacokinetics RHEM S EhRE

pp-PASI palmoplantar Psoriasis Area and Severity -
Index

pp-PGA palmoplantar Physician’s Global Assessment -

PsA psoriatic arthritis A i 2 R

PSSD Psoriasis Symptoms and Signs Diary -

PSSI Psoriasis Scalp Severity Index -

PT preferred term FEARGE

PUVA Psoralen Plus Ultraviolet A VT LU ROMESMEE A

Q2D every 2 days 2 HiZ 119

QC quality control -

QD once daily 1 H 1A

QOD every other day 2 HiZ 119

QOL Quality of Life -

QTc corrected QT interval MHIE QT ke

QTcB QT interval corrected using Bazett’s method  Bazett fffi IE 112 F:- 3V THIE L 72 QT [

]

QTcF QT interval corrected using Fridericia’s Fridericia #f IE{EIZEES W CHIE L 7= QT
method R

RCA right coronary artery A BN IR

SAD single ascending dose H [ 5

SAE serious adverse event HELRAEFR

ScC spinous cell carcinoma/squamous cell FZ 8 A A
carcinoma of skin

SCC squamous cell carcinoma =R

SD standard deviation T AEAR 2=

L L I

SE standard error FEAERA 7=

SF-36 36-item Short Form Health Survey -

SIB suicidal ideation and behavior B &S E L OV E #4THE)

SLE systemic lupus erythematosus LEHTY) < h—F R

SMQ Standardised MedDRA Query MedDRA 5 #Ef# 52 2

soC system organ class FRERIR D HE
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2.7.3 BRI A ZhME DR PsO
BMS-986165 Deucravacitinib

B e HAFE

sPGA static Physician’s Global Assessment PRI & 2 500 A 51

sPGA (0/1) proportion of subjects achieving a SPGA SPGA X227 TO0 (JHK) I 1 (XX
score of "0 (cleared)" or "1 (minimal)" XK) EEERL LR OFIES

ss-PGA scalp-specific Physician’s Global Assessment -

STAT signal transducer and activator of > T AG MR BR]
transcription

STATS signal transducer and activator of T F ARG EMER B R A 5
transcription 5

T2DM type 2 diabetes mellitus 2 Tk FR 95

TB tuberculosis ey >3

TH T helper (cell) ~UX—T (Hifa)

T-HALF apparent elimination half-life FLDNT O I

Tmax time to maximum concentration I e 1 B B =R

TNF tumor necrosis factor N AR K]+

TQT thorough QT thorough QT

TYK2 tyrosine kinase 2 Fovrxr—¥2

UGT uridine 5'-diphospho-glucuronosyltransferase 71U > 5.V U ER )L 7 1 L EREREEE

ES

ULN upper limit of normal FEVE(E BB

US United States K

UVB ultraviolet B B

VAS visual analog scale -

Vss volume of distribution at steady state T INBED A DG

VTE venous thromboembolism FRUR A FEARE

WHO World Health Organization T AR R
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

1 YRR UHBIE

AMETIE, T 2—2 I F =T OJHMERME, IR RE N O REMERLBRE L2 53 5 A 20k &
BTz, T a—27 IV F =T OBERNADEOFMIZIX, BEALS 2 AT 5 0RERE x5 b
U7z EBRIEFZE 3 MEGBRCTHh 5 IMO11-046 3Bk (046 3RBR) MK OVESLEF 3 fHHELRGRBRCH 5
IMO11-047 38R (047 #BR) | W BB &2 6T Hfipbs (BEEERESR 25T | IR
eIk R BT M OB E R 2 xS & LIZENE 3 A —7 0 7L Th 5 IM011-066
RER (066 FRER) AWz, F7o, EEEMLFES 2 M EZERBRO IM011-011 3Bk (011 3 R) KO
[E B AL R R ke akBR o IM011-075 38R (075 3BR) OFRLAMEICE D, Z b 0RO 9
H, BRANEZREE TOT 22— 27 IV F =T OFNEOTHMIL, 046 3R, 066 #E K O 011 3Bk
TITo70, 7o, 0753 BRIZ, 046 5Bk, 047 3Bk, 066 35k & N IMO11-065 3R (F1[E, #E LK OE
BETEBPOF 3 HLEGR) B THRICT 2—7 IV F =7 ik 5+ 3 BH4—7 0 7L
R TH D0, AETIE 046 RERL Y 047 WA T LIEWBRE OT — 2 OB i Edic (7 —4
Jrv hA 72 E A IR -

T a—20 IV F =TI L DRI D AN T L7 BRI O — %% Table 1-1 127777
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5 16 K24 D sPGA (0/1)

2.7.3 BRARAIAT 2 OB PsO
BMS-986165 Deucravacitinib
Table 1-1: T 2= TRV F =T ORRA M FHE L 7 BRRRO—E
REBRE S
e e
REROMER xR REBRT A BB ERHEE B BRI PEREE
5 3 MR
IMOT1-046 &7y 523, 7% AL (2:1:1=DEUC:  EEFMEEA : DEUC 7 5 2k 666
AA, % SEIED TR TTVITZAN) . CEE  H5 16O sPGA (0/1) KOPASITSE 6mgQD
ESNE Sl ST N i Y O SEE % (DEUC vs 7 7 & 7R) 7'Z%AR  DEUC# 332 5
Z i PEAT b6 7 7€ RBEOAZ DEUCIE  EARBIKEHEER : T7LY 77 EARE166H
ST DHHE gy ez DEUC vs 7 F & 7R 5%k 7TV T AN
() # PEH 24 7L 35 & MEETPAST %5 161D PASI90, ss-PGA (0/1) | 30 mg BID 168 71
50 % 3ERE L7e o 7= 8241 DEUC Iz SPGA (0) . PASI 100, PSSDJER A = (RH3C 1607 7 £ R
BI0 B % PASISO %3k L7-4541: 7 0o DLQI (0/1) KONPGA-F (0/1) 1 SIS S se 7 -
AR BEs & W) DEUC £¥ 307 {7
DEUCvs 7 7L I F A |k 7°?0Jznj‘\‘ﬁ~¥ 145 71
5 1638, 24 9% 052 D sPGA 7TV TA M
(0/1) . PASI75 U} PASI 90 % 145 1
#4516 D ss-PGA (0/1) KT sPGA
(0) 3Rk, PSSDER A =7 DAA(LE
JOVPSSD SiEAR A =1 7 0 3R
IMOT1-047 &7y S23[, 7% AE (2:1:1=DEUC:  EEFMEHEA : DEUC 7 4 5K 1020
K, K SEIED TR TTVLITZAN) | TEE  HE 16O sPGA (0/1) KOPASITSE 6mgQD
M, Fof  JREHEE R 7T R ROGEESR =% (DEUC vs 7' 7 £ ) 7'Z+7AR  DEUCEE 511 4
GET %%ﬁb@h BhH 161 : 77 vAREOA DEUCIC  ERBEIKFHMEEE : 77Ls 77 ERE2SS
S DRI g0 Kz DEUC vs 7 J &R 5 2 h 77V TR M
- # BrH oM (AT R MR 5. 129 16080 PASI0, ss-PGA (0/1) ,  30mgBID  254f
#) sPGA (0) . PASI 100, PSSDIJEIk= =2 (R 16 EMO7 7 2R
> _ ~. % Z. X 44\ H’E =3 .
DEUC #f : PASI75 Z 3R L7eho 7z 57;9_ %‘% i(offgﬁfﬁg PGA-F (0) = %{a%%)o ggaiﬁgigz{gj '
5613 DEUC ik L, PASITS i o ; R 212
Ak L7=85413 DEUC 277 &Rl DEUCYs 77U S I A | sen
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2.7.3 ERRRIA ZMEOBEEE

PsO

BMS-986165 Deucravacitinib
RBREE
EHiE
RAEBRI
RBRDfEE PO BT A BHRERHmE B BB PBRE I
B2 0L, HENRD LN PASI75 M Y PASI 90 FERCR TV T A

S CDEUC 1281 Bz

77V T A M PASITS B EERL L
2o -85 1X DEUC I29) 0 £ %

PASI 75 Z R L7255 /137 7 B RIZ
Bl Bz, FRNPRD LIREET
DEUC (28] v % 2.

516 B ss-PGA (0/1) }TUsPGA
(0) EEREE, PSSDIEIR A 27 D&
S INPSSD SESR A2 2 7 0 EERK

217 51

B IAA— TV T RARER

IMO11-066 HREESED  S20EM, H—#E, A—T T
H A O EIED
w7 JR e B R
I BrEHT
ﬁqz{ﬂﬁg*’}' %)ﬁ/i'/@%}%’»
#. GPP
BE X
EP 3

FEFMHIER : DEUC
B 160 sPGA (0/1) KO PASI 753 0 me QD
[pes

FOMOFAHER :

5 52 £ To sPGA (0/1) . PASI

75. PASI90. PASI 100. sPGA (0) .

DLQI (0/1) . ss-PGA (0/1) } U PGA-F

(0/1) EEREER. PSSDIJEIR A 22 7 DAL,

B N OVPSSD JESR A 22 7 0 =R

EP XiX GPP D # :
BEH52BETOGIS KON IDARA T

A& (GPP D7)

Bh X - g
74 15 : PP 63 {7,
EP 8 5], GPP 3 13
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib
HABRES
Eii =
HEROTELE PO RBRT YA v ARG E B PRBRIE BB
5 3 MHR MRk AR
IMO11-075  IMOL1-  Hi—ff A —7 T~ BIRFHEEE - DEUC B ST
AA, k046 FER SPGA (0/1) KO} PASI 75 i 6mgQD 1221 4]
ENE/ZIN &%1
Z Oty -
o 047 KB
(T—HFy o e
ol
s Ril | o
o D JeyTERY
) FeI5 %A
SEE R} -+ 2 ek
e
5 2 fHERER
IMO11-011 REESY 120, T b (1] = FEFMEEE : DEUC VA N A3 1%
BA, ¥ SEMED DEUC3mg QOD:3mgOQD:3mgBID: Py 5. 12 D PASI 75 B2k % 3mg B wkEE
H, WO, @A 6mgBID: 12mg QD: 77 LK) | R EIKEEEER - QOD, 267 /5
Z D BAA+T BEER., 77 BRxE, HERE REEEE 3mg QD, DEUC B -
N % e 512 # % TD PASI 50, PASI 90, 3 mg ; oD 44 i
5e T A PAST 100 L UX DLQI (0/1) gk BID, 6mg > ™eQ
A - - BID Xz o meQD44fl
&lﬂ—“ 12 38 D sPGA (0/1) LEE¢ 12 mg QD 3 mg BID 45
S 6 mg BID 45 {3
7ER 12 mg QD 44

7T R 45 )

DEUC -7 2—2 I\ F =7

Source: M5.3.5.1-1 011 CSR, M5.3.5.1-2 046 CSR, M5.3.5.1-3 047 CSR, M5.3.5.2-1 066 CSR, M5.3.5.2-2 075 Interim CSR
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

1.1 REBRTV A v
ARIETIE, FHMEEECTH 55 3 FHAER (046 7B, 047 3ABR KON 066 #klBR) O ERR ERT VA v &R
T, FOMORERT VA DOERT M2.7.6 LK RERD CSRZZRDO = &,

1.1.1 £ 3 FHELEERER © TMO011-046 3B I U IMO011-047 35k

046 FER K Y 047 BRBR DT A AR L TRV | [Fl— O BREPERLUE A VTR ASED) & BAE D [
BB E AT OUMBERELZRTE L, WTNORBRL 77 B R R OERR, 746k, “HE
B, FTNVEI—RBRTHY, &5 16 HE TIET 7 BRABBM, #5224 BETIIT I LIT R
I & U, BRedo 5L 2 M Th o7, 72, 2O FHFEHHEE (Co-primary)
THDHHEE 16 D sPGA (0/1) AR M O PASI 75 BRI NS EIRGHHE H 0% < 28 2 B ©
HmThHo7,

FoIREAEL LT, 6 » AU EICO TV RZE LI RmZ 285 it L 2k S 18 bl b
DPBLT, BSAD 10%LL EOREEAG L, sPGA A2 7 3L E, PASI 227 12 DLk, SR E T
BEFEDNHEIS & R DB EMBANND Z & & Ui, AW FRAI AT 25 RIEC L DI8REE R/
LEEMHPAND Z EBARBETH o7, RBREAGARTO —EWIH AN L OB O 2 b OIRIE
AL S Te, Eo. RERRE 2 AT HHEELSN ORE (R EORE, PO RORE, R I ROIRE
HEAREMERL BOE XU SRAME R 235 2 BE IR LT, T OMOBRAFEREL LT, IHEIEOZMEX
VBV RYE  (HRRRE O ELRIE . 1 O Bl L~ 2 EYWE T O # R OB, B A
PR T AN AT C RFR T A N AOEESUIHBERME, b MuERay A L AREGME, HEE
fitZ. IFNy WBERRBRIGME & fE S IV IBEMER B 2 G te) . BE 5 FLURNOR A (2L, bl
B S AUIRIER T A O P2 FE RIS . R T R ST 7B B BN IBRS) L 2 e — L RRE
DERLFEHARE R, UTARSES L IZARITHOBRERER EA2HEL, 2 b DEEDO N
FTIUNTEE Y T2 B IIBRAE L7z, 046 3B OY 047 7B O BRI ENE D — B 134 5B S0 5] 2 R
L7z (M5.3.5.1-2 046 CSR, Appendix 1.1 2 TF M5.3.5.1-3 047 CSR, Appendix 1.1) .

046 FRER KL N 047 HBRILIC, A7 U —=U TREICL VK E SNTWREEL, Ta2a—7 I v F=
7 6mgQD, T ERXIIT T LI T A FOWTNNORERIZ 2:1:1 OlRTT o FafbLlz, 7
AT, BRI (046 FRER TIIORIE, AR, PEXITZOM, 047 R TIIREXITZ D
fi) | AEWFRB OIRRE (/) KOYRE (90 kg A X% 90 kg LA E) 12k - CTHEBHE LT,
WTFNORERS, K5 16 I 7 B RHOBBREITIER T CTT2a—2 7130 F =7 6mgQD IZHI
BMAONEN, Ta—2 I3 F2THEUIT I LI T2 MEOWBREIIZEHREG L DA 285 24
I E Tk L7z, %5 24 LIFEIT 046 iBR L O 047 RBR TR0 | 5 24 HOZEKG % PASIIZ
KEOXFHB L, LLTFIORT HIETIHRBRELZ RS L, PASI (DREBEEEORBIGHMECH D L& %
HiL, AaTIZIEEEREOHMENE £, BICBUERTH L Z b, 5 24 HOZ RGO
fill & LT PASI S Z IR LT,
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

046 5k

- TV TAME &5 24O PASIS0 b hRFHIORE & U, #8REH PASI 50 %
LTZH AT 7L I T A MOEG A/ L, PASI 50 K LR > G/1ET 2 —2 7
NUF=TIHN 2D Z L& LTz, T7hbb, 5 24812 PASIS0 Z 35k L - #BRE 135
BMECTTY 7 VI T A MO ZERE 52 F THkE L. PASI 50 Z 5k L2 o RF I3
MRTFCT2a—27 7V F=76mgQD UV B2 bz,

- Ta— U INVFTHLORTTEREE (&5 16 HIZT 22— 27 IV F =728 0 E 2L
) &5 NBEETT 2—7 I F =T OREZ2E LT,

047 7k

524N HEE S2IXHE T o X MU X DTRFE R IE R ORI 5 & Uiz, ZhROHERF KDY

Frfoeth, W ONCHR SUINRIE R E COMR 250§ 2720, #BF O 5 24 D PASI 75 X

JRIZE > TUTDO X S I8 L=,

- T a—IINUF=TRE 5 2402 PASITS R LR o TR L, T a— 7 TNy
F =7 6mgQD % 5 52 1 £ THkfe L7z, PASIT5 &k LW 1d, 2R OMER M O
GElE 2T 2720, T2a—27 7V F =7 6mg QD XILT 7RO WTNNOEEEEC
L1 OETHT V¥ bahiz,

— TV T AN &5 242 PASITS ZIER Lo o BRE L, BEMTFCT 2—27 I3
F=7 6mgQDICUID Bz b, H&E 52 FE TG L7, PASITS ZEERK L7- 4R 1X
BERTFCTI7eRICUW B bR,

— TR B IOEICERTCT2a—27 7V F =7 6 mg QD IZHID X Hiv, #1552
1 F Titke L7,

T a—INRVF2THLEOT 7 VI TAMETT 72RO B L DN HBRE TN T,

¥ (R=2T A b5 24 £ TO PASI SLERN 50%LL EHA L EF) BiRD L

Q\E@Tf?z~7ﬁﬂy?:7m@QD Yz, BERNBEETRETHIILEEL

7o LU IRT VAT AHIEOEEZEICL Y, BRVBOONTZWRE LT 2 — 27 I\ F=7

K@D%Z%hf\7?tﬁ@&5%&ﬁszﬁifﬁMLt(3m34@®ﬁ&5§%)0

RBRIIRET . R, RO UIERM a L FaxTo s B, ROBAORRBFaLFazTa L R
OFERIFEE L STz, #5524 BIZ sPGA A 27 M 3LL E X ss-PGA A =7 73 3 DL EO#ERF L, €
NENHIR S NT-ANHEFEE R eanFazxraf K, 3%@E U FUEE, JRFE,. aXIpE K
X, TRV BAVAR NI A —L, EXI DBEEK LF AR, ZAFeTr) T
VxS — (AarFaRrTuf R a—F— 3% BTV FABIIE I D3 T s v
AT DEFETY v o7 —) IZXDIERNEROAENIZ L0 TPl ST,

046 #R & Y 047 s BR DT Y A OWEE A £ LZ 4 Figure 1.1.1-1 L O Figure 1.1.1-2 {127~ 9,
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2.7.3 EERIAH Zh M O 5 PsO

BMS-986165 Deucravacitinib
Figure 1.1.1-1: REBETVA Y (046 RBR)
ﬁ Deucravacitinib 6 mg QD (N=332)
|
: I E e 3
5 Placebo (N=166) Deucravacitinib 6 mg QD
% : | i
B | e { Long-term
5 I : : roll
S g | ; . rollover
5 | [2Pasiso— Apremilast 30 mg BID | OLE study
= | — '
N PEBemitast z0 me i = (N=168)
i | | <PASI 50 }—v Deucravacitinib 6 mg QD b
L
Weeks 0 16 24 52 56

a Apremilast was titrated from 10 mg QD to 30 mg BID over the first 5 days of dosing as per the approved label.
b Subjects in the apremilast arm who did not achieve 50% improvement in the PASI score at Week 24 were switched

in a blinded fashion to deucravacitinib
Abbreviations: OLE - open-label extension study

Source: M5.3.5.1-2 046 CSR, Figure 3.1-1

Figure 1.1.1-2: REBTVA Y (047 RBR)
[ . . Deucravacitinib 6 mg QD .
i |=PAsI 75 }—|:
— Deucravacitinib 6 mg QD
: Deucravacitinib 6 mg QD (N=511)
: : H

| <Pasi 75 f— Deucravacitinib 6 mg QD
; Long-term

: i rollover
AE Placebo (N=255) : Deucravacitinib 6 mg QD ! OLE study

=PAsI ?5}5—' Deucravacitinib 6 mg QD
TAoremilast 30 mg BID* (N-254)

i ——Ld
|<FASI 75 I-—- Deucravacitinib 6 mg QD

2:1:1 Randomization

L:

Weeks 0 ) 16 24 52 56

*  Apremilast was titrated from 10 mg QD to 30 mg BID over the first 5 days of dosing as per the approved label.
1 Upon relapse (at least a 50% loss of Week 24 PASI percent improvement from baseline), subjects were to be

switched to deucravacitinib 6 mg QD.
Abbreviations: OLE - open-label extension study

Source: M5.3.5.1-3 047 CSR, Figure 3.1-1
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1.1.2 3L —F 2 T ~ULERER : IM011-066 5

066 ERIL, FHEIEN D EIEDREAEZE %A1 2 Wit . TREMERE RS TR R E &

FEXMNBIZ, Ta— 0 TN F =T OFIMEROLEMEOFME B E Uiz, 52 ., ZiiskdkFE,

Bt A= T~VH R ThHoTe, A7V —=U 7HREBICK V@K E SNTHBREIC, 72—

7 IR F =7 6mgQD & 2HMEGTHZ L E LT,

066 RER TlE, UTOBELMAANND Z & L LT,

o RHMLBERT DM 6 5 AU EIChT- 0 RE LTRSS 263 2 it & 2l Sz 20
LA ED R LT BSA D 10%LL EOJRZE%EH L, sPGA A= 7 3Ll E, PASIA=7 1280k,
PRIE X B RIED L & 72 547,

o RMERCHE - IDA FEVEIC L0 IREMRZREOBEN B 5. UINEMERLRE & B s S s 20
LA EDFR LT, RERERED 10%2L EOJRE 2 1 5 ALER AT 4 A L. IDA BHIEEIEIER A =
7 14K, 2 MU EIChle o TEE LIEIREL VA L B2 TV DL,

o HZEEMEALRZAE : ROREMEALEOEOBE RN & D, SUIREEERLRUE & Fri- 22 S 4u7z 20 bl Eo
BT, RERE B AT HHMOBEENRH V. BSA O 80%LL EDOIRELZHF L, JEEIE X
EEFIEDN IR & T2 D H

066 ABEXTIX, #5 16 D sPGA (0/1) ZALFE KON PASI 75 EAE L FEFHMEHEA & Lz, £/,

A M R S TR B IS BT BT 2 — 27 IRV F =T OFIMEE T 5720, GIS KO

IDARA 2T (BEMETGREOH) OR—RA T4 UMb OE{LEZFHMEEBIZE DT,

1.2 FA BRI K O B3R

1.2.1 Fa— I INRNVF =T OREER

W3 HRBRCTHWET 2—27 930 F =7 6 mg QD O EIL, TEREN S EED/EM LB AT
HHLRERE ARG L L2 2 07 7 B st iR H &k Eilbr (011 3RBR) OFZER VL eMEORE R,

A ONZ E-R AT OFEFACEE SN TEIR L7z ( [M2.72, 381H] ) . T 2a—27 73 F =76 mg QD
DOHEZBROFEMIZHOWTIX, 4HITRT,

1.2.2 Xt RIEDOBIR DR HL

55 3 FHILEGEABR D 046 BRI N 047 HERTIXW T b, 77 ER LK OFEEIBROREBRET A & L
Teo T a—20 I N F =T ORGNER NLEMFHI TDNSA T A% f/NMNRIZIZ 57201277 'R
KL L, F2, 7L A MIWHWEIED O HEIEO R T A 03K E LT < OHUEg TIA <
RN TWS Z Evs (Dattola, 2017, Mayba, 2017) | FEHfRE L CER L, 771V I T R
MEIRASCEIZHEV, 10mg QD2 B4R L, 5 A CHEFFHE 30 mg BID £ T+ 52 & & L7z,
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BMS-986165 Deucravacitinib

1.3 BRMEFHGE

RIS & T HDRRERE At & LT 2T 3 FHEBR TlX, sPGA KU PASI & F 272 H 2k
I, E7o, BER, NUTEPNE 2 G T 2 BRE IOV TR, HolE A O A0 R
7 BN 21T o 72, & B, BERET UV b A THD PSSD, DLQI, SF-36 XY EQ-5D-3L
[ZDWT Bl U7z, AR MESRE AT K O ERLRE B3 & 3 D 72 066 SBRTlX, GIS &KUY JDA
A a7 HFHE L7z,

INDHOFHMEEE X, TREEE AR E Lo 3 MRBR CHEEN R GRFMMER & LTHY DR,
HEE O B R Sy QYR 2 FEl 9~ 2 72 OIS ZIF AR LR TV D, EEFHMBEA . AIKEHmE
J O OMOFHIIE B OFEMIEAREBRD CSR IR Lz, FeBohMEiHEE H O %2 DL I
Do

1.3.1 BARMFMMEE OER

1) ERINC X2 FAREEEHE  (sPGA)

SPGA L., & HFHIRER (RX—R T A VEFORREZ BJEET) (ZBIT 2 ERIC X 5 WA O BT
TR D EIER (0) | IFIFEER (D) BE (2) . hEE (3) . HE (4) THHMETS
(Feldman, 2005) , HLBE, @AM OEFEICOVWT 005 4 TIHMBEL, 227 O/FH2 8L, &
STV IS AN U ThRekE 72 sSPGA 2 a7 2RI T 5,

R=2F A 05 2HRA » ML EDOUGEDGRD LIV HERF 21T 5 sSPGA A2 7 730 XL 1 [sPGA
(0/1) 1 ZERR LT-#EERE ORIG % sPGA (0/1) ERER L ER LT, 5 3 MHRER CITEZHMEE A
D1DELT, Ta—2 I F=76mgQD & 7 7R EDUEIZX L, #5161 D sPGA (0/1)
EERCEAZRHE L7z, E7o. IRBRHYERIC XV IRENEKR L7z LIl Sz sPGA (0) EZERGEIZD
W H R L 7=,

2) Psoriasis Area and Severity Index (PASI)

PASI 1%, ERIC & 2 EIEEOERAGHE T, sPGA A a7 & —HBHT 5, HMERERAIZ OV THLBE
SREIR, R IEE, KIE s OBEIEEZ 0 (BERER) 205 4 (WD THEED) TRl L. WAL
(SRR, Wi, (RO A, M GRS B AL oML mEZ 0 (7eL) 75 6 (90%~
100%) CTHEAfFITI 5 (Fredriksson, 1978) . PASI A2 7 (X005 72 DHPH & 720 . PASI A =2 7 /3
REWFELVEEOREBTHD Z L &7, PASI S0 1L, PASI A a7 RR_—RAF A LinDb 50%LL
Mg L2 & &/R L, PASI75, PASI90, PASI 100 b FRIERICER S ND,

— XA, PASI 227 D 50%DHE 1. K %:ﬁi@%é&%%%#%m%m&ﬁﬁéné
(Carlin, 2004) . FZHEO AW FRVRAIORRIRZNAHEIL PASI 75 23l 2 Z &N AZ X — T
HDHZEND, 3mﬁ%fizgﬂﬁ@a®lokbf T a—T TN F =7 6mgQD &7
TR DRI L, 5 16 D PASI 75 Z 3 LI iBRE OFIG (PASI 75 ERER) 27l L7z,
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3) scalp specific Physician’s Global Assessment (ss-PGA)

IR E 2 A3 D8R 1T L, SRR AE OBEIERE % ss-PGA Tl L7z, SARIRZE ZALEE, L,
filfIg DGR (Kragballe, 2013) M HRHliL, EA 27 % 0 (MAEK) 206 4 (FEE) TEIRT
%o

FIMRBTIE, X—AT A D ss-PGA AT N3 ETH 1= #RE % k51, ss-PGA A 27 73
2ARA  FUAESEEL 0 T 1 2 Lo OFIE [ss-PGA (0/1) EERR] 25 L7z,

4) Psoriasis Scalp Severity Index (PSSI)

VHRZ IR 2 9 D 1ot U, SEROR S O FAEE & PSSI Caldili L7z, BHRZRZE 0 BiE 4 FLEE
TG R OEIFIZ DN T 0 (BER) 205 4 (RbEE) THET 5, £RAa7 2650, HEIRED
HRE A R TS [0 (10%A0H) ~6 (90%~100%) ] THELU THHT S (Thagi, 2001) , PSSI A =
TIX0D 720 LR PSSIZAATRREWVIZELVEEDRETHDL Z & E2RT,

PSSI90 /%, PSSIA AT BAR—R T A b 90%LL FE L7z 2 & &R, 3R TIE, ~X—X
T A D ss-PGA 237 3 LLETH o 7o #BRE 2 k51T, PSSI 90 % ik L 72 #BRE D HIE
(PSSI 90 EERLAR) Z 7k L 7=,

5) Physician’s Global Assessment-Fingernails (PGA-F)

IR ZE % A9 2 BRE 16k L, NORRZ20RREZ PGA-F Tl L7z, JTUR K OVIVREO % 0
(IEEfh) 726 4 (FHE) TRaT7HT L, TURXKIIMEOZR a7 D56, K EnAar #fi A
a7t sn,

B I3MHRABRTIZ, X—R2F A4 D PGA-F Aa7 R 3L ETH - 72 98RF 2 x50, PGA-F A7 RN
NR=2ATA )6 2RA 2 MLESEL 0 UL 1 2R L2 8RE OElE [PGA-F (0/1) 3R]
ZREAm L7,

6) Palmoplantar PGA (pp-PGA)

B2EE (B, RfeoRmE2ET) (IREIMERE LA T H8RE 5 L, N ZA O HIEE % pp-PGA
TRl L7, EWIRAZ 2RO REELEICHE ST, 0 (EIER) 726 4 (EE) TG 5
(Bissonnette, 2016) .

93 FRBRClL, N—AT A D pp-PGA AT )N 3 LLETH - - BRE & %52, pp-PGA AT
D2ARA L FULRESGEEL 0 UL 1 2Rk L7 OFIS [pp-PGA (0/1) =#ERkER] 23l L7z,
7) Palmoplantar PASI (pp-PASI)

HEEE (B, 2fEofRmaeade) [IFEMEREEZE T RS IR L, EREIREOEEE % pp-
PASI CiFi L7z, pp-PASIIE PASIFfiii A2 A L7zt DT, 4 DOEML (T, AT, HEE,

FERIE) ZeMiid 2, EHREEOATCH L, £FEIT 20%., FEEIL 30%% 55, BRI
DWW, ALEE, AR MR OME R OBEAEE 2 0 (BEELR) 705 4 (WD CEE) TRHME L. AN & &
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LD TEFER (0~6 DA —/V) TRET D, pp-PASI 271X 0 76 72 OFFH L& 720 | pp-
PASI A7 RREXWVIZIELVEEDERTHL Z L E2TT,

9 3MRBR CIE, N—RA T A 2D pp-PGA AT ) 3 LU ETH - 7= & %512, pp-PASI AT
DR—ZF A NSO EZHIE LT,

8) Global Improvement Score (GIS) (066 75k D #)

066 FAB5R OB NE R IE TR REMEAL R E 2358 8 B AV R A (2xF L GIS & 3F4fi L 7=, GIS IZ &Ik
DEACZ ERDFHE L, #RE OX—ZXF7 4 COfER E IR LT (1) EfiF, () dE, (3) RE,
(4) B{RIZHESND,

9) HAKEF ¥4 (JDA) HIEKEEEE (066 RO )

066 BRI MERZIEDS TR DAV W BRF 1 kF UEIE B 2 51l L7z, FREER OFEM (0~9) &4
R - AT R OFE (0~8) THRA=T (0~17) ZHEHT 5, HEEEIL, BRI T7ITX 0 BE
(0~6) . HEJE (7~10) . HIE (11~17) (S5 (BHE 2015)

BERETY I AL

10) Psoriasis Symptoms and Signs Diary (PSSD)

PSSD 3, RHEMEE A9 DVl L < H O D MERCHE O HIEE 23042, 11 THH OB
W7 U AL THD (Feldman, 2016, Mathias, 2016) . PSSD (%, [EFEHERI THIMEEH DIER K O
BEAZ T2 2 Z TEFEERE AN TH DL Z ENEIEINTE Y, IR COIREROFE
BV CTEN S EFIREZE 35 (Armstrong, 2019)

PSSD (. 5 DDIEIR (DI, JaA, HPFEEL, EVE, KEDDXV ) KO 6 SOl (FF
HoE, ONOVEIL, BRE . DI SOTRIEE, FAR, i) OFEEEE 0 (ERZRL) 226 10 (FBEL S
DIEDRER) DA — )V CRlid %, # 3 HRABR T, M AEVESICE LB AA T
A& ERET D 72012, iR 24 FEM ZFHMT 5 PSSD-24h & o, FEMICKHTH AT Z24EH
PSSDIZUXE L, 11HHE OFKERIZOWTiE 7 BREIOF-EIA 27 % KBihE PSSD A =27 & LT
L7z, 5 DOERDOYE A a7 KN 6 DOBED A 27 24 10 5L, fER A 27 LU
EAaT L5, WTFRORAa7E 005 100 OFPHE 2D, Aa7RAREWIEE LD BEEOKE
ThHDHZ EwRT, PSSDIRA T X, JERA T KOEA 27 OSFEETHY . 0 55 100 DS
PH& 725,

H3AHREBRTIT. RXR—2F 4 D PSSDIER A 2T A 1 UL EOWEERE 2 %412, PSSD fEM 2 2 7 A%
0 ZJERL L 7= SR OIS A 35 L 7=,
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11) Dermatology Life Quality Index (DLQI)

DLQI /. #BAFEHREICL D QOL ICHT 2 ETH D, tE 1 HHOER KO, AHIEE, &
M, fge, PR xEABIER, TEIRICEET 2 10 OB THER S, FEMOZAa713 0 (<720
nH 3 GFEFIZ) ThoD, GEtAa T, 0 (QOL IZHEFEL L) 725 30 (RKIROERE) Th
%o DLQIAFIA 27 OFRIE, 0~1 = #ERE OEIFIC R EE LRV, 2~5 = /NS E 6~10
= DR 11~20= K78 21~30=JEFICREREETHS (Hongbo, 2005) .

9 3MHRBRTIE, X—AT A4 D DLQI A7 M 2 UL ETh - - HBRE & %512, DLQI A 0 XX 1
R LT OFIG [DLQI (0/1) k] ZFHii L7z, DLQI A% 0 XI% 1 #EkT 5 Z &1,
HfEIZ 2D QOL ~DHESZE DB HNRNWZ L 2 BERT D,

12) 36-Item Short-Form Health Survey v2 (SF-36)

PERE WA T LD SF-36 1%, BFMA., ERECKOFMICI T 2EERNOEEE LT, MR
IR OREIRIFZED T 7 M LMEEEE LT 2 L5 791 v aivie (Ware, 1992) . Z OERY
X, 8§ DOREEHHATH D (1) HiRMERE (NBERZ 2 EHRIEBIORIR) . () 4w
BgRE (BRSO OB 2B K 2ETEBORIR) . (3) AW&EIERE (IR  (BiEm e
M2 BEIEBIOHIR) . 4) KOs, (5) LORERE SR &EER) o (6) AE#&
HIRgRE OREAR)  GLERRO7ZREMIC X 2 REIREIOHIR) . (7) &7 A L) . (8) kW
fRRE R A Rl 5, SO A TIX 0205 100 T, A7 REWIEERWVIREEZ /R, 8 DDA
HAIZZENZNEAT S, RO R OSREHRE 2R T 2 O30 R R—F k- vl —2R
27 (PCS UIMCS) Z#HHT5,

13) Euro Quality of Life Five Dimensions Questionnaire: 3-Level Version (EQ-5D-3L)

R AEIZ X D EQ-5D-3L 1%, BFEREAZRIMELRETHDL, AOPFHE, F—(1 T XA
=T FTRERZEICB O TR HEHINTEBY , ERENORFOFMICESE 2 AH 2 L7 L
TW5 (Brooks,1996) . EMZE L VAS THER SN D, 5 DOREFEHE (BEIORE, FOEY OF
B, STEADIEE), WA/ AP, RN/ 5SS EIAR) ITBWTHA Z LI 3 ERE (1 =& L,
2= O/ HREICHED Y, 3 =FEFICHBEDHY) CTRHMEZITV., AFF 243 &80 OfEFEIREE
O Z 77, A, REEAREZHOCREMPLRIET D, X512, EQ-5SD-3L VAS
FHAWT, FEFIBEORERELZ BT EmObD] 2D M TX A REDOLD) F
TO 101 BePECRIHlid 2 Z LN TE 5, AMEEIZIEL EQ-5D-3L VAS OfE 0 Aoxd, EQ-5D-3L I,
RS BT AR B W TE WS, (FEELRORISEEZ R L Tns (Yang, 2015)

1.3.2 AEEFHMEEE 0—&
AT CHE R 27~ U725 3 ELEGRER (046 skBR M 1N 047 3RBR) KOV 3 A — 70 7 ~ULikBR (066
AR OFMERHMETEH 2 UL FIORT, AR TRl L 7= 2 COFETHGE B X, £BRoO T
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HHEEEZSROZ L (M5.3.5.1-2 046 CSR, Appendix 1.11A, M5.3.5.1-3 047 CSR, Appendix 1.11 &z O
M5.3.5.2-1 066 CSR, Appendix 1.11)

1.3.2.1 % 3 FHELESERER - IMO011-046 3RBR X O IM011-047 3XER
FEIMER : T2a—F7 INVF =T LT EROHE

B 516 D sPGA (0/1) EERLEE L TN PASI 75 2ERKEE

ERBWRFNEE : T2— 2 NV F =T LT EROILE

#5163 D PASI90 FEK =, PASI100 E%=R, sPGA (0) FERZE. ss-PGA (0/1) k=R, PSSD
FER A 27 M0 2Rk L7-gE oFlS . DLQL (0/1) Rk, PGA-F (0/1) ZEAE

5 24 12 PASL 75 Z R L 72 RE COBREE TOHFE (RXR—2 T A b5 24 E TO
PASI BEHEN 50%LL FHKRT D EABIEETER) 2T 22— INVF=TIZHT X LS
NIWBRE & 77 B RICH T v F ML S-S Tk (047 5Bk D #)

ERBEIRFHEEE : T2— I NV F=T LT FUIFR POHE

#5516 D PASI 75 EER% =R, PASI 90 k=R, sPGA (0/1) FEAKE. sPGA (0) FELE. ss-PGA
(0/1) EERcE, PSSD JER A 27 0 Z ik LI OFIG, PSSD ER A 27 DR—2 7 A
Vb DO bR (047 RERDH)

524 D PASI 75 R, PASI 90 K, sPGA (0/1) k=R

52438 L O - 52 B O i E U C D PASI 75 #A038 . PASI90 R, sPGA (0/1) #ERE (046
RBR D )

PUT O RIREERIE B IO\ TS AR R 2w,

B 52 8 F TOREOHERF

—  B5 2412 PASI 75 (PASI 90/PASI 100) #FERL L7-#E (LAKR X —) ©OHI L, &5
52 31 PASI 75 (PASI90/PASI 100) Z#ERF L 7= wiBrE DS

- &5 24 BT sPGA (0/1) ZER L7-#E (VAR F—) 055, HE 52 HIZ sPGA

(0/1) Z#ERF LI WBRE OEIS

B 5 52 F TOREDOERHNE (047 5BRD A)

—  BH 24012 PASI 75 &R L 72 BRFE T PASI 75 SIS ERANZIERT % £ TOHIR

— 5 243812 sPGA (0/1) JONPASI 75 Z 3R L 72 #5RE T D sPGA (0/1) FUGHEANTIHK
35 £ TOHIM

- TIRRIIET A MEENTEREICBIT AU N R (PASI AT INR—AT A
PASI 27 D 125% %482 5, XU F L 2 » H LIPS 7o e IR e e, wofipMokl i
FEA L <IT X 0 RIEVEORBEDOIEL L EFR) £ TOHIM
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Z O OFEHHE H

o H 16K O S 24 D PSSI 90 FEH, pp-PGA (0/1) KR, #5 24 D ss-PGA (0/1)
R

o FH 16 KU E 24D PASI, pp-PASI, DLQIL, SF-36 PCS 2 =17}t (XMCS A =17, EQ-5D-
3LVAS A7 DR_R—Z T A b D&

1.3.2.2 IS —T T ULRBR  IM011-066 3Bk
EERHEEE

o 5 16D sPGA (0/1) FEMEE K& O PASI 75 R

Z DA O B

o &5 52 F TD PASITS #ERH, PASIO0 ZRKE, PASI100 EA#E, sPGA (0/1) #ERF, sPGA
(0) ZEEAZE, PSSDIEIRA = 7 M 0 &Rk L7-#BhE OFIS . DLQI (0/1) Rk

e GPP XX EPEMICEITHHKE 52 E TD GIS ODRX—RAT A b O

o GPPEMIZBIT AL 52HFETOIDARA T DRX—AT A b OEE

1.4 KREHEAT

T a—0 TNV F =T OFREE AN L7255 3 AHIEGRER (046 AUBR, 047 38R, i aBR OB A AET)
KO 3FA =T T ~ULaRBR (066 3BR) OFFTEHEIZ LU I BRI 95, BRAT T O A AT =T
mEFEEZ MO Z & (M5.3.5.1-2 046 CSR, Appendix 1.11A, MS5.3.5.1-3 047 CSR, Appendix 1.11,
M5.3.5.3-4 Global ISE, Appendix 1 2 Tf M5.3.5.2-1 066 CSR, Appendix 1.11) .

1.4.1 % 3 FHELEERER © TMO011-046 3B I U IMO011-047 35k

5 3 FHELEGABR (046 3R ) O 047 3BR) Tl FFICHAGE L7RWRD | ﬁf?ﬁé@a‘zﬁf@ﬁéﬁﬁﬂ%éﬁkl
& LT FAS Wz, FAS X, 7 ¥ b, R GIZH 0 41T b2 TomERE & &
L7, Intent-to-Treat DJFHNIZHES T, #ERE1XT o ¥ MU ST ERED & ST STz,
WBRD 2 SOFEFRRE B IXF—Th o7, ERRIKIHEEB IZOWTH MR CIZIERETH
V. 047 RERDO AT E TOHMEZ T 7 AR L I L, 046 B D H %5 24 18 o OG- 52 1 o> iy
S PASI 75 #ERCER, PASI 90 R, sPGA (0/1) FEREEZT 7L I T A M &HE L (Table
1.4.1.1-1)  FHEE B O FiE 2 LU OR T,
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1.4.1.1 FEFHIIE B & O R BIREHIEE B O FE & IR EFIR

046 FRER N N 047 RER TIIWTNh . 2 OO FEEFHMEEE TH L5 16 D sPGA (0/1) LR KL
PASI 75 FESRIZHOWT, I ERICKT AT a— 2 G F =T OEENEAE 1 HOE3 =005 T
AR E L7,

2 SOFEFHHEH B WT NS HEIFICAEE LR SNTGEIZD I, E@@ﬁﬁﬁ@E;OWT

WAt 2 E 9 5 2 & & Lic, ERBIREHBE B IZOWTIE, H—fEomaz2 64 57290
;~77Av%:7k77t$&®%@\?:ﬁ77AV?:7k77V¢?X%k@%@iﬁm
T, TNENHNORE T NV—7"L L TEHE MO = 0.025 THRE Lz, FBREZ L—TNTIE
W& g A 8 TR 2 S L7

PERE ORI, IREGEAE | MO = 0.025 TEASNEZBEIZ. ThENRED 7 V—TNT
RO F 72 BIRGEMGSE B (2 U%®&Ltow#ﬂﬂ@&ﬁf%ﬁ@ﬁﬁﬁifﬁ#otﬁm\%®

BRIE 7 N —T NDZ D% D4 T O -BITFERI & Z72 LTz,
Table 1.4.1.1-1: BRI B OFSERIBENE (046 BXBR K% O 047 38R)
Study IM011046
Comparisons to Placebo Comparisons to Apremilast
(0 =0.025) (0 =0.025)
1. PASI 90 at Week 16 1. sPGA 0/1 at Week 16

2. ss-PGA 0/1 at Week 16
3. sPGA 0 at Week 16 . PASI 90 at Week 16
4. PASI 100 at Week 16 . SPGA 0/1 at Week 24

2. PASI 75 at Week 16
3
4
5. PSSD Symptom Score of 0 at Week 16 5. PASI 75 at Week 24
6
7
8
9

6.* DLQI 0/1 at Week 16 . PASI 90 at Week 24
7. PGA-F 0/1 at Week 16

. Change from baseline in PSSD Symptom Score at Week 16

. 8s-PGA 0/1 at Week 16

. SPGA 0/1 at Week 52 and at Week 24
10. PASI 75 at Week 52 and at Week 24
11. PAST 90 at Week 52 and at Week 24
12. sPGA 0 at Week 16
13. PSSD Symptom Score of 0 at Week 16
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Study IM011047
Comparisons to Placebo Comparisons to Apremilast
(0 =10.025) (0 =10.025)
1. PASI 90 at Week 16 1. sPGA 0/1 at Week 16
2. ss-PGA 0/1 at Week 16 2. PASI 75 at Week 16
3. sPGA 0 at Week 16 3. PASI 90 at Week 16
4. PASI 100 at Week 16 4. sPGA 0/1 at Week 24
5. PSSD Symptom Score of 0 at Week 16 5. PASI 75 at Week 24
6.* DLQI 0/1 at Week 16 6. PASI 90 at Week 24
7.* Time-to-relapse until Week 52 for Week 24 | 7. Change from baseline in PSSD Symptom Score at Week 16
DEUC PASI 75 responders
8. PGA-F 0/1 at Week 16 8. ss-PGA 0/1 at Week 16

9. sPGA 0 at Week 16
10. PSSD Symptom Score of 0 at Week 16

* For ex-US submissions
Source: M5.3.5.1-2 046 CSR, Appendix 1.11A Table 1 and Table 2, M5.3.5.1-3 047 CSR, Appendix 1.11 Table 1 and Table 2

1.4.1.2 FRNT FIE

EEA M FMEE

iR O FEEEENIE B OfATICIE. T & 2MEERIR T2 Wi CMH g E & W=, 4+ v X
e (78 RCHT 2T 22— I\ F =T DA v X)) KOZEOMM 95% CL & L b2 pEEHEH
Lz Tl Ta2—0 I\ F=TRE 7T vREE% Lk L. Mantel-Haenszel 1% 7% F VT G-REM]
ZEROZED 95% Cl 5B Uiz, FEFHGEE O FEMITIIE ) VAR X —fliseiEzdmH L., L
TORAMEI LY LT BRE ) VAR E— LBl LT,

o 516 LV RNCIRBRIER 5 TR 2 1k U 7= g
o (IBLOFHTEE 16 OT — X NI L= WebrE

% OO ZNEZE O B F AT B

W RRER O TAEAEITIE, sPGA (0/1) FERKER, PASI 75 EEE R, PASI 90 FEAK=, PASI 100 k=R,
sPGA (0) EKFE, ss-PGA (0/1) iERk=R, PSSI 90 FEK=R, PSSD JEIR, i, A 27 0 R,
DLQI (0/1) #ERHE, PGA-F (0/1) ERENEEND, MEEEOAHMEFMEE OffFTIX, il
L7 REFHEE & R U HEE W, R TOFMIR RO fEESR O FEHFIT L, VAR Z
—HisEIEE A L, LT OEREICEY LWE ) v VAR A — LBl LTz,

o PLHRHFRL &V ATNCTRBRAR R 53U TRBR & Pk U 7R
o (DO THBIF R OT — & 23 KM U7 PR
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EHIT, 046 FRER TR L 7= 5- 24 3} O 5 52 3 O il 5D PASI 75 KR, PASI 90 AR,
sPGA (0/1) EFERCHEIZHOWTIL, ;ﬁ\ﬁ®ﬁ% EEHETEE CTH O . BH 24 B E O S 52 DO\
NHLARE =L B INTZGEICV AR H — L HE LT, 26 OFGE H O 2R Tl
uT@%E@wﬁﬂﬁ%%tLtﬁﬁﬁ X LT/ Y VAR E —MiseiEE A L,

o JRERIREH TR A IR Ly

o (IO OHETHEE 24 B X IH G 52 HDOT — & KM L 795

o BHBIRKIZT 7L I T A MIT X Ak Edu, #5524 #IZ PASI 50 2R LR o TclodT
a2 — 7 IRV F =TI B2 ST R

L B DA Bt FT A T E

R ER O A B ORI B 121, PSSDJEK il Fe A =7 PASI A=, DLQI A =17, PSSI
A =37, pp-PASI Z=27 SF-36 PCS A= 7, SF-36 MCS A= 7, EQ-5D-3L VAS A7 D_X—R T
Ao OEE/ BACENGEND, BHRAOAIETAGE B O&RE AT 5 ki, 46
ST N E AW, OB ET VX, BERER DT v & MMUBERIKF 2 BEDE, N
—ATA VEELEBRBL L CED, Ta— 0 IRV F=THETTVREXIIT 7LV T A Mt
& ORI (B2 BN EES<) RO OMI95% Cl & FH Lz, KEIEIZLL FIZ7~ 7 mBOCF
FIZR VAT LT, N—=Z T A AMEPR KB OEERE 1IN — 2T A D6 OEACE DR D> & 13RS
L7,

o HEGHF R LV ANZHIRA T XA EFELZOTDITIRREO R G- 4 kL Lo i, ~—2X
TA MEEARD B LT,

o fhDFRH CTIHEEHRE S LV RICIEBREE G 2 H 1k U7, X LB A CRBME N B - 7=k
AL, RBEOFNRMEMERVB L GEYT 256, X—RAT7A VEEET) .

Time to Event 4T (047 :RBRDA)
Kaplan-Meier 7% (FEMRFRYE) 2 VT, {8 IE K OWER 5810 Time to Event T O 477 dh#f 2

HEE Lz, P IE R OHERFHR G WIS T o X MES TR E BT 27T 2a— 7 IV F =T L
77 ROFBERERILBIT, K2 W@k Lic e 777 7 Mg & VT3 L7z,

P 524 IZ PASI 75 7R L, T 2—2 INVF =T IT T RRICHT v X M-z %
AIFMNTIZE DT, PASI 75 SO TEES- 24 17 5 5. 52 WO O A KBERFICRHE L, Z o®fowg
DD REERFIC RS LB () VAR Z—) 13 (AR b B2RBE LR LT,
Z OWIF IR R BT &k U7k, 2 L <UERBENEDS & - 738 i O - 52 1
F TITMTA 2 R NFEBL L7220 o 7o R 18, Sk T B0 & 7 Lz,
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1.4.1.3 A RN

55 3 FHLEEGRER D 046 FER MO8 047 SRBRIT, AR MERED[F] — TR RERDBERIL TR0 . &5 24
B E TIRERBRORRT A o Th-o72 2 &b, MRBROKRGRRBKRR D 24 BEOF T —
Zafta L, PEENDEIEDREMULZ 2 AT HHMER BT L7 2—7 70 F =T DHZ)
PEEmafird oL & L,

HAFRNTIX FAS Z NGB & L, FRlBRCTT v X MES N2 TOWBRE 28 0T, RO
a7 — & 2 AW TEEEE A L OLL T ORIRGHEHE B IZOWT, &5 16 07— 213 3 58
(Fa—0 IR F=TEE, TITRREROT LI T ME) TEHL, %5 24 @BOF—21% 2
BERE (Ta2a— 2 IRV F=THEOT T LI T A M) OBERERLE,

e sPGA (0/1) R, sPGA (0) R

e PASI75EERH, PASI90 ZEAKEE, PASI 100 ZKEE, PASI AT DRX—2 T A L inb DL

e ss-PGA (0/1) ZEAE

o PSSD JER A =T 238 0 Ak L7 4B OFIG . PSSD Stk i FA 2T D=2 F A )
b DAL &

e DLQI (0/1) ERLE, DLQL A 3T DR_X—R T A b DLV E

e PGA-F (0/1) @Rk

e pp-PGA (0/1) EERkFE

o pp-PASI AT DR—ZF A b DE(E

e EQ-5D-3LVAS A7 DR_R—RF A b D[R

BME DA IR 28GRI, e OB CcAVWEZLO LR —Th o7, BEREMZER W

v ROREFEMZ 95% CI & & HITRT, FFHEIRE CIXZEEOREIIITHLT, EEHMO®

BIZBIT 54 8 Lo pfEERT,

1.4.1.4 o fRAT

046 FRER KON 047 B TIX, HEFHHEE Th 585 16 D PASI 75 ZERKE K Y sPGA (0/1) AL
RIZOWTHEEIRNT 21T o T2, Eo, HREHEZES LRGHHZDO LV BEO®mWELZTFD
ZEEHHEME LT, 046 RERK 047 RERDKET — & & W T 5 SR FIfRAT 2 550 U7, S B AT
T, ADFRFAAORE (R, PRSI, AR, MERROMiR, (KB L) | X—2 T4 v ORBEHE
(SPGA A =7, PASI Z=7 | BSA, Wi, SIRRAERE) | AR (BHIREE, £EW5r)
RIF, SRR &) TS S EEMENT LTz, BB CERI L7 CMHBEE W T > Xt (7
TERICHT DT 2a— 0 I\ TF=TDOFy XK OT T VI TA NN THT 2a—7 T F=
T DA v Xth) KOEOWE 95% Cl ZHH Lc, S5, EHMERDZED 95% Cl Z# LT,
T a— IR F =TT TRRILT TV T A N ELE LZES 16 8Oy E MR R0 7
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F VAR baoR Uic, E 5 SR O FEMIEHE G BT O fRHTFTm E IR L. (M5.3.5.3-4
Global ISE, Appendix 1) ,

046 RBR TlX, BARNEM & RREMOFIMER RO —EMOMER DT, 2 DO FEFAMHEHIZ>
WTHARANEMNSE SN R AR LT, 046 RERD A AR NEHOFINERE BT 3.3.2.1 HITTRT,

1.4.2 H3HA—T 5 ULRER - IM011-066 35
066 FABR DA VERFHTIZIX LT Ot AL 2 7z,

o Astreated 2E[] : BEk I, DR &b 1 RILL EOTRBRIEE G %5 T - 2R

o PPN : FEMEZZEEH T LA AT D As-treated FEH DO E 1y HE

o GPPEEM : WBIEIEHREZH 9 5 As-treated £ DA,

o EPHEM : BiEMEALZIEZH T 5 As-treated £EH DR/ M,

066 AERITHBERBR DT BERI LD 7230 DIFHARIBE XM L7 dr o 7o, EARITEH K
WEIEZHWTERN L, S8, FFICHFL LR WRY | #BREEL SFOME, EYEREZE, PR
i, Fo/ Ml FRMEZ AW TER Lc, AOMRHEE B I, S S/ 2TORRIZIEW T, PP 4
. GPP 2 KO EP £HITER L7z, A TIE, PP EHIOR R4 3.2.2 HHIT, GPP 4 &N EP
HEMORERE 333 HICTRT,

1.5 COVID-19 D&

55 3 FHELEGRER (046 FRER KL ON 047 7kER) | RWIAKeEAER (075 3B M OENG 3 FHFAER (066 7
BR) ZEhiiz, A7 COVID-19 X7 3w 7 03584 Lz, HFEHIL. ZOAREE EORA
FHREICXHS L, EBITTFOLTORKRBRICEA T A X U AEER LI, ZOHA X RITIE,
BE R OB O, 15BKBED Y £— F COFEH, BEEREM . ICH/GCP OBSF, [FK
ARERD U 27 EH COVID-19 |2 B39 2 RSk Fhu i 0 ii, & ONEEBREIK 12 COVID-19 % %8
BLEBEORENRE R EE2EHiz, COVID-19 ([ZBT 27EM1XME ~ D CSR 25D = &
(M5.3.5.1-2 046 CSR, M5.3.5.1-3 047 CSR, M5.3.5.2-1 066 CSR }2 1} M5.3.5.2-2 075 Interim CSR)

046 FRER M N 047 FRER O BPIRE 13 G- 16 WOKPEZ T T L TWelod, FEFHGEH ORIz
BIXpinodz, 5 24 BROEE 52 WO EZRENRGHGEH OFHEIC T2 DRPEZ L) ORI
T bThThot, [HRBEAR L) &iX, R CTHEM LR 72 KBE &Y & — b CEE L 7= kb
OWFTIL b AL, fHMEB TR T HEIMET — 2 B L o7z,

o 046 RABRTIL, G5 24 BITKPE Lo 7o 13 69, &5 52 WITKEE L e o T 4kbrs
1B THoT,
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o 047RABRTIE., #&5 24 WKL L7220 7oA 1L 10 (20 9 B 26135 24 W ELRTIZ x5
L) . BRI IEORFEEITOR Do T BERE L 7 B, BE5 52 BITREE L eh o 7o pkER
HlIW otz

KE FDA H A X2 AZHESE | 046 BRI Y 047 SREROFENTETEE TIX, FEEMT & LT, JRET

1B R OMER R 5] (5 24 W B %5 52 300) OAZMERHEE B 0225, COVID-19 1280 H%)

PERF 2 T 72 o T BRE 2B+ 2 2 & & Lz, 72, COVID-19 (2L D3k L & Sz

ROEREIRFMMEBIZOWT S, BESHTZFEE L7z, 2o ORESH T TIX, £/ 2T &t

1 L CHERIZER O & 5 213380 b Loz,

066 ABRTIL, COVID-1912 LY DRBEZR LI & 722 o 7o EBRA 1380 B LR h o7z,

2 1 %2 DOFRBE R DR

R 2 T DHEBE 2 X R, T 2a— 2 TN F =T OME T L2 2 RO 3
FHRER DR DO E 2 LIRS, B AR SR Th % 046 3R, 047 SBR K% O 066 7l
. RROERIZLITIOR L, #FElE 3 HIDR T,

2.1 EBRIL RIS 3 40 LLBEER © IM011-046 B

046 FRERIL, FEIEN O EEOREMLB A AT HHUMET Z R E L, 77 R K ORI,
FoaLMb, ZHER, XNV IR BRTH D, ARBRTIL, BERE 666 il x 2:1:1 O TT = —
7 INVF =T 6mg QDEE (33241) . T EAREE (166 ) XiXT LI T A ME (168 ) DO
FThnicT v Z b L, 77 BREE 1 Bl £ TOWERE ITRBRERN & Sz, 2T 535 4
DOHEREPHERAZTE T L, 25 517 BIREHREGEREBR TH 5 075 BRICBIT LI, X=X T4 D
N CUREFHERORRE & OV BRI I G RER TR B e tafls L Tz, ARBBRIZIZ B ARAYEERE 66 41
DEENTEY, ARAERE D HHE LN RERIT3.3.2.10 HIRT,

FEFHIEE TH D85 16 D sPGA (0/1) PR LT PASI 75 FHEIZOWT, WAL HT 2 —
7 TN F =TT T B AR AFGTFIICAEEICE < (Wb p<0.0001) \ T 2—27 I
TF =7 6mg QD DV T v ARITKIT HEEHESREES u7e (Table 3.2.1.1-1)

2 DOFEEFHEHEE TF 2 — 7 I F = TREOKGHFRA BN /R SN2/, 72 RIRKEHEIE
HIZoWT, MBHIRETIEZ HNCT 22— IRV F =T 27T REEUIT 7L 2 T & M
W LT, T RRBEROT LT A MECRT DRE 7V — T N O IAKNEAL DM IE B % bR
X, ATOFHEER TFa— 2 INRNVF=TRII T T RBEXILIT 7L 2 T 2 MR~
ICHEEE R LT (Table3.2.1.2-1)

FESEN D EIEDO R EZ 2B T HUMET BT, Ta—27 730 F=71%, HEEOEME
AHBIEE T 7 v RN OT 7L TR MO L2 R L, ZEMEMORFEMEITRIFTH T,
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2.2 HESNE 3 FHEEERGEER © IMO011-047 305%

047 ABRIL, PHENDEIEDOREUEZ 2 AT 2B FE LG L L, 57 X AUl X515
R IE R OMERF R G295, 77 B R LK OEENR, 7040k, ZHEHR, ¥ 714 I—R
BRCchd, RRBRTIEL, BBRE 1020 41% 2:1:1 O TT 2—27 T30 F =7 6mgQD #E (511 41) |
TR Q5561 XIT TV I T AN Q5461 oIz oA LME L, Ta—7 TN
F=THROT T RS 1 Bl 2R< ETOERRE ITIRREN &G Sh iz, 2T 751 flogkiRE
DRERAZET L. 95 703 BB EHKGRBR TH D 075 RBRICBIT LIz, X—ZX T4 O AO#kE
FHURFE N O BRI R B TR B el L Tz,

FERHEHEH TH 585 16 D sPGA (0/1) EERH KO PAST 75 ZHHRIZOWT, W HT 2 —
7 TN F =TI T B AR ARG FICAREICE S (W p<0.0001) \ T a2—27 I
vF =7 6mg QD DV T v ARITKIT HEEHESREES e (Table 3.2.1.1-1)

2 DOFEEFHEHEE TFT 22— 2 I F =T RO PR BEMEP R ENT2720, F 2 RIKEHEIE
HIEoW T, BBIRETFIEE AV CF2—s T AL F =TI E T THRBELT 7L 7 A M
CHEE LT, TTEARBELOT TV T A MRIIHT DERE Z NV — T NO AL O FHGE H %
brE, RTOFMEEE CTT 22— 2 IRV F =TI T 7 BRBEXIIT 7L I 7 A MECHAKEHT
MICH B #E %2R Lz (Table3.2.1.2-2) .

HESEN D EIEDO R EZ 2B T HUMET BT, Ta—27 IR0 F =7 1%, HEEOEME
AHBIEE T 78RN OT 7L T X MO LI Z R L, ZEMEMORFEEIIRIFTH T,

2.3 EINE 3tHA—7 2 F~ULRER - IM011-066 35k

066 FERIL, HEIED O EIED RIS A2 A T 5 WReBE . IREVERZREEE T REMERL R E &
Frartgl Lz, B8, A—707EBRTH D, ARBRTIE, #BE 83 Bk I, 27
U —=2 TRAEICL D & SNTWRE 140037 2 —27 730 F =7 6mgQD ##5-3v7- (PP
#E£Ff 63 1, GPP 4R 3 f5il, EP 4R 8 i) . AT 68 5l (91.9%) DOHERF NG Z5E T L. 66 5
(89.2%) MNEWIMkGEABRTH D 075 SHBRICBAT LT, BHINBRE T, 1 fl2RE2TAAAN
Thole, #E DL ATTHME (77.0%) T, FEEEIT 48.6 5k (HiPH : 23~71 %) THY ., 13&
Ao E DB (91.9%) 23 65 Al T o 7=, FHREIL 70.65 kg, F¥) BMI IE 25.16 kg/m* Th >
Too N2 T A URPRIZERIE ThBEiadE il L T\,

FEEHMEE Th o4& 5 16 D sPGA (0/1) ZALFE KON PASI 75 ZRRIZOWT, T a—27 T3y
F=T OFEGICEVBERVIZERO S 5 ENRBD B, HHRE SR TO sPGA (0/1) FERKZERIT
75.7% (56/74 f5i) . PASI 75 %ijsi 71.6% (53/74 i) Tholz, I I, ERIEE L OBEE WS
T NH LN TAEEOFMEBICBWTC, Ta—27 7 F =T O 52 BB OBSHIRICHhZY
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FEIRBCER D & HUGEN RO bz, BB OATHEEH Ok 21k, 322 (PP£EM) &
3335 (GPP MM EPEM) TR,

HEEE) b EIE O SR B & A9 L R R . IRV RORE RS SRR MR BUE AR 1T BV T
T a—2 I F =7 6mg QD O 52 WG DOAEM M LT RIFTHh o7z,

24 EPRIE R 3 FHE G ER : IM011-075 358

075 RBRIL, HEIED O BIEO KA LB A AT DUMEBEE LIRS, Ta—2INVF=TDE
B G5B O LM R OGOl Z B & LA —7 v 7L Tdh 5, it LT 046
B, 047 B, 066 RBR &L O 065 5Bk A 52 T L7950 075 sBRICB S STz, AEEIZI3 e T
AR & LT 046 iR T 047 BB OWT N Z T T L, 075 RBRICBAT L IcBE 7T — F DA m 5o
o (F—=sny b A7 B 20 =] AR R) o FATHRBROK TREREE ORI & 075 HBROR— 2 7
Al Uiz, ARBIIMKGET CTHY . TERBRYIMIINSFETH 5,

FATHRER CTH 5 046 BRI N 047 3R D 1221 1] (5 HHEAN 55 6i) OPEERFE DSARERI B G S
N Ta—2 730 F =7 6mg QD &#H&5-Siz, T—% v MATZIRERT, 1099 6] (90.0%) @
BB DR BR A kR T, WBRE I TR R IS IR 240 T 2 —2 IRV F =T R FE S
nNnHZ & &Lz, 075 BRO4TOWEE OREHFE O EIL, 3583 A (51 ) Tholz, %k
ITRBROBAEBE G T 2 — 27 TV F =7 2R 5 31 075 3RBR Tk G S - g 944 Bl
BT, 5 60 HE THIMENHERF SN TIRY . 5 60 D PASI 75 EEHEIL 73.6%K% Y sPGA
(0/1) FEREIL 55.1% T -7 (075 BERBALERE TIXZ 4 70.8% % N 56.0%) o, AFRER O RIX
5HITTRT,

FATHRER CTH D 046 REA LN 047 RERZ5E T L, RGBT H S 0715 R CT = — 7 I 30 F
=7 6mgQD &5 INT-WHRE BN T, T 2—7 I F =T ORFYIMEIFHEREF ST,

25 E PR [R 5 2 AEERBR - IM011-011 3RBX

011 RBRIL, HEIE O EIEOREALIB A G T HMELEZxIG L Lo, 77 2R5R, 704
2Mb, WATEERILE:, —HER, AERERBR TH D, ARBRTIX, it 267 IOWRENT 2 —7
TN F=73mgQOD#E (44 4) . 3mgQD#E (44 f31) . 3mgBID #£ (45%1) . 6 mg BID #f (45
Bl) . 12 mg QD £t (44 ) XIX7Z7BAREE (45 ) OWTNTT X MESTUIRRIEZ G &
i, BIRT224 061 (83.9%) 7% 12 M OTRBRMER G A4 5% T L, 4341 (16.1%) 254 HiL
Too ERTPURPRMIT, #EBREOME (41%) . BAEFESL 3.7%) . DERA+S B.7%) Thol,
WREARF DT OH I LIBRE L, Ta—27 IV F =T OREHEE L 3 mg QOD BEE N
TR RBENE D -T2,
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N2 T A O NBAFEHFIRE R OBRBRHET, ZMEORIGNT 2—2 730 F =7 3 mg BID B
(422%) TEOfOF 5 (178%~318%) I @mro e hy, BEFF Tl L T
Too B INTHBRE SR T, AN (843%) KOBME (72.7%) 8% <, FHERIT 44.6 1% (B
FH : 19~69 %) Th o7z, BEMMOPIMEIL 150 4 GFH : 1~61 ) | EWZRHRE| O IEHRIE
R T OHRENL 412% Th oo, ARRBRITIE A RABERE 22 61 (82%) NEENTEY, HAA
PR > DG DIV RERIE 3.3.2.2 THITR T,

FERHEEH & U725 120 PASI 75 FHGRITZ, 7 2—727 730 F =73 mg QOD HE&FRE
TDOT 2a— 7 INVF=TREFETT T 2RI EP-T (BB ED p fE : 3mg QOD ﬁT
04873, 3 mg QD #¥'T 0.0003, 3 mg BID &, 6 mg BID X T* 12 mg QD & T< 0.0001, Table 3.3.2.2-
D .

FE R ORIREAGE B 0 PASI 75 k=R, sPGA (0/1) A, PASI 90 =R K& T PASI 50 k=R
X, T 2—27 71\ F=73mgBID Ll LD TR DGR Hitiz, PASI100EZEH#E, sPGA

(0) k=, DLQI (0/1) EEFRIZHOWTIL, T 2—727 7,33 F =7 6 mg BID X 12 mg QD D
R CRARDENEO LN (([M2.7.6, 5.1.1221H] &) |

PEIEN D HIED REMZZ 2 T DHMEEIZRBNT, Ta—2 INTF=TDHEHEN 3 mg
QD LY EHETREN., BEOAMMENEEE TF 2 —27 IV F =7 O ESUGSHERED b7,
Flo, Ta— 7 IRV F=70TholEbBBLALET, ARMEEIRIFTH- T,
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3 2R ZE L CORREOE & 7T

ARIETIX, REREZEETO0MEE ENRICT 2—27 730 F =7 6 mg QD OA R Z 7 L
7255 3 FHLLEGEER (046 #kBR. 047 Bk M OB O EMNT) 56 3 A —7 2 T ~VULikBR (066
WBR) OFEREZ EITRT, 066 FRER O M H R ST R R E RS CORMEDORERIT 3.3
IR T,

3.1 B R EM

3.1.1 % 3 FHELESEER - IMO011-046 X8R % O IM011-047 3B

3.1.1.1 BERE DNER

046 FRER KON 047 RER I GBRLE) D G- 24 B £ TIXFE—0OREBRT VA o Tho7-08, 5 24 HWLL
FRIZIRBRIE 5 LN R 0 | 046 FRBR CIIfkEe& 523 Thoiu, 047 3B TIRIRIE T Ik R OHERFBE 5
HEanz (111 H) . WRBROWEERE O NER 2 R BRI 2 &k OSBRI RER = L 1ord, &
52, AT CoO®E 2418 £ TOWERE ODWNREZ LLFITRT,

3.1.1.1.1  IMO11-046 3B

046 FBR Tl 666 BIOPEBRE N T o X MM EN, T a—27 T30 F =T RE3326, 77 2 AREE 166 6,
T LT A MEE 168 BN 5 & LT FASICE N, I BREED 1 HliX, 4-TT
VHEIMEENTE T, IR OB GRNRER A Ik L7z (M5.3.5.1-2 046 CSR, Table S.2.3.1) ,

77 AR RN (5 0~16 1)

T H MESIIERIE A G- ST 665 Bl S5 5, 7T AR IEIMAE T LIlE 137 = —2
TN F =T 307/332 5] (92.5%) . 7T BAEE 145/165 B (87.9%) . 7L I T A M 145/168
#l (86.3%) Th o7z, ERFIEHMIL, AEFFE (T a2—7 INTVTF =T 1.5%. 77 B RH
42%. 77T A M 6.0%) . TOM (2.4%. 3.0%. 1.8%) KUNEBHIRGEE (2.1%. 1.2%. 2.4%)
T -7 (M5.3.5.1-2 046 CSR, Table S.2.3.2) , HUEFEHO [Zfh) (21X, #BRFE O ARSI
HEOHE, ZhEAT UTIEBREIT 65 R, ERMEEEEN S £z,

5 16~24 1

B 5 16 LG 24 WICT 22— 27 INVF =T B E SN WBRE T 452 6] (T =2—27 I 0T
=T 307 B ONT T ERNLOEIDIEZ 145 6)) | TV I TR RG-S HRBRE L 145 4
Thol, Z0HH, BH24BETOYMERET LIEEREIL, T 22— IV TF =T HEHHRE
442 B (97.8%) . 7L T A MEE 141 f5l (972%) ToHho7-, EAPIEFEHEIL, BIFRE (5=
— I TNV TF =T EEWHRE 0%, 77 LI T A ME 1.4%) . AEFG (02%. 0.7%) KOWERHE
DAL (0.4%. 0.7%) TohH-o7- (M5.3.5.1-2 046 CSR, Table S.2.3.3) .
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5 24~52 31

5 24 WD G 2T 22— 27 TNV TF =T G SN HERE X 496 1T, TONRITT =
— 7 FNRUF=TRE302 6], &5 16T T RN LE0 B Sl 140 B, %5 24 3812 PASI 50
B LIRMNSTleOT 7LV I T A MO EIN 2 BT 540 Th o7, %5 24 181T PASIS0 %2
LT 7V T ARME ST B, 77 LI TR MNDOBEEMEE LT, 5 52 BEcoMME5%T
LIWBRE X, T a— 27 T F =T B GHERE 444 6] (89.5%) . 77 L 7 A NEE 8351 (95.4%)
Thotl-, ERFIEHEBIE, 2O (FTa2a—27 TNV F=TEEHBRE 38%, 77T A Nt
23%) . AEFES (1.6%. 1.1%) KEBHARE (1.0%. 1.1%) Th-o7 (M53.5.1-2 046 CSR,
Table S.2.3.4) .

BRI R (325 0~52 )

FURAIMEENTZ 666 B0 D B BT 53541 (80.3%) DOERE NREREZ S T L, 51761 (77.6%)
NE kG EAER (075 3BR) ICBAT L7z, BRPIED EAMAIX, WEBRE OFED 62 i (9.3%) .
HEFELN 2TH (4.1%) . BERGEN 21 4] (3.2%) T -7~ (M5.3.5.1-2 046 CSR, Table S.2.4)
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Figure 3.1.1.1-1: PRBRE DR (046 FER)

Week 0-16

Placebo
crossover
(week 16)

332

8 OTHER

965 Screened

666 Rando

1 NON-COMPLIANCE WITH PROTOCOL
3 WITHDRAWAL BY SUBJECT
5 OTHER

D Sk ‘ 165 Placebo 1 Not Treated 168 Apremilast
eucravacitinib |
25 D/C Study Treatment 20 D/C Study Treatment 23 D/C Study Treatment
5 ADVERSE EVENT 7 ADVERSE EVENT 10 ADVERSE EVENT
7 LOST TO FOLLOW-UP 1 DEATH 1 LACK OF EFFICACY
1 NON-COMPLIANCE WITH PROTOCOL 1 LACK OF EFFICACY 4 LOST TO FOLLOW-UP
—> 4 WITHDRAWAL BY SUBJECT —> 2 LOST TO FOLLOW-UP —>

2 NON-COMPLIANCE WITH PROTOCOL
3 WITHDRAWAL BY SUBJECT
3 OTHER

307 continued
Deucravacitinib

145 placebo >
Deucravacitinib

145 continued
Apremilast

Week 16-24
Placebo
crossover
(week 16) I
307 continued : 145 placebo > 145 continued
Deucravacitinib 5 D/C Study Treatment | Deucravacitinib d Apremilast
1 ADVERSE EVENT ﬂ e 5 D/C Study Treatment 4 D/C Study Treatment
L or rmcac i oETS pornconn
1 NON-COMPLIANCE WITH PROTOCOL 2
BY SUBJECT 1 WITHDRAWAL BY
> 1 WITHDRAWAL BY SUBJECT 2 OTHER SUBJECT
1 OTHER > —
PASI 50 Non-
responder
switch from
apremilast v - v
deucravaci 1 v PASI 50 Non-
(Week 24) 302 continued | 140 continued PASI 50 Responders responders

Deucravacitinib

. Deucravacitinib

87 continued on

apremilast

54 switched to
Deucravacitinib
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BMS-986165 Deucravacitinib
Week 24-52
145 continued on
PASI 50 Non- Apremilast
responder
switch from
apremilast to
deucravacitinib
PASI 50 Non-
(Week 24) 302 continued 140 continued PASI 50 Responders ,espond:r';
Deucravacitinib Deucravacitinib T T
A
87 continued on 54 switched to
apremilast Deucravacitinib
34 D/C Study Treatment
6 ADVERSE EVENT 11 D/C Study Treatment
3 LACK OF EFFICACY 2 LOST TO FOLLOW-UP
3 LOST TO FOLLOW-UP 1 NON-COMPLIANCE 7 D/C Study Treatment
™ 1 NON-COMPLIANCE WITH PROTOCOL | /|  WITH PROTOCOL <L STy WO 2 ADVERSE EVENT
2 SITE TERMINATED BY SPONSOR 3 WITHDRAWAL BY SUBJECT 1 thTEf;S(f FEXELNJW o 3 LACK OF EFFICACY
6 WITHDRAWAL BY SUBJECT 5 OTHER 2 OTHER ) 1 WITHDRAWAL BY SUBJECT
13 OTHER ) > 1 OTHER
v A y
268 Continued study 1t2r 2;?:::{"&? vigg(y 83 Continued study 47 Continued study
treatment to week 52 52 treatment to week 52 treatment to week 52

D/C - discontinued.
Source: M5.3.5.1-2 046 CSR Figure 5.1-1, Figure 5.1-2, Figure 5.1-3
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3.1.1.1.2  IMO011-047 B

047 ABRTIL 1020 GIOWERE DT > Z MMeEh, T 2—2 T F =78 511 . 77 AR 255
B, 77V T A MRE 254 BIDNEIMERET ISR & L C FAS IZE ENT-, T a— 2 IV F=TFD
1 FNXFEREI O, 7T RED 1HITFE > TT o F b ENT-=0, IEREOE 5R1IZRER %2
fl L7z (M5.3.5.1-3 047 CSR, Table S.2.3.1) .

77 AR RN (5 0~16 1)

T MESIIRBIEZ B G SN2 1018 B0 5 5, 77 B RRHRIIM 25 T Lo s 137 = —72
TNV TF =T RE 456/510 Bl (89.4%) . 7T BAREE 212/254 B (83.5%) . T LI T A M 217/254
B (85.4%) Tohoto, EHIEBHIX, #RHFICIIHE (T 2—2 INXVF=TH 27%. 77
BAREE 3.5%, 7L I T A ME 3.5%) « AEFSR 2.2%. 2.8%. 4.7%) KOZOML (2.5%. 3.5%.
2.8%) TdHh-o7= (M53.5.1-3 047 CSR, Table S.2.3.2) , FILHEEO TZofth) 2id, #BRE OFE AW
I EORH . 2R UTTEBRFEIZ X 2 AN, COVID-19 (2B U7- B3 & a7z,

5 16~24 1

516 WD &G 24 BT 22— 27 TNV F =T 25 SN HBRE T 667 Bl (F=2—2 7305
=THEASS IR T T RPN OUID X 212 4]) | TV I T A MR SR ITX 217 fi
Thol, 2OI2H, BH24BETOYMEZRET LIEEREIX, T 2—2 IV TF =T EEHRE
642 il (96.3%) . 77 LT A N 208 fil (95.9%) Tho7-, ERFIEFHEIT, FEFL (T2
— 7 IR F =T HEWERE 1.0%,. 777X ME 09%) . ZOM (0.3%. 1.4%) M OBHER
+43 (1.2%., 0.5%) ToH->7= (M5.3.5.1-3 047 CSR, Table S.2.3.3) .

18R PR e OERF e G- (G- 24~52 3)

Beh 24 WD G 2T 22— 27 TNV TF =T G SN HERE X 604 1T, TONRITT =
— 7 TRV F=TRE290 6], 5 16EIZT T B ARNBEI0 B2 S 203 1], #5524 3812 PASI 75
R Lol T 7 UI T A MMLEID RN 111 flThoTe, VIR EHEE SN
BBRAE 1T 247 BT, ZOWNRRIZ, #5224 BICHT VA MMEENT 22— 27 I\ F =T b H 0 Bz
Si7Z 150 5], %5242 PASITS L L7272 T 7L I T A MO YID EZ 5N 976 TH -
7oo BHS2HECOMMEZTET LIEERE X, 72— I\ F =T EGHRT 53561 (88.6%) .
77w R EHERE 214 6] (86.6%) Thol-, FEFIEFHEIX, ToM (FT2—2 730 F=T7H
HHERE 4.6%. 77 B RRGEHERE 2.8%) . AEFSR (23%., 2.8%) KUOBERA+S (1.3%,
32%) ToH-o7= (M5.3.5.1-3 047 CSR, Table S.2.3.7)
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BRI A (35 0~52 i)

FUXDMEE T 1020 61D 5 B KT 751 il (73.6%) OFERENRERZET L. 703 4] (68.9%)
NEHMERER (075 3BR) o847 L7z, BRIk T2 miT, REOHE (12.5%) . AEH
% (5.0%) . DM (42%) Th-7- (M5.3.5.1-3 047 CSR, Table S.2.4) .
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PsO
Deucravacitinib

Figure 3.1.1.1-2:

Week 0-16
Week 16-24
PASI 75
Responders

148 re-randomized
to Deucravacitinib

WERE OWIR (047 ABR)

510 Deucravacitinib

1 Not Treated

54 D/C Study Treatment
11 ADVERSE EVENT
6 LACK OF EFFICACY
5 LOST TO FOLLOW-UP
5 NON-COMPLIANCE WITH PROTOCOL
14 WITHDRAWAL BY SUBJECT
13 OTHER

) — 1 Not Treated
455 continued

1519 Enrolled

1020

Randomized

254 Placebo

1 Not Treated

42 D/C Study Treatment
7 ADVERSE EVENT
9 LACK OF EFFICACY
6 LOST TO FOLLOW-UP
2 NON-COMPLIANCE WITH PROTOCOL
9 WITHDRAWAL BY SUBJECT
9 OTHER

212 placebo >

Deucravacitinib

254 Apremilast

37 D/C Study Treatment
12 ADVERSE EVENT
1 DEATH
4 LACK OF EFFICACY
2 LOST TO FOLLOW-UP
1 NON-COMPLIANCE WITH PROTOCOL
1 PREGNANCY
9 WITHDRAWAL BY SUBJECT
7 OTHER

217 continued

Non-responders

150 re-randomized
to placebo

142 continued on

Deucravacitinib

Deucravacitinib

97 switched to
placebo

PASI 75 Responders

Deucravacitinib Apremilast
16 D/C Study Treatment 9 D/C Study Treatment 9 D/C Study Treatment
5 ADVERSE EVENT 2 ADVERSE EVENT 2 ADVERSE EVENT
4 LACK OF EFFICACY 4 LACK OF EFFICACY 1 LACK OF EFFICACY
2 LOST TO FOLLOW-UP 1 NON-COMPLIANCE WITH PROTOCOL 1 NON-COMPLIANCE WITH PROTOCOL
2 NON-COMPLIANCE WITH PROTOCOL 1 WITHDRAWAL BY SUBJECT 1 PREGNANCY
1 PREGNANCY 1 OTHER 1 WITHDRAWAL BY SUBJECT
1 WITHDRAWAL BY SUBJECT 3 OTHER
1 OTHER
PASI 75 203 continued PASI 75

Non-responders

111 switched to
Deucravacitinib
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2.7.3 FRIR B A M O PsO
BMS-986165 Deucravacitinib
Week 24-52

Randomized withdrawal &

retreatment {Week 24)

PASI 75
Responders

148 re-randomized 150 re-randomized

to Deucravacitinib

10 D/C Study Treatment

1 ADVERSE EVENT

2 LOST TO FOLLOW-UP

1 NON-COMPLIANCE
WITH PROTOCOL

1 WITHDRAWAL BY
SUBJECT

5 OTHER

138 continued study
agent to week 52

agent to week 52

PASI 75 Non-
responders
142 continued on
to placebo Deucravacitinib

17 D/C Study Treatment 17 D/C Study Treatment
2 ADVERSE EVENT 3 ADVERSE EVENT
4 LACK OF EFFICACY 3 LACK OF EFFICACY
3 LOST TO FOLLOW-UP 2 LOST TO FOLLOW-UP
4 WITHDRAWAL BY 9 OTHER

SUBJECT
4 OTHER
133 continued study 125 continued study

agent to week 52

PASI 75 =75% or greater improvement in Psoriasis Area and Severity Index score from baseline.

203 continued
Deucravacitinib

22 D/C Study Treatment
7 ADVERSE EVENT
2 LOST TO FOLLOW-UP
5 WITHDRAWAL BY
SUBJECT
8 OTHER

181 continued study
agent to week 52

PASI 75 Responders
|

97 switched to
placebo

16 D/C Study Treatment
5 ADVERSE EVENT
4 LACK OF EFFICACY
1 LOST TO FOLLOW-UP
1 PREGNANCY
2 WITHDRAWAL BY

SUBJECT

3 OTHER

81 continued study
agent to week 52

Note: 1 subject in the DEUC group completed the Week 0-16 treatment period and did not receive study treatment after Week 16

D/C - discontinued.

Source: M5.3.5.1-3 047 CSR Figure 5.1-1, Figure 5.1-2, Figure 5.1-3

PASI 75 Non-
responders

111 switched to
Deucravacitinib

20 D/C Study Treatment
3 ADVERSE EVENT
5 LACK OF EFFICACY
3 LOST TO FOLLOW-UP

1 NON-COMPLIANCE
WITH PROTOCOL

2 WITHDRAWAL BY
SUBJECT

6 OTHER

91 continued study
agent to week 52
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.1.1.3 AT

046 B K O 047 SRBRITHR G- 24 WE CTRILRBRT A o ThH Y. 2 b ORBROFEIIT TOHIR

FHONTIL 2 B K OE RPN O GREF CRER Ch o 7o, HAMNT COR G 24 8 £ COHERE

DOWRIX % Figure 3.1.1.1-3 (1287,

M RRER CRE 1686 BIOWERE N T X MEEI, T2 —2 TRV F=TFE 843 4, 77 B AREE 421 i,
TV T A N 422 BINHEIEMNT S e LT FASICEENTZ, 2D H, Ta—r I v F=

TEED 1] (047 RBR) 1ZFEREIORD, 7T vREED 2 4] (MR T 1#]) 138> TT & A

fbaifziz, BHRNCHERZ H il L7z (M5.3.5.3-4 Global ISE, Appendix 3 Table S.1.1)

77 AR RN (5 0~16 1)

T MESIIRBIEZ B SN2 1683 HID 5 b, 7T B RRIRIIM 25 T LI E 137 = —2
TN F=TRE 90.5% (763/843 f5l) | 7T BAREE 84.8% (357/421 i) . T LI T A MEE 85.8%
(362/422 fil) Tho7c, ERFIEFAIL, AEFFE (T a2—2 I TF =T 1.9%. 77 AR
33%, 77 LI T A MEE 52%) . ZOM (25%. 3.3%. 24%) ROWBRHFICLIHL (2.1%.
2.9%, 2.8%) THolz, EATHICE O HIELIEWBREOEERIT T 7R TRLEL, Ta—
IR F 2T TR BIEL -7 (07%. 24%. 12%) (M5.3.5.3-4 Global ISE, Appendix 3
Table S.1.1) .

$ 5 16~24 i
5 16~24 HOWIRIIBAT LR ED > B, &5 24 BETOMMAZTET L7oBRE OFIG1E,
T a—0 FNUF=TEETII2% (741/7624%1) . TR (B 16BICT 2a— 27 I NNV F =T
HFlZO0 %) T96.1% (343/35741) . 77 L7 A MEET 96.4% (349/362 1) T o7z, FipH
IEHEIE, RA+D (T a—2 TRV F =T 07%. 7 78R 1.7%., 77T A M
03%) . AFEFSR (08%. 0.6%. 0.8%) . T O (0.3%. 0.8%. 0.8%) K OHERHIZ L 5 A
(0.3%. 0.6%. 0.6%) T -7~ (M5.3.5.3-4 Global ISE, Appendix 3 Table S.1.3) ,
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2.7.3 AR BE DR EE
BMS-986165

PsO
Deucravacitinib

Figure 3.1.1.1-3: PRBRE DN (FEAHEHT)

2484 Screened

1686 Randomized

843 Deucravacitinid 1 Not Treated

79 0/C Study Treatment
18 ADVERSE EVENT
Week 0-16 o oeam
8 LaCK OF Erndly
12 LOST TO FOLLOW-UP
6 NONLOMPUANCE WATH PROTOCOL

421 Placebo 2 Not Treated

62 D/C Study Treatment
14 ADVERSE EVENT
1 ogatH
10 LK OF EFRCACY
8 LOST TO FOLLOW-UP
3 NONKOMPUANCE WATH PROTOCOL

422 Apremiast

60 D/C Study Treatment
23 ADVERSE EVENT
1 oeatH
5 LACK OF EFRCACY
& LOST TO FOLLOW-UP
3 NONKOMPUANCE WITH PROTOCOL

0 PRLONANY 0 PREONANCY 1 PREONANCY
18 WAITHDRAWAL BY SUBJICT 12 WITHDRAWAL BY SUBJECT 12 WITHDRAWAL BY SUBJECT
21 OTHER 14 OTHER 10 OTHER
Placedo crossover
(week 16)
763 continued 357 placebo > 362 continued
devcravacitind e Deucravacitinid spremiast

21 O/C Study Treatment
& ADVERSE EVENT
O DEATH
5 LALK OF EFRCAY

2 LOST TO POLLOW-UP
Week 16-24 3 NONCOMPLIANCE WITH PROTOCOL

1 PREGNANCY

2 WITHDRAWAL BY SUBJECT

2 0mHER

741 completed
treatment period

D/C - discontinuation

14 D/C Study Treatment
2 ADVERSE EVENT
O DEATH
6§ LACK OF EFRICACY
O LOST TO FOLLOW-UP
1 NONCOMPUANCE WITH PROTOCOL
0 PREGNANCY
2 WITHDRAWAL BY SUSJECT
30mTneR

treatment period

13 D/C Study Treatment
3 ADVERSE EVENT
O DEATH
1 LACK OF EFRCALY
2 LOST TO FOLLOW-U2
1 NONCOMPUANCE WITH PROTOCOL
1 PREGNANCY
2 WITHDRAWAL BY SUBJECT
3omer

349 completed
treatment period

Source: M5.3.5.1-2 046 CSR Table S.2.2, M5.3.5.1-3 047 CSR, Table S.2.2; M5.3.5.3-4 Global ISE, Appendix 3 Table S.1.1, Table S.1.2, Table S.1.3
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.1.2 NR—RF A DO NOFEFHFERRE, RERRSME R OCRIHEE

046 AR N O 047 SRER O RAEFN, WP, RETEEIE K QLI 2 BIE RN DL HAEED
LEIEDORFUHMEL Z2RERTLHLOTH T,

3.1.1.21 ANOHEZ2R0RM®

046 TR KL O 047 FERDS— 2 T A > O NFFEEHERIRREIL, SRR E K OB o 58 Tkt
RFARIL Tz (Table 3.1.1.2-1) 2 BBREIRTOFLIEMNT 46.6 5% (FPH : 18~84 %) THY |
PR D 10.0%705 65 kLA ECTh o7z, Fo, BIKRBIT LM (33.2%) IZHATHM (66.8%) OFEIG
2 < R 90.69 kg M ONFH) BMIIE 30.54 kg/m? Th o 7=, HRIOEIE, (KEKL O BMIIL,
FRBROBRGHM CHRETH -7, 2 BB THAOEIENEL (87.1%) . FREBENO AFED Sy
Fild e GREB CHEL L T e, 7 U7 AOFIEIT 2 BROEHIROE MZ LY 047 3Bk (2K
T 4.3%) ITHAT 046 3B (KT 182%) TahoTl,

BB OFA IR, 046 FABRTIX. SKRIEN 218 61 (32.7%) . EU 28 211 fl (31.7%) . T Dt
23761 (35.6%) (9 HHEAG66%HI) ToH-o7= (M5.3.5.3-4 Global ISE, Appendix 3 Table S.2.1.3) ., 047
ABRTIL, EU 28 526 i (51.6%) . KIEDS 322 fl (31.6%) . DAy 172 ] (16.9%) Th-o7-
(M5.3.5.3-4 Global ISE, Appendix 3 Table S.2.1.4) ,
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2.7.3 BRARAIAT 2 OB PsO
BMS-986165 Deucravacitinib
Table 3.1.1.2-1: R—=RA T A O NOAREHLHIFE (046 B, 047 RBRE OHAAT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC Placebo APR DEUC Placebo APR DEUC Placebo APR Total
(N =332) (N =166) (N =168) (N=511) | (N=255) | (N=254) (N=843) (N=421) (N=422) (N =1686)
Age (years)
Mean 45.9 47.9 44.7 46.9 47.3 46.4 46.5 47.5 45.7 46.6
Median 45 48 43 46 47 46 46 47 45 46
Min, Max 18, 80 19, 81 20, 77 18, 84 18, 83 18,79 18, 84 18, 83 18,79 18, 84
<65,n(%) | 306(92.2) | 141(84.9) | 158(94.0) | 457(89.4) | 229(89.8) | 226 (89.0) | 763 (90.5) | 370 (87.9) 384 (91.0) | 1517 (90.0)
>65,n (%) 26 (7.8) 25 (15.1) 10 (6.0) 54 (10.6) 26 (10.2) 28 (11.0) 80 (9.5) 51(12.1) 38 (9.0) 169 (10.0)
>75,n (%) 6(1.8) 3(1.8) 1 (0.6) 7(1.4) 3(1.2) 3(1.2) 13 (1.5) 6(1.4) 4 (0.9) 23 (1.4)
Sex, n (%)
Male 230(69.3) | 113(68.1) | 110(65.5) || 336(65.8) | 181(71.0) | 157 (61.8) || 566 (67.1) | 294 (69.8) | 267 (63.3) | 1127 (66.8)
Female 102 (30.7) 53 (31.9) 58 (34.5) 175 (34.2) | 74 (29.0) 97 (38.2) | 277(32.9) | 127(30.2) 155 (36.7) 559 (33.2)
Race, n (%)
White 267 (80.4) | 128(77.1) | 139(82.7) || 474(92.8) | 232(91.0) | 229 (90.2) || 741 (87.9) | 360 (85.5) 368 (87.2) | 1469 (87.1)
Black/AA 2(0.6) 3(1.8) 1(0.6) 8(1.6) 9@3.5) 9@3.5) 10 (1.2) 12 (2.9) 10 (2.4) 32(1.9)
Asian 59 (17.8) 34 (20.5) 28 (16.7) 24 (4.7) 8(3.1) 12 (4.7) 83 (9.8) 42 (10.0) 40 (9.5) 165 (9.8)
Other 4(1.2) 1 (0.6) 0 5(1.0) 624 4 (1.6) 9(1.1) 7(1.7) 4 (0.9) 20(1.2)
Baseline
Weight (kg)
Mean 87.90 89.13 87.52 92.26 91.53 93.47 90.55 90.58 91.10 90.69
Median 854 85.8 86.0 90.7 91.2 90.9 89.0 88.6 89.1 89.0
Min, Max | 36.0,173.0 | 46.3,181.6 | 45.5,187.3 | 40.0, 180.0 | 48.3,160.0 | 49.7,173.3 || 36.0,180.0 | 46.3,181.6 | 45.5,187.3 | 36.0, 187.3
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC Placebo APR DEUC Placebo APR DEUC Placebo APR Total
(N =332) (N =166) (N =168) (N =511) (N = 255) (N =254) (N=843) (N=421) (N=422) (N =1686)
Baseline
BMI (kg/m?)
Mean 29.77 30.24 29.64 31.00 30.39 31.56 30.52 30.33 30.80 30.54
Median 28.8 28.7 28.5 30.2 29.5 30.4 29.7 294 29.7 29.6
Min, Max 15.0, 68.6 17.3,61.3 18.7,59.3 16.9, 61.6 17.9,55.3 17.0, 58.8 15.0, 68.6 17.3,61.3 17.0,59.3 15.0, 68.6

AA - African American; APR - apremilast; DEUC - deucravacitinib
Source: M5.3.5.1-2 046 CSR Table 5.3.1-1, Appendix 3.1; M5.3.5.1-3 047 CSR Table 5.3.1-1, Appendix 3.1; M5.3.5.3-4 Global ISE, Appendix 3 Table S.3.1
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.1.2.2 RERM

046 FBR M N 047 SER D N— 2 T o o OFREFrMEIT, BB L O BR o 5-HEH Tl teadal L
TU /= (Table 3.1.1.2-2) ., 2 kB4 {ZKT@%\éffﬁfﬁ”@jFi’J{ﬁ 1 28.8 7% T, MR I O IT 18.63
ETH T, BRI O PR 046 BRI (1454) ([ZHART47THBREER (17.64F) TORE
Mo 7z (M5.3.5.1-2 046 CSR, Table 5.3.2-1, M5.3.5.1-3 047 CSR, Table 5.3.2-1) , 2#BRBILTITL A
E DR (79.8%) D_X—ZF A D sPGA AT 113 T, £ 20%DHBERE 1L sPGA AT 78 4 T
o7z, PASI A 27 OFHEIL 21.19 T, PASI A 778 20 28 2 HWBRE OEIAIL 42.5% CTh - 7=
ZENG, EENEETHD Z EIRB I, BSA OFBHEIT 264% TH Y . HERE DK 50%I1%
BSA 28 20%% 2 T\ i,

FEAEOWERFE (87.2%) ITEARICHEIRA ZH L, TUREZH T H98RE 1L 42.1%., EIHRL %
BT HHEREIT 164% ThH-7-, WRE DK 18%ILEEIEMZEEZ A L T\ (M5.3.5.3-4 Global
ISE, Appendix 3 Table S.3.2) .
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2.7.3 BRI A ZhME DR PsO
BMS-986165 Deucravacitinib
Table 3.1.1.2-2: N—=R T A ORBEEME (046 B, 047 ABRK O EAFIT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC Placebo APR DEUC Placebo APR DEUC Placebo APR Total
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422) (N=1686)
Age at Disease
Onset (years)
Mean 29.6 31.5 27.8 28.2 28.4 28.4 28.8 29.6 28.1 28.8
Median 27 30 26 26 26 25 26 28 26 26
Duration of
Disease, n (%)
Mean 17.10 17.30 17.74 19.56 19.93 18.94 18.59 18.89 18.46 18.63
Median 13.4 14.7 16.3 17.6 18.2 16.0 16.2 16.5 16.3 16.3
sPGA Score, n (%)
22 0 1 (0.6) 0 0 0 0 0 1(0.2) 0 1(0.1)
3 257(77.4) | 128(77.1) | 139 (82.7) || 408 (79.8) | 217 (85.1) | 196 (77.2) | 665 (78.9) | 345(81.9) | 335(79.4) | 1345 (79.8)
4 75(22.6) | 37(223) | 29(17.3) | 103(20.2) | 38(14.9) | 58(22.8) || 178 (21.1) 75 (17.8) 87 (20.6) 340 (20.2)
PASI Score
Mean 21.76 20.67 21.43 20.73 21.09 21.63 21.14 20.92 21.55 21.19
Median 19.5 17.8 19.1 18.5 18.2 19.2 18.9 18.0 19.2 18.7
>20,n (%) 155 (46.7) | 64 (38.6) | 70(41.7) | 213 (41.7) | 103 (40.4) | 111 (43.7) || 368 (43.7) | 167(39.7) | 181(42.9) | 716 (42.5)
BSA Involvement
Mean 26.6 253 26.6 26.3 253 28.3 26.4 253 27.6 26.4
Median 21 18 20 20 20 22 21 20 21 20
10-20, n (%) 162 (48.8) | 94 (56.6) | 87(51.8) | 259 (50.7) | 132(51.8) | 113 (44.5) || 421 (49.9) | 226(53.7) | 200(47.4) | 847 (50.2)
> 20, n (%) 170 (51.2) | 72(43.4) | 81(48.2) | 252 (49.3) | 123 (48.2) | 141 (55.5) || 422 (50.1) | 195(46.3) | 222(52.6) | 839 (49.8)
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2.7.3 ERRRIA ZMEOBEEE

PsO

BMS-986165 Deucravacitinib
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC Placebo APR DEUC Placebo APR DEUC Placebo APR Total
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422) (N=1686)
Psoriasis Location,
n (%)
Scalp 288 (86.7) | 152 (91.6) | 152(90.5) || 434 (84.9) | 221 (86.7) | 223 (87.8) || 722 (85.6) | 373 (88.6) | 375(88.9) | 1470 (87.2)
Fingernail 125(37.7) | 70(42.2) | 60(35.7) | 226 (44.2) | 111 (43.5) | 117 (46.1) || 351 (41.6) 181 (43.0) 177 (41.9) | 709 (42.1)
Palmoplantar 40 (12.0) | 21(12.7) | 31(18.5) 84 (16.4) | 43(16.9) | 57(22.4) | 124 (14.7) 64 (15.2) 88 (20.9) 276 (16.4)

APR - apremilast; DEUC - deucravacitinib
Source: M5.3.5.1-2 046 CSR Table 5.3.2-1; M5.3.5.1-3 047 CSR Table 5.3.2-1; M5.3.5.3-4 Global ISE, Appendix 3 Table S.3.2

a 1 subject in IM011046 had an sPGA score of 2 and a PASI score < 12; these were relevant protocol deviations. This subject was randomized and not treated.
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.1.23  BiE#E

046 7R K& U 047 FABR T ORI KT 2 BiaEIL, AR &K O BR OB G HERH Tl Tedatl L T
U2 (Table 3.1.1.2-3) o 2 SBREART, BHTEREE (HzfiE 313 B ERE MR R 23 2 AW B
AT FHIRANUSN OB IGRIEE T L) OIRRIEL AT 2HBRE L 57.6% TH D | AWy
FIOIGHIE 2 A+ HHRE 1L 348% CTHHoT=, 2D 955, TNFILEIRIT16.1%, IL-17HEHKIT16.6%.
IL12/23 PREFEIT 4.9%, IL-23 FHEFRITL 4.4% DHERF &G S 7z (M5.3.5.3-4 Global ISE, Appendix
3 Table S.4.12) ., JEHMRIEIEZH 9 28R #F1E 40.0% Th 72,

BEIREIEOTRIEIE D 72 KBRS OEIA T 046 3BR (37.2%) 1ZHAT 047 3B (45.8%) TOM
< AEWTFRIRERIOTERIE 263 2 #5RE OFIA X 047 B (59.1%) (ZHA~T 046 3Bk (62.0%)
TN -o 7z (M5.3.5.1-2 046 CSR, Table 5.3.2-1, M5.3.5.1-3 047 CSR, Table 5.3.2-1) , Z DiE X, 046
B K O 047 AR O EFEHIR DO M DZERICEI D2 b D EEZ BN D,
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2.7.3 BRIRBY A ZIME DA ZE PsO
BMS-986165 Deucravacitinib
Table 3.1.1.2-3: LR 2 RTEHE (046 3EBR, 047 RERK OEAENT) - FAS
Number (%) of Subjects
IMO011046 IMO011047 Pooled IM011046 and TM011047
DEUC Placebo APR DEUC Placebo APR DEUC Placebo APR Total
(N=332) | (N=166) | (N=168) | (N=511) | (N=255) | (N=254) | (N=843) | (N=421) | (N=422) | (N=1686)
I;f;:fnfgnft’flor Systemic | 3 39.8) | 57 (343) | 59(35.1) | 237 (46.4) | 116 (45.5) | 114 (44.9) | 369 (43.8) | 173 (41.1) | 173 (41.0) | 715 (42.4)
Prior Systemic
Trontmo s 200 (60.2) | 109 (65.7) | 109 (64.9) || 274 (53.6) | 139 (54.5) | 140 (55.1) | 474 (56.2) | 248 (58.9) | 249 (59.0) | 971 (57.6)
gr;;’{ Systemic Biologic | 130 399y | 63(38.0) | 66(39.3) | 165(323) | 83(32.5) | 79 311y || 295 (35.0) | 146 (34.7) | 145 (34.4) | 586 (34.8)
Prior Phototherapy Use | 118 (35.5) | 57 (34.3) | 64 (38.1) | 228 (44.6) | 105 (41.2) | 102 (40.2) | 346 (41.0) | 162 (38.5) | 166 (39.3) | 674 (40.0)

a Prior systemic treatment use includes subjects who had ever received biologic and/or non-biologic (systemic conventional) therapies for psoriasis, psoriatic

arthritis, and other inflammatory diseases.
b Prior biologic treatment use includes subjects who had ever received a biologic. Subjects could have also received a non-biologic.
APR - apremilast; DEUC- deucravacitinib
Source: M5.3.5.1-2 046 CSR Table 5.3.2-1; M5.3.5.1-3 047 CSR Table 5.3.2-1; M5.3.5.3-4 Global ISE, Appendix 3 Table S.3.2
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.2 FIEA—T T ~ULERER : IM011-066 35k
3.1.2.1 HERE DGR

066 FER DYPLERFT DINFRZ Table 3.1.2.1-1 I[Z7R"T, 066 FERTIL, 83 HlOPRE MRS, 27V
— =V RAICE DR E SNTEERE 74 BN T 2 — 27 T30 F =7 6 mg QD &5 Sz (PP
£ 63 51, GPPE 3%, EPEMSHI) . T 2—27 IV F =T ORGEHIEL-HRE T, 2K
To6fl (8.1%) THYH., TOWFILZPPEMT4HIL O EP EFT2HITh-o7z, FILEPIIAFR
L5 445 (PPEEMI 241, EP4ERA 241) | ZhRAA5r R OBERE O LN 1 (Wi s PPAER)
Tholo, 6841 (91.9%) BHEGEZFET L, 6664 (89.2%) M EMMMERBR TH D 075 HBRITEIT L
776
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2.7.3 BRARAIAT 2 OB PsO
BMS-986165 Deucravacitinib
Table 3.1.2.1-1: PRERE DR (066 FAER) - As treated £
Placque Generalized Erythrodermic
Psoriasis Pustular Psoriasis Psoriasis Total
Status (%) N = 63 N=3 N =8 N =74
COMPLETED THE TREATMENT 59 ( 93.7) 3 (100) 6 ( 75.0) 68 ( 91.9)
NOT COMPLETED THE TREATMENT 4 ( 6.3) 0 2 ( 25.0) 6 ( 8.1)
REASON FOR NOT COMPLETING THE TREATMENT
ADVERSE EVENT 2 ( 3.2) 0 2 ( 25.0) 4 ( 5.4)
DEATH 0 0 0 0
LOST TO FOLLOW-UP 0 0 0 0
LACK OF EFFICACY 1 ( 1.0) 0 0 1 ( 1.9
NON-COMPLIANCE WITH PROTOCOL 0 0 0 0
PREGNANCY 0 0 0 0
SITE TERMINATED BY SPONSCOR 0 0 0 0
STUDY TERMINATED BY SPONSOR 0 0 0 0
WITHDRAWAL BY SUBJECT 1 ( 1.0) 0 0 1 ( 1.4)
OTHER 0 0 0 0
COMPLETING THE STUDY 60 ( 95.2) 3 (100) 6 ( 75.0) 69 ( 93.2)
COMPLETED SAFETY FOLLOW-UP 2 ( 3.2) 1 ( 33.3) 0 3 4.1)
ROLLED OVER INTO LONG-TERM EXTENSION STUDY 58 ( 92.1) 2 ( 66.7) 6 ( 75.0) 66 ( 89.2)
NOT COMPLETING THE STUDY 3 ( 4.8) 0 2 ( 25.0) 5 ( 6.8)
REASON FOR NOT COMPLETING THE STUDY
ADVERSE EVENT 0 0 2 ( 25.0) 2 ( 2.7
DEATH 0 0 0 0
LOST TO FOLLOW-UP 0 0 0 0
NON-COMPLIANCE WITH PROTOCOL 0 0 0 0
SITE TERMINATED BY SPONSCR 0 0 0 0
STUDY TERMINATED BY SPONSOR 0 0 0 0
WITHDRAWAL BY SUBJECT 2 ( 3.2) 0 0 2 ( 2.7
OTHER 1 ( 1.0) 0 0 1 ( 1.4

Treatment status is from end of treatment case report form page.
Source: M5.3.5.2-1 066 CSR Table S.2.3 (end of treatment-phase), Table S.2.4 (end of study)
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2.7.3 EERIAH Zh M O 5 PsO

BMS-986165 Deucravacitinib

3.1.2.2 NR—RF A DO NOFEFHFERRE, RERRSME R OCRIHEE

3.1.2.2.1 N O R ERI R

R—=ZA T A O NAFHFREEL, E£HETBB AL L T/ (Table 3.1.2.2-1) . &E5Sh
TR IR, 1 BIEBREETHARANTH 72, HBRESIRT, Lt (23.0%) IZHTEME (77.0%)
DEIGNE D> T2, LR IIWERE IR T 48.6 % (BaPH : 23~71 %) THV ., 1T L A EOWERE

(91.9%) 7% 65 AT T, 65 LA LOWERF 1X PPEEM D 6 flOHRTH -7z, WE 2L CIEHIRE
1% 70.65 kg, V¥ BMI (% 25.16 kg/m*> T - 7=,
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2.7.3 BRARAIAT 2 OB PsO
BMS-986165 Deucravacitinib
Table 3.1.2.2-1: NR—R T A DO NBAREFHFRRE (066 7FR) - As treated 22
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N=23 N =38 N =74
AGE (YEARS)
N 63 3 8 74
MEAN 49.1 43.3 46.5 48.6
MEDIAN 50 45 46 48
MIN , MAX 23, 71 25, 60 42 , 59 23, 71
AGE CATEGORIZATION (%)
< 65 57 ( 90.5 3 (100) 8 (100) 68 ( 91.9
>= 65 6 ( 9.5 0 0 6 ( 8.1
BASELINE WEIGHT (KG)
N 63 3 8 74
MEAN 69.54 72.35 78.78 70.65
MEDIAN 68.8 69.8 79.3 69.8
MIN , MAX 36.1 , 112. 67.0 , 80.3 53.0 , 100.3 36.1 , 112.4
WEIGHT CATEGORIZATION (%)
< 90 KG 57 ( 90.5 3 (100) 6 (75.0) 66 ( 89.2
>= 90 KG 6 ( 9.5 0 2 ( 25.0) 8 (10.8
BASELINE BMI (KG/M*2)
N 63 3 8 74
MEAN 24.87 27.72 26.53 25.16
MEDIAN 24.1 27.6 26.9 24.9
MIN , MAX 12.5, 36.9 22.8 , 32.8 18.7 , 34.8 12.5, 36.9
SEX (%)
MALE 48 ( 76.2 1 ( 33.3) 8 (100) 57 (77.0
FEMALE 15 ( 23.8 2 ( 66.7) 0 17 ( 23.0
RACE (%)
ASIAN - JAPANESE 62 ( 98.4 3 (100) 8 (100) 73 ( 98.6
ASTAN - NON-JAPANESE 1 ( 1.6 0 0 1 ( 1.4

BMT=Body Mass Index
Source: M5.3.5.2-1 066 CSR Table 5.3.1-1
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.1.2.2.2 BEHRRMERORITER

N—=2F A OFBFMEIL, GPP M K O EP M TR BEIEE DS SV ZEO bl b
oo, £ TRBRBLIMERI L Tz (Table 3.1.2.2-2) , #5R#E 2K TOIIEFER O FHMHEIT 33.9
% (HEPH : 7~667%) T. TWHIMOFEHMEIL 15.51 4 (#iPH : 02~43.84F) Thol-, 1FLEALED
B (87.8%) DN—AT A LD sPGA AT (X3 T, I 10%DHERAE 1L sSPGA AT 784 TH o
72, GPPEEFID 1 fllZ_— 2 F A 2D sPGA AT N 1 Thoil-, WEREIED PASI % 27 D)
fE1% 23.63 T, PASI 2 217778 20 Z B 2 5 HERE DEIE1L 43.2% T o 72, PASI A =7 OFLEfEIT,
PP 4[] (21.07) %O GPP 4[] (20.80) ZH~~T EP %M (44.85) TEn-oTz, WA KD BSA
DIFEEIEIT 36.7% T, BSA 7% 20%% 8 % 2 #BRHE DEIGIL 63.5% T >7-, BSA OFEIEIZ-HOUVT
. PPEEM (30.3%) KONGPP4EM (37.0%) (2T EP4EM (86.8%) TEMN-7,

IR (G2 ST BIEIRE ML R 2 k9 2 AR B LR SO AE M P BRI LIS O 2 B iR & 5
t2) DIREIEZH T HHRFILT3.0% TH Y | LW FIRA OIERE A6 T 29RE 1L 24.1% Th -
Too NHURIEREZ A3 2PRE1L 41.9% Th o7,

BERE D 41%ITA 7V —=> FIRRICBEEENERLRE 28 L QW e, RSB ABEEREE LT, 1T
A EDOWERE (95.9%) 1FEERIREOBREEZA L, IVURE OB 26T 285851 63.5%., ZEHHA
DA AT DB E1L 27.0% Th -7 (M5.3.5.2-1 066 CSR Table S.3.4) .
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2.7.3 BRIRAA 2 O B2 PsO
BMS-986165 Deucravacitinib
Table 3.1.2.2-2: NR—2 5 v ORBREME (066 FER) - As treated ££H
Placque Generalized Erythrodermic
Psoriasis Pustular Psoriasis Psoriasis Total

Status (%) N = 63 N=3 N =38 N =74
AGE AT DISEASE. ONSET (YEARS)

N 63 3 8 74

MEAN 34.5 34.3 28.8 33.9

MEDIAN 33 37 26 33

MIN , MAX 7, 66 25, 41 20, 49 7, 66
AGE AT DISEASE ONSET CATEGORIZATION (%)

< 18 7 (11.1) 0 0 7 ( 9.5)

18-39 34 ( 54.0) 2 ( 66.7) 7 ( 87.5) 43 ( 58.1)

>= 40 22 ( 34.9) 1 ( 33.3) 1 (12.5) 24 ( 32.4)
DURATION OF DISEASE (YEARS)

N 63 3 8 74

MEAN 15.38 9.97 18.60 15.51

MEDIAN 15.1 5.4 19.0 15.5

MIN , MAX 0.6, 43.8 0.2, 24.3 10.3, 26.3 0.2, 43.8
DURATION OF DISEASE CATEGORIZATION (%)

< 10 YEARS 23 ( 36.5) 2 ( 66.7) 0 25 ( 33.8)

>= 10 YEARS 40 ( 63.5) 1 ( 33.3) 8 (100) 49 ( 66.2)
SPGA SCORE (%)

0=CLEAR 0 0 0 0

1=AIMOST CLEAR 0 1 ( 33.3) 0 1 ( 1.9

2=MIID 0 0 0 0

3=MODERATE 56 ( 88.9) 2 ( 66.7) 7 ( 87.5) 65 ( 87.8)

4=SEVERE 7 ( 11.1) 0 1 (12.5) 8 ( 10.8)
BASELINE: PAST SCORE

N 63 3 8 74

MEAN 21.07 20.80 44 .85 23.63

MEDIAN 18.4 27.0 44 .3 18.7

MIN , MAX 12.3, 51.9 6.6, 28.8 32.3, 64.2 6.6, 64.2
PASTI SCORE CATEGORIZATION (%)

<= 20 41 ( 65.1) 1 ( 33.3) 0 42 ( 56.8)

> 20 22 ( 34.9) 2 ( 66.7) 8 (100) 32 ( 43.2)
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2.7.3 BRIRHIA ZHIE OBEE PsO
BMS-986165 Deucravacitinib
Placque Generalized Erythrodermic
Psoriasis Pustular Psoriasis Psoriasis Total
Status (%) N = 63 N=3 N =38 N =74
BASELINE BSA INVOLVEMENT

N 63 3 38 74

MEAN 30.3 37.0 86.8 36.7

MEDIAN 24 41 86 28

MIN , MAX 10, 90 20, 50 80, 96 10, 96

BSA INVOLVEMENT CATEGORIZATION (%)
10-20 26 ( 41.3) 1 ( 33.3 0 27 ( 36.5)
> 20 37 ( 58.7) 2 ( 66.7 8 (100) 47 ( 63.5)
PRTIOR SYSTEMIC TREATMENT USE (%)

YES 45 ( 71.4) 3 (100) 6 (75.0) 54 ( 73.0)
BIOLOGIC (1) 10 ( 22.2) 1 (33.3 2 ( 33.3) 13 ( 24.1)
NON-BIOLOGIC (1) 35 ( 77.8) 2 ( 66.7 4 ( 66.7) 41 ( 75.9)

NO 18 ( 28.6) 0 2 ( 25.0) 20 ( 27.0)

PRTIOR PHOTOTHERAPY USE (%)
YES 27 ( 42.9) 0 4 ( 50.0) 31 ( 41.9)
NO 36 ( 57.1) 3 (100) 4 ( 50.0) 43 ( 58.1)
PSORIATIC ARTHRITIS AT SCREENING (%)
YES 3 ( 4.8) 0 0 3 ( 4.1)
NO 60 ( 95.2) 3 (100) 8 (100) 71 ( 95.9)
PRTIOR HISTORY OF PSORIATIC ARTHRITIS (%)
YES 9 (14.3) 0 3 ( 37.5) 12 ( 16.2)
NO 54 ( 85.7) 3 (100) 5 ( 62.5) 62 ( 83.8)

Prior systemic treatment use is for psoriasis, psoriatic arthritis, and other inflammatory diseases.

(1) Denominator based on the number of subjects reporting Yes for prior systemic treatment use. Subjects are counted only once
for a treatment type but may be counted within both biologic and non-biologic rows.

Source: M5.3.5.2-1 066 CSR Table S.3.2
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2.7.3 EERIAH Zh M O 5 PsO

BMS-986165 Deucravacitinib
3.2 A MERBRORE B O Lt
3.2.1 £ 3 FHELEERER © TMO011-046 3B I U IMO011-047 35k

046 FBR & TN 047 #RBR O EEEEMIA B X O FE 2 IREHISEE (B E TIR) Ok Z & oft %
3211 TR ON3.2.1.2 HITRT,

046 FBR K U 047 5RER O E 2 DFRBRAS R K O A FRATRE A DWW T, BRIRAYIC B D & 2 A 2 MR
H BT BRI 2 b L P EfE L TER L (3.2.1.3 H) , FiHMiEA ISV T, T
22— TN F =T OFIEORERIT, 77 v ARRREIR (5~ &5 16 HET) KOT 7L
I T A bxHIE (BGBRME~# 5248 F T) ORBIIMBNCR Uiz, &R & O AT O PASI
(2B 2 R E H OfE R A 3.2.1.4 HIZ, sPGA [ZBET 25HEEE OfE R4 3.2.1.5 HHIZ, 1HEKN
AL (R, TR O FHEE B OfF R %2 32.1.6 HIZ, BFEWET UV MV 2O R %
32.L.7 HITRT, S HIT, BRPTIEROHERR 58] (5 24 ~52 0% T) & LT, 046 ikBROKE
FIRBIC L D7 =% WO 047 ER OHERF R G- K OFfe e D7 — Z % 3.2.1. 8 THIZ/R T,

B AT THEAICHE] L1, 046 3R & Y 047 305 CRIVKGEHIE B I DWW CTHANCHE L
7= BERE IR E FINRICAE . ZEMEZ2 908 U7 B G REMIER O p fE2Y 0.025 LFTH D Z L &2RT,
(A EOFEE] Lid, FFHOBEENa bo— L ERTW Ao (T72bb, BEMRET
JEIZE E7e) ILHEEZBHT Ch o 72722, ZEMEORIEN I SN h o T GRERHE O p
B3 005 LT THDHZ 2 EWT D, ZORZIREICT D720, AXLFTIX, AHEOFER pfE
X T4 H Eo) ZpEOFNIAF L, HFFEHICAERE THH 2 L 2R T 2 EMEA R Lz pflik

pEDOHZZRT, Flo, RPFTIE, MHFNICHEER pEERKFETRL, 4 H EOFER pEZRHE
TRT Z & TCRAT 5,

3.2.1.1 EEFMEE (IMO011-046 35 & ) IM011-047 3ER)

5 3 FALLEGRER Tk, FEEMIEA & LT G 16 D sPGA (0/1) R} OY PASI 75 ERLERIZ D

WCT 2= IR F =T LT T RRELB LTz, 046 iR & O 047 38R O A 20 2RI H O
H% Table 3.2.1.1-1 |2/~ 7,
046 R & O 047 BRILIZ, 5 16 D sPGA (0/1) LN PASI 75 ERRITVTR L, 77
CARBHCHART 2 — 27 I NV F =T RECHREAIICERICHE < . BIRIICERD & 5 82w Sh
7= (MakBR & b p< 0.0001) , 2 ODOFEEIFMHBEHIZOWT, T a—F IV F =76 mg QD DAL
PRI R C— B LR R R STz,
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2.7.3 BRIRBY A ZIME DA ZE PsO
BMS-986165 Deucravacitinib
Table 3.2.1.1-1: TEFMEEORKR : /Y VARV F—HiEiE (046 RBL O 047 KB -
FAS
Number (%) of Subjects
IM011046 IM011047
DEUC Placebo DEUC Placebo
(N =332) (N =166) p-value (N =511) (N =255) p-value
PASI 75 at Week 16 194 (58.4) 21 (12.7) <0.0001 271 (53.0) 24 (9.4) <0.0001
sPGA 0/1 at Week 16 178 (53.6) 12 (7.2) <0.0001 253 (49.5) 22 (8.6) <0.0001

p-value was obtained using a stratified Cochran-Mantel-Haenszel test.
Statistically significant p-values are designated using boldface type.
DEUC - deucravacitinib

Source: M5.3.5.1-2 046 CSR Table 7.1-1; M5.3.5.1-3 047 CSR Table 7.1-1

#4516 D sPGA (0/1) EREFE KN PASL 75 RO T 22— 7 IR F =7 M OT T 1R & DLk
\ZOUWNT, FREEMEMT (B ALK& R Tipping point analysis) K& OM#BIBIENT (Per protocol fiEHT) %
Tolee O DKEMBTOFERIZEEMTOMRLE —BHL TR, 72— INVTF=TDER)
PEDFEROMERMEI R S (([M5.3.5.1-2 046 CSR, 7.2 TH] KO [M5.3.5.1-3 047 CSR, 7.2 TH] &
)

o

3.2.1.2 ERBIREEMEE (1IM011-046 38k & O IM011-047 3RBR)

046 FRER KON 047 REROWT D, 2 DOEEFHEIHE CTF 2 — 7 I3 F =T RO FIA B
RSNz, EREIKFHEHE B IZOW T, BENREFIEZ AN TT 2 — 27 IV F =T %
TIRRBEXITT LI T A MEL R UTs, 046 3ABR M O 047 5REBR 0O 172 BIVKEHIIE B OfE R 5
#J% Table 3.2.1.2-1 2 O Table 3.2.1.2-2 IZ/R T,

WRBOWTNG, 7T BREEXT 7 VI T A MECHT 2 8RE 7 NV — T NOEAKNERL O FEAfh
HHZBRE, 2COFMBEEE T a—2 INVF =TI T 7 RBELT 7L 2 7 A MEIC A
TR R B R E L2 R Lz, 2D OFERN D EREORFAR BT 2 BRI &K OB
HET TR IACBNT, Z7T7EREOT T LI TARERART, Ta—27 IV F =T ORFH
WA E CHIRICE®RD S 27N R ENT, T a—2 IV F=TOFMMETRE 24 BETT
TV T A MEERID . sPGA (0/1) R KL O PASI 75 BERCRIT& G- 52 HIZ MR S v Tz,
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2.7.3 BRI A ZhME DR PsO
BMS-986165 Deucravacitinib
Table 3.2.1.2-1: PERERIREFIRIC X 2 H2RRKFHMEE B ORER (046 3ABR) - FAS
DEUC compared with Placebo at Week 16 (2-sided alpha = 0.025) | DEUC compared with Apremilast at Week 16, 24, and 52 (2-sided alpha = 0.025)
Rank Endpoint ;I) Eggz ;la:izg P-value | Rank Endpoint ;I) Eg:fz NA=PIR68 P-value
1 PASI 90 35.5% 4.2% <0.0001 1 sPGA 0/1 at Week 16 53.6% 32.1% <0.0001
2 ss-PGA 0/1 70.3% 17.4% | <0.0001 2 PASI 75 at Week 16 58.4% 35.1% <0.0001
3 sPGA 0 17.5% 0.6% <0.0001 3 PASI 90 at Week 16 35.5% 19.6% 0.0002
4 PASI 100 14.2% 0.6% <0.0001 4 sPGA 0/1 at Week 24 58.7% 31.0% <0.0001
5 PSSD Symptom Score 0 7.9% 0.7% 0.0013 5 PASI 75 at Week 24 69.3% 38.1% <0.0001
6* DLQI 0/1 41.0% 10.6% | <0.0001 6 PASI 90 at Week 24 42.2% | 22.0% <0.0001
7 PGA-F 0/1 209% | 88% | 0.1049 7 \C;e Eﬁ‘}g%fguiﬁlﬁ‘;‘;l)swm at 267 | -17.8 | <0.0001
8 ss-PGA 0/1 at Week 16 70.3% 39.1% <0.0001
9 sPGA 0/1 at Week 52 and at Week 24 45.5% 22.2% <0.0001
10 PASI 75 at Week 52 and at Week 24 56.3% 30.5% <0.0001
11 PASI 90 at Week 52 and at Week 24 31.0% 15.6% 0.0002
12 sPGA 0 at Week 16 17.5% 4.8% <0.0001
13 PSSD Symptom Score 0 at Week 16 7.9% 4.4% 0.1702

* Endpoint in the Ex-US hierarchy only

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib
Statistically significant p-values are designated using boldface type.
Source: M5.3.5.1-2 046 CSR Table 7.1-2, Table S.5.21
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2.7.3 BRARAIAT 2 OB PsO
BMS-986165 Deucravacitinib
Table 3.2.1.2-2: PERERIBREFIRIC K 5 ERBIRFHMEE B O (047 38R) - FAS
DEUC compared with Placebo (2-sided alpha=0.025) DEUC compared with Apremilast (2-sided alpha=0.025)
DEUC | Placebo DEUC | Apremilast
Rank Endpoint N=511 | N=255 | p-value | Rank Endpoint N =511 N =254 p-value
1 PASI 90 at Week 16 27.0% 2.7% | <0.0001 |1 sPGA 0/1 at Week 16 49.5% 33.9% <0.0001
2 ss-PGA 0/1 at Week 16 59.7% 17.3% | <0.0001 | 2 PASI 75 at Week 16 53.0% 39.8% 0.0004
3 sPGA 0 at Week 16 15.7% 1.2% | <0.0001 | 3 PASI 90 at Week 16 27.0% 18.1% 0.0046
4 PASI 100 at Week 16 10.2% 1.2% | <0.0001 |4 sPGA 0/1 at Week 24 49.8% 29.5% <0.0001
5 oD pymptom Score 0 at 75% | 13% | 0.0005 |5 PASI 75 at Week 24 587% | 37.8% | <0.0001
6* DLQI 0/1 at Week 16 37.6% 9.8% | <0.0001 | 6 PASI 90 at Week 24 32.5% 19.7% 0.0001
Time to Relapse until Week 52 .
7¢ | in Week 24 PASI 75 s | <0.0001 |7 CFB in PSSD Symptom Score | »¢ 5 211 | <0.0001
a at Week 16 (adjusted mean)
responders
8 ss-PGA 0/1 at Week 16 59.7% 36.7% <0.0001
8 PGA-F 0/1 at Week 16 20.3% 7.9% 0.0621
9 sPGA 0 at Week 16 15.7% 6.3% 0.0002
PSSD Symptom Score 0 at o o
10 Week 16 7.5% 4.3% 0.0928

* Endpoint in the Ex-US hierarchy only

a Median times are not estimable since less than 50% had relapse in each treatment group. P-value is for Kaplan-Meier comparison of time to relapse.
p group p p p

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib

Statistically significant p-values are designated using boldface type.

Sources: M5.3.5.1-3 047 CSR Table 7.1-2, Table S.5.21
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.2.1.3 BREEmE B OB (IM011-046 3RBR, IMO011-047 3EBR K O & FRHT)

3 LGB TG L - AR EEEIE B2 oW T, BEO B AEE Z 212 046 3RBR, 047 B L O
AT OFE R DO FH) % Table 3.2.1.3-1 (27”7,

046 BRI X 047 BBRIEIT, EAEMIHA T 5425 16D sPGA (0/1) FERRER I X PASI 75 ik
FICBWTT TERICHT 5T 2—2 AV F =T OEBEP TSN, Ta—2 FTAVF =T OF
REAATMEAVR ST, S Blo, HEREID & 0 RIS, SR AR ORI Sk b 58
#, RO QOL KB A A TRIKIHIE H IC 3B\ T, WRBRTY 7 ¥ REUT 7L 372 Mo~ TF
2= FNUF =T OBVAEIEN TR SNz, Eie, BEREED D2 < RRREE AL (B
TR OHEEBIRE) (BT B BRSOV T b, WRBROBAMITIC LY 77 2 RICH LT 2 —2
FGNRUF =T OENEE RN RSN,

67



2.7.3 EERIAH Zh M O 5 PsO

BMS-986165 Deucravacitinib
Table 3.2.1.3-1: 5 3 M ILRGEABR OB ZMEFALTE B OFEROER (046 3B, 047 RBREZ O EFFHT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
Placebo Apremilast Placebo Apremilast Placebo Apremilast
DEUC (p-value) (p-value) DEUC (p-value) (p-value) DEUC (p-value) (p-value)
sPGA
sPGA 0/1 at 53.6% 7.2% 32.1% 49.5% 8.6% 33.9% 51.1% 8.1% 33.2%
Week 16 (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001)
17.5% 0.6% 4.8% 15.7% 1.2% 6.3% 16.4% 1.0% 5.7%
SPGA 0 at Week 16 (< 0.0001) (< 0.0001) (< 0.0001) (0.0002) (< 0.0001) (< 0.0001)
SPGA 0/1 at 58.7% 31.0% 49.8% ~ 29.5% 53.3% ~ 30.1%
Week 24 - (< 0.0001) (< 0.0001) (< 0.0001)
20.2% 10.1% 17.1% 7.9% 18.3% 8.8%
SPGA 0 at Week 24 - (0.0044) - (0.0004) - (< 0.0001)
SPGA 0/1 at 45.5% ~ 22.2% ~ ~ ~ ~ ~ ~
Week 52 and 24 (< 0.0001)
PASI
PASI 75 at 58.4% 12.7% 35.1% 53.0% 9.4% 39.8% 55.2% 10.7% 37.9%
Week 16 (< 0.0001) (< 0.0001) (< 0.0001) (0.0004) (< 0.0001) (< 0.0001)
PASI 90 at 35.5% 4.2% 19.6% 27.0% 2.7% 18.1% 30.4% 3.3% 18.7%
Week 16 (< 0.0001) (0.0002) (< 0.0001) (0.0046) (< 0.0001) (< 0.0001)
PASI 100 at 14.2% 0.6% 3.0% 10.2% 1.2% 4.3% 11.7% 1.0% 3.8%
Week 16 (< 0.0001) (< 0.0001) (<0.0001) (0.0051) (< 0.0001) (< 0.0001)
PASI 75 at 69.3% 38.1% 58.7% -- 37.8% 62.9% _ 37.9%
Week 24 - (< 0.0001) (< 0.0001) (< 0.0001)
PASI 90 at 42.2% 22.0% 32.5% -- 19.7% 36.4% _ 20.6%
Week 24 - (< 0.0001) (0.0001) (< 0.0001)
PASI 100 at 17.5% 6.5% 13.1% -- 6.7% 14.8% _ 6.6%
Week 24 - (0.0007) (0.0066) (< 0.0001)
PASI 75 at 56.3% ~ 30.5% ~ ~ ~ ~ ~ ~
Week 52 and 24 (<0.0001)
PASI 90 at 31.0% ~ 15.6% ~ ~ ~ ~ ~ ~
Week 52 and 24 (0.0002)
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2.7.3 EERIAH Zh M O 5 PsO

BMS-986165 Deucravacitinib
IM011046 IMO011047 Pooled IM011046 and IM011047
Placebo Apremilast Placebo Apremilast Placebo Apremilast
DEUC (p-value) (p-value) DEUC (p-value) (p-value) DEUC (p-value) (p-value)
Scalp, Fingernail, and Palmoplantar Psoriasis
ss-PGA 0/1 at 70.3% 17.4% 39.1% 59.7% 17.3% 36.7% 64.0% 17.3% 37.7%
Week 16 (<0.0001) (<0.0001) (<0.0001) (<0.0001) (< 0.0001) (< 0.0001)
57.9% 11.6% 26.4% 45.6% 9.8% 25.9% 50.6% 10.5% 26.1%
PSSI90 at Week 16 (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001)
PGA-F 0/1 at Week | 20.9% 8.8% 35.3% 20.3% 7.9% 27.7% 20.5% 8.3% 29.7%
16 (0.1049) (0.5493) (0.0621) (0.3891) (0.0272) (0.1601)
pp-PGA 0/1 at 55.6% 08 42.9% 46.2% 23.5% 40.0% 49.1% 16.0% 41.2%
Week 16 (0.1244) (0.0594) (0.7529) (0.0052) (0.4329)
Patient-Reported Outcomes
0, V) 0,
GooD Symptom 79% 0.7% 4.4% 7.:5% 1.3% 43% 77% 1.0% 4.4%
Week 16 (0.0013) (0.1702) (0.0005) (0.0928) (< 0.0001) (0.0321)
ST B 36 17.8 283 4.7 211 272 338 1193
Wygi ‘fg}, corea (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001) (< 0.0001)
DLQI 0/1 at 41.0% 10.6% 28.6% 37.6% 9.8% 23.1% 38.9% 10.1% 25.2%
Week 16 (<0.0001) (0.0088) (<0.0001) (< 0.0001) (< 0.0001) (< 0.0001)
a The p-value could not be calculated because there were 0 responders in the placebo group. The difference from placebo was 41.5 (95% CI: 6.8, 76.1).
b Adjusted mean

For responder endpoints, p-values were obtained using a stratified Cochran-Mantel-Haenszel test (NRI).

For CFB PSSD endpoints, p-values from an analysis of covariance model (mBOCF).

p-values are DEUC compared with placebo and DEUC compared with apremilast.

Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.

Comparison of DEUC to placebo through Week 16, Comparison of DEUC to apremilast through Week 24.

CFB - change from baseline; DEUC - deucravacitinib;

Source: M5.3.5.1-2 046 CSR Table S.5.20.2 (PASI 75), Table S.5.20.3 (PASI 90), Table S.5.20.4 (PASI 100), Table S.5.20.1 (sPGA 0/1), Table S.5.20.5 (sPGA 0), Table S.5.20.10
(ss-PGA 0/1), Table S.5.20.11 (PSSI 90), Table S.5.20.13 (PGA-F 0/1), Table S.5.20.14 (pp PGA 0/1), Table S.5.20.7 (PSSD Symptom Score 0), Table S.5.23.7 (CFB PSSD
Symptom Score), Table S.5.20.12 (DLQI 0/1), Table S.5.16.1 (sPGA 0/1 at Week 52 and 24), Table S.5.16.2 (PASI 75 at Week 52 and Week 24), and Table S5.16.3 (PASI 90 at
Week 52 and Week 24); M5.3.5.1-3 047 CSR Table S.5.19.2 (PASI 75), Table S.5.19.3 (PASI 90), Table S.5.19.4 (PASI 100), Table S.5.19.1 (sPGA 0/1), Table S.5.19.5 (sPGA
0), Table S.5.19.10 (ss-PGA 0/1), Table S.5.19.11 (PSSI 90), Table S.5.19.13 (PGA-F 0/1), Table S.5.19.14 (pp PGA 0/1), Table S.5.19.7 (PSSD Symptom Score 0), Table S.5.23.7
(CFB PSSD Symptom Score), Table S.5.19.12 (DLQI 0/1); M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.1.1 (sPGA 0/1), Table S.4.1.4 (sPGA 0), Table S.4.1.2 (PASI 75), Table
S.4.1.3 (PASI 90), Table S.4.1.7 (PASI 100), Table S.4.1.5 (ss PGA 0/1), Table S.4.1.8 (DLQI 0/1), Table S.4.1.10 (pp-PGA 0/1), Table S.4.1.6 (PSSD Symptom Score 0), Table
S.4.1.9 (PGA-F 0/1), Table S.4.1.11 (PSSI 90), Table S.4.9.2 (CFB PSSD Symptom Score).
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3.2.1.4 PASI BE:#ERHMIE B
3.2.1.4.1  PASI75EZERRE. PASI 90 ERE K U PASI 100 ZRk R

046 FBR, 047 FRER L A MENT OG- 16 M8 K OB 5- 24 JH 0D PASI 75 =, PASI 90 ZAHE KL Y
PASI 100 ZERREOfE R % Table 3.2.1.4-1 12789, 046 7kBR J 00 047 BRI 2, 5 16 D PASI 75 2=
ERITT 22— 27 TRV F =T RETIE T 7 v REE L LRI H BICE - 72 (2T p<0.0001) ,
X0 R e FERE T4 D PASI 90 FERLER K Y PASI 100 R REMER ERA D52 272 H5) (2o T
b, Ta— T INRNVFoTHETIIT T BRI & LSRRI &L :.%#of: (4T p<0.0001) ,
TTUITAMELEOHRRICEBNTH, WRBROKS 16 HEOES 24 O PASI 75 i 55244&0
PASIO0 ERHRIZT 2 — 27 I TF =T HTHE L, FEIFIRAEEEN RIS (p <0.0046) .

2. &5 16 LK O 24 D PASI100 ERHRIX, 72— INVF=THETTTLITX I\ﬁi‘
EVbmnrole (% HLEDpPp<0.0066) .

046 FRBR K O 047 5BR D PASI 75 3R, PASI 90 ZE53% K& T8 PASI 100 LR D2 % Figure
32.14-1 1277, WINDOREBRTYH, T 2—27 I3 F =7 RED PASI 75 ZRRRIZES 4 D,
PASI 90 K3 & OF PASI 100 FEEKRIIHR G- 8 #1577 B REE L OENFRD L, BEMZETES 16
BWETHEMUE T2, 77V ITAMEEDOHRIZEBWTY, MR CT 22— 27 IV F=THD
PASI 75 ZFRCERITHR G- 8 7 6. PASI 90 =R K U PASI 100 ZRRITHR G 2N T 7L I T A
NEEAR B | BERIZEIT G 24 1 £ THERE L T2,

TN DRI 2 OFRERFER & —H LTz, A MRNT D PASI 75 EZERCEE, PASI 90 AR L Y
PASI 100 ZERHEIL, 5 16 O 7 AL O, WONTHE G 16 L OG- 24 HOT 7L F
ARNBLEOBICBWCT 2a— 27 IRV F=THTIVEN>72 (2T4HBED p<0.0001)
(Table3.2.1.4-1) , ¥AMHTORES 24 3 £ TD PASI 75 ZRFE ORIt % [MS5.3.5.3-4 Global ISE,
Appendix 3 Figure S.4.2.2] 12/~ 7,
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Table 3.2.1.4-1; BE 16 B RO E 24 D PASI 75 LR, PASI 90 ZERKE KT PASI 100 2R : /) V' VARV F—#E5EE (046

B, 047 REBREUBEEMENT) - FAS

IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
PASI 75 at W16, n (%) 194 (58.4) 21 (12.7) 59 (35.1) 271 (53.0) 24 (9.4) 101 (39.8) || 465 (55.2) 45 (10.7) 160 (37.9)
Difference 46.1 23.0 43.7 134 44.5 17.3
(95% CI) (38.9,53.2) | (14.1,31.8) (38.0,49.3) | (6.2,20.7) (40.0,48.9) | (11.5,23.0)
Odds Ratio 11.09 2.64 10.49 1.76 10.36 2.01
(95% CI) (6.49, 18.95) | (1.78,3.91) (6.65, 16.55) | (1.29,2.41) (7.38,14.54) | (1.58,2.55)
p-value <0.0001 <0.0001 <0.0001 0.0004 < 0.0001 < 0.0001
PASI 75 at W24, n (%) 230 (69.3) -- 64 (38.1) 296 (58.7) -- 96 (37.8) 526 (62.9) -- 160 (37.9)
Difference _ 31.0 _ 21.1 _ 25.0
(95% CI) (22.2,39.8) (13.9, 28.3) (19.3, 30.7)
QOdds Ratio _ 3.76 _ 2.44 _ 2.78
(95% CI) (2.53, 5.60) (1.78, 3.36) (2.18, 3.54)
p-value -- <0.0001 -- <0.0001 -- < 0.0001
PASI 90 at W16, n (%) 118 (35.5) 7 (4.2) 33 (19.6) 138 (27.0) 72.7) 46 (18.1) 256 (30.4) 14 (3.3) 79 (18.7)
Difference 31.6 15.8 243 9.0 27.0 11.7
(95% CI) (25.8, 37.5) (8.2,23.5) (19.9,28.7) | (3.1, 14.9) (23.5,30.6) | (6.8, 16.5)
Odds Ratio 16.15 2.40 11.42 1.74 12.83 1.90
(95% CI) (6.91,37.72) | (1.51,3.80) (5.45,23.93) | (1.18,2.56) (7.37,22.34) | (1.43,2.53)
p-value <0.0001 0.0002 <0.0001 0.0046 < 0.0001 < 0.0001
PASI 90 at W24, n (%) 140 (42.2) -- 37 (22.0) 164 (32.5) -- 50 (19.7) 304 (36.4) -- 87 (20.6)
Difference _ 20.0 _ 13.0 _ 15.8
(95% CI) (11.9, 28.2) (6.9, 19.2) (10.7, 20.8)
QOdds Ratio _ 2.63 _ 2.07 _ 2.21
(95% CI) (1.71, 4.05) (1.43,3.01) (1.68, 2.90)
p-value -- <0.0001 -- 0.0001 -- < 0.0001
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IM011046 IMO011047 Pooled IM011046 and TM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) || (N=843) (N=421) (N=422)
PASI 100 at W16, n (%) | 47 (14.2) 1(0.6) 5(3.0) 52(10.2) 3(1.2) 11 (4.3) 99 (11.7) 4(1.0) 16 (3.8)
Difference 13.7 11.3 9.0 5.9 10.8 8.0
(95% CI) (9.8,17.6) | (6.8,15.8) 6.0,11.9) | (2.3,9.4) (84,13.2) | (5.1,10.8)
8%?2 Ié‘i‘;“’ (341 ‘0390 5.83 9.21 2.55 13.79 3.37
23936) | 3221527 (2.89,29.40) | (1.30, 5.00) (5.05,37.65) | (1.96,5.79)
p-value <0.0001 < 0.0001 <0.0001 0.0051 < 0.0001 < 0.0001
PASI 100 at W24, n (%) | 58 (17.5) - 11 (6.5) 66 (13.1) - 17(6.7) || 124 (14.8) - 28 (6.6)
Difference _ 11.1 _ 6.5 _ 8.2
(95% CI) (5.6, 16.6) (2.3,10.7) (4.8, 11.6)
0dds Ratio i 3.17 i 2.15 i 2.45
(95% CI) (1.60, 6.29) (1.23,3.76) (1.60, 3.76)
p-value - 0.0007 - 0.0066 - < 0.0001

p-values were obtained using a stratified Cochran-Mantel-Haenszel test.
Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.
The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.
APR - apremilast; DEUC - deucravacitinib; PBO - placebo; W - Week
Source: M5.3.5.1-2 046 CSR Table S.5.20.2 (PASI 75), Table S.5.20.3 (PASI 90), Table S.5.20.4 (PASI 100); M5.3.5.1-3 047 CSR Table S.5.19.2 (PASI 75), Table S.5.19.3 (PASI

90), Table S.5.19.4 (PASI 100); M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.1.2 (PASI 75), Table S.4.1.3 (PASI 90), Table S.4.1.7 (PASI 100).
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90), Figure S.5.14.6 (PASI 100).

80
b 60
2
2

40
]
€
2
5 20
e

o

BAS-985165 6 me QD

50
2 40
a
© 30
-3
§ 20
o
2

10
&

0

PASI 75 for IM011047

PASI 75 35, PASI 90 ZERE K X PAST 100 R E DK 5 24 B E TORFEEIL : / VARV X —HE5EE (046

BAS-985165 6 me QD
Flacsbo
Aprmizct 30 g BID

20

b 15
2
2

10
]
€
2

5 5
e

o

2 4 8 12 16 20 24
Week
—=— BMS-986165 6 mg QD(N=511) —&— Placebo(N=255) —a— Apremilast 30 mg BID(N=254)
235511 271511 2061510 296/504
157255 20255
w825 1017250 1021253 961254
PASI 90 for IM011047
2 4 8 12 16 20 24
Week
—=— BMS-986165 6 mg QD(N=511) —&— Placebo(N=255) —a— Apremilast 30 mg BID(N=254)
511 1387511 168/510 1647504
w255 an2ss
L3254 aer2sa sos3 07254

PASI 100 for IM011047

BAS-985165 6 me QD
Flacsbo
Aprmizct 30 g BID

w511 0511
ozss 0253
oizsa wizsa

4 8 12 16 20
Week
—=— BMS-986165 6 mg QD(N=511) —&— Placebo(N=255) —a— Apremilast 30 mg BID(N=254)

511 18511 36511 524511 581510
orzss o255 11255 arzss
Lzse 27254 67254 11254 11253

66/504

117254

73



2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

32142 PASI AT DR—RS5 A b OE{LER

046 #RBR. 047 RER M O EIRNT D PASI A a7 DR—Z T A bbb 16 B OHE 24 BETH
ZAb= % Table3.2.1.4-2 127" T, 046 BRI R 047 RO WFT D, N—RA T A D PASI 2R 27 DF
VI 3 B G REE TR TH 572 (Table 3.1.1.2-2) . Wikl &, PASIA T DORX—RAT A b
DOELHE CEHME) 13, &5 16 O T 7 2R EEE O, WWNCEE 16 LS 24 OT 7 L
RTAMHLORBICBWT, Ta—2 IRV F=THTRELLKELE (2C4A LD
p<0.0001) ,

046 FABRKL VY 047 ERD PASI 237 D=2 T A ipb O LR (CFAE) OfRA(L% Figure
3.2.1.4-2 L O Figure 3.2.1.4-31Z7RT, T a2 — 27 F/3UF =T FEO PASI A 2 7%, &5 -B4h% F W0
57 7R L Vs (B) L. PASI R =7 2 k= (CHME) OREMZITMMAR TS 1 #»5
EHOLN (L H LD p<0.0001) | BERIZEEHRG 16 HE TN LT, 77LIFRMELOL
BTIX. PASI A =728 ks CFAMH) ORFFZEI. 046 BR TH G 4725 (4 H £ p<0.0012) |
047 3B TH S 8l D (F H LD p<0.0001) BODLAL, T a—2 T VT =T RO PASIA =T (3
#hH 24 8 F CckFE LT 72 ( [M53.5.1-2 046 CSR, Table S.5.23.2] . [M5.3.5.1-3 047 CSR,
Table $.523.2] ) .

AT ORERIL, Hx ORBAERLE B LT\ (Table 3.2.1.4-2) ,
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Table 3.2.1.4-2: PASI R a7 DR—R T A b DOBLR « 5BOHT (mBOCFE) (046 3Bk, 047 RBR KL OB AEHT) - FAS
IMO011046 IMO011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
Baseline, n* n=332 n=166 n=168 n=511 n=255 n=254 n=843 n=421 n=422
Mean PASI at 21.8 20.7 21.4 20.7 21.1 21.6 21.1 20.9 21.5
Baseline (SD) (8.62) (8.03) (8.96) (7.51) (8.97) (8.39) (7.98) (8.61) (8.61)
Percent CFB at
Week 16, n (%)
‘é‘ggs’(tgg)l\:fan -68.1 21.0 -47.0 -66.5 -19.5 -51.7 -68.8 21.8 -51.5
sy (3.05) (3.62) (3.72) (1.69) (2.31) (2.32) (1.78) (2.15) (2.17)
Adjusted Mean -47.1 21.1 -47.0 -14.8 -47.0 -17.3
Diff (95% CI) (-53.8, -40.5) | (-27.7, -14.5) (-52.4,-41.7) | (-20.1,-9.4) (-51.2,-42.9) | (-21.5,-13.1)
p-value < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001 <0.0001
Percent CFB at
Week 24, n (%)
‘é‘ggs’(tgg)l\:fan -78.0 ~ 515 -68.5 ~ -53.3 74.0 ~ -54.2
Week 24 (3.20) (3.80) (1.60) (2.16) (1.79) (2.13)
Adjusted Mean _ -26.5 _ -15.1 _ -19.8
Diff (95% CI) (-32.6, -20.4) (-20.1, -10.2) (-23.7, -16.0)
p-value - < 0.0001 - < 0.0001 - < 0.0001

a Number of subjects with a PASI score at baseline and at least 1 score post baseline

Adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model.

The difference is expressed as the difference between DEUC and PBO or DEUC and APR.

Nominally significant p-values are designated using italicized type.

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; SD - standard deviation; SE - standard error
Source: M5.3.5.1-2 046 CSR Table S.5.23.2; M5.3.5.1-3 047 CSR Table S.5.23.2; M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.10.1
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Figure 3.2.1.4-2: PASI R a7 DR—RF A Db DELR (FHE +£SE) DR : mBOCFE (046 3ER) - FAS
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Figure 3.2.1.4-3: PASI R a7 DR—RF A Db DELR (FHE +£SE) DR : mBOCFE (047 38R) - FAS
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3.2.1.5 sPGA BEEFHMIE B

046 #BR, 047 R K OFA TN OF G- 16 KL OB 24 D sPGA (0/1) ER=E K Y sPGA (0)
FRER DGR % Table 3.2.1.5-1 12779, 046 5Bk &L U0 047 kBRILIZ, BEe5 16 D sPGA (0/1) EERKE K
W sPGA (0) ERRIIT 22— 27 IRV F=TRETILY 7tfﬁiktlzl\f*fm+%ﬂ’3 CHEIZEN- T
(2T p<00001) , 77V I T A MELOREIZENTYH, WRBROBS 16 &L OFE 24 HO
sPGA (0/1) ZHERFIXT 22— 7 INVF =T TEL ., BetFURAEEENRINT (&
p<0.0001) , F7=, &5 16 L OFEE 24 D sPGA (0) ] EJZ# IZOWNWThH, Ta—7 I N\VF=
TEHIT 7L T A MEEARTEL, &5 16 #l CIIMFH AN AEEZENRBO b (R T
516 1% p<0.0002, #5 243134 EJ:@p<00044)

046 FBR & 0 047 5882 D sPGA  (0/1) FERKE KL OV sPGA (0) KR OFRFEZ (L% Figure 3.2.1.5-1 (2%
T WTNORBRTYH, 77 BRBELEURXTT 2—27 IR0 F=TFETIE, sPGA (0/1) FEREIL
BeH 25, sPGA (0) FERFRIIH G SEMNLUWENRD LN, WITNbT =2—27 IV F =T
TG 16 EFCHE LT, 77 VITAMEEORIRICBWTY, Ta—27 IR0 F =T
® sPGA (0/1) FERLFEIL, 046 RERCTHE 4N, 047 BTG 8 HENLT LI T A MELD
EroTo, sPGA (0) EERKERIL, 046 HBRTIXEE 2N G, 7R TIIRG 8ENLT LI T
AMELVT 2= INVF=TRTEL, &5 24 E T LT,

AT DFE R TE 2 ORBRFE S & — :%:Lﬂ\f_o AT sPGA (0/1) EREE KLY sPGA (0)

ERRIL, B’ 16 O T T B REEL D, WG 16 LR ORG24 OT7 7LV T A ML
DB CT 22— IRV F=THTEI-o 72 (T4 H EDp<0.0001) (Table3.2.1.5-1) .
AT O E 24 I E TD sPGA (0/1) AR DORERFZ{L A [M5.3.5.3-4 Global ISE, Appendix 3
Figure S.4.2.1] (27”7,
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Table 3.2.1.5-1: BE 16 R OEE 24 D sPGA (0/1) ZRERE O sPGA (0) ZFRER : J VLV ARV F—f5EE (046 RBR. 047

AKX OFEEAENT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) | (N=843) (N=421) (N=422)
sPGA 0/1 at W16, n (%) | 178 (53.6) 12 (7.2) 54 (32.1) 253 (49.5) 22 (8.6) 86 (33.9) | 431 (51.1) 34 (8.1) 140 (33.2)
Difference 46.7 21.4 40.9 15.8 43.1 18.0
(95% CI) (40.2,53.2) | (12.7,30.1) (35.4,46.4) | (8.8,22.9) (38.8,47.3) | (12.3,23.6)
Odds Ratio 18.71 2.53 10.55 2.01 11.87 2.11
(95% CI) (9.51,36.81) | (1.70,3.78) (6.54,17.00) | (1.45,2.78) (8.15,17.28) | (1.65,2.69)
p-value <0.0001 <0.0001 <0.0001 <0.0001 < 0.0001 < 0.0001
sPGA 0/1 at W24, n (%) | 195 (58.7) -- 52 (31.0) 251 (49.8) -- 75(29.5) || 446 (53.3) -- 127 (30.1)
Difference _ 27.5 _ 20.4 _ 23.3
(95% CI) (18.8,36.2) (13.5,27.4) (17.7,28.8)
Odds Ratio B 3.23 _ 2.47 _ 2.66
(95% CI) (2.16, 4.83) (1.78, 3.43) (2.07,3.41)
p-value -- <0.0001 -- <0.0001 -- < 0.0001
sPGA 0 at W16, n (%) 58 (17.5) 1 (0.6) 8 (4.8) 80 (15.7) 3(1.2) 16 (6.3) 138 (16.4) 4 (1.0) 24 (5.7)
Difference 17.1 12.9 14.5 94 154 10.7
(95% CI) (12.8,21.3) (7.7, 18.0) (11.0,17.9) | (5.1,13.7) (12.8,18.1) | (7.3,14.0)
8‘;%2 Ié‘i‘;“’ 5’59‘2594 452 14.44 2.85 20.34 3.04
295' 75’) (2.07,9.84) (4.62,45.11) | (1.61,5.03) (7.48,55.34) | (2.07,5.09)
p-value <0.0001 <0.0001 <0.0001 0.0002 < 0.0001 < 0.0001
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IM011046 1IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
sPGA 0 at W24, n (%) 67 (20.2) -- 17 (10.1) 86 (17.1) -- 20 (7.9) 153 (18.3) -- 37 (8.8)
Difference _ 10.0 _ 9.3 _ 9.5
(95% CI) (3.8,16.2) (4.7,13.9) (5.8,13.3)
QOdds Ratio _ 2.28 _ 2.50 _ 2.33
(95% CI) (1.28, 4.05) (1.49,4.21) (1.60, 3.42)
p-value -- 0.0044 -- 0.0004 -- < 0.0001

p-values were obtained using a stratified Cochran-Mantel-Haenszel test.
Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.

The difference and odds ratios are expressed as the difference between DEUC and placebo or DEUC and apremilast.

APR - apremilast; DEUC - deucravacitinib; PBO - placebo; W - Week
Source: M5.3.5.1-2 046 CSR Table S.5.20.1 (sPGA 0/1), Table S.5.20.5 (sPGA 0); M5.3.5.1-3 047 CSR Table S.5.19.1 (sPGA 0/1), Table S.5.19.5 (sPGA 0); M5.3.5.3-4 Global

ISE, Appendix 3Table S.4.1.1 (sPGA 0/1), Table S.4.1.4 (sPGA)
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Figure 3.2.1.5-1: sPGA (0/1) EHREK U sPGA (0) EREOERE 24 HE TORKEN : J VAR X —HH5EE (046 RBRKE O
047 3ER) : FAS

sPGA 0/1 for IM011046 sPGA 0/1 for IM011047

60 60
= 50 = 50
8 8
2 40 2 40
= " B — & //r/f‘—h\—\__ﬂ
30 E— 30
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o o
k4 10 k4 10
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12 4 8 12 16 20 24 12 4 8 12 16 20 24
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—=— BMS-986165 6 mg QD(N=332) —&— Placebo(N=166) —a— Apremilast 30 mg BID(N=168) —=— BMS-986165 6 mg QD(N=511) —&— Placebo(N=255) —a— Apremilast 30 mg BID(N=254)
BNS9RS165 6.mg QD 2332 17332 s 1270332 161732 178732 178332 185732 BE-906165 6.me QD 7311 184511 224511 253511 260510 251504
Faobo 166 07168 anse nes 14168 12186 Faobo 17255 1azss 10255 21755
Aprlact 30 g BID 168 w168 157168 sonen son6e saen sar168 w2068 Aprlact 30 g BID 1Lz s9izss 191254 Ber258 85283 raizst
sPGA 0 for IM011046 sPGA 0 for IM011047
25 25
2 20 2 20
o o
© 15 ° 15
-3 -3
§ 10 o § 10
153 153 I_A_ﬂ’____’_——’—ﬁ—‘—a
3 5 3 5
& & T
0 e ———————— 0
102 4 8 12 16 20 24 102 4 8 12 16 20 24
Week Week
—=— BMS-986165 6 mg QD(N=332) —&— Placebo(N=166) —a— Apremilast 30 mg BID(N=168) —=— BMS-986165 6 mg QD(N=511) —&— Placebo(N=255) —a— Apremilast 30 mg BID(N=254)
BNS9RS165 6.mg QD van 1R 1832 w2nn 58332 63332 677332 BNS9RS165 6.mg QD w1 01 20511 56511 0511 asi510 86504
Faobo ss 0i6s on6s onse 1166 Faobo zss wizss 1725 3125 w255
Aprlact 30 g BID ks 1168 si16e sn6e wiea 12168 116 Aprlact 30 g BID izsa vizsa 254 121254 160254 221253 25

BMS-986165 - deucravacitinib
Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.5.17.2 (sPGA 0/1), Figure S.5.17.3 (sPGA 0), Figure S.5.14.2 (sPGA 0/1), Figure S.5.14.3 (sPGA 0)
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3.2.1.6 AL B D EEAh
3.2.1.6.1  FEERRE

3G Tl BERREICKTT DT 22— 7 IR F =T O ss-PGA (0/1) ERLE KL
PSSI 90 2K TR L7z, BERZIRAEICKIT A5HiIE, N—R2 T4 D ss-PGA A7 MR 3 LLE (H

EENOEEOHERE) OWBRE 25 E L, HRE 2R T 64.3% (1084/1686 1) MaHiiIZ & £
i,

046 FBR. 047 FRER &L O A MENT D5 16 W K OB G- 24 T D ss-PGA  (0/1) 3ERKEE K& OF PSSI 90 kK
ROFERE Table 3.2.1.6-1 1273 F, 046785 & V047 5Bk ILIZ, 5 16D ss-PGA (0/1) AR
TIERBELRNT T LI TA LR TT 2—7 7/\V%:7%¥T“fyﬁ+q’—é’9 CHEL Z.E;inof:
(£Tp<0.0001) , £/, H5 24D ss-PGA (0/1) FEHFIZT F LI T A MELHARTT 2 —7
TN F=THETERD»oTz (B H LD p<0.0003) . PSSI0 EMRIZOWNWTH, &5 16 HDOT Tk
REEE DR, 5 16 MEOHE 24 BOT 7L I T A MELOHET, Ta—27 IV F =78
TErolz (BTH4HEDpPp<0.0001) , ZALDOFRERND, BHEIREICKT LT 2a—27 730 F =
TOEPENTEN, £72, 77T R MIxT 28BN RSN,

HEAMRHT DG F 13 2 DOFRERE R & :%:wato HAMNT D ss-PGA (0/1) 7R K OF PSSI 90 3%
BRERIL, HE5 16 B 7T REEE O, IR 16 L 24 BOT 7L 2T A ML DR
IZBWCT 2—7 I\ F= 7E$fmz)>o7t (& T%Hi®p<00001)
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Table 3.2.1.6-1: FERREICT5AM : BHE 16 BEUEE 24 D ss-PGA (0/1) ZERERRPSSIERE : J UV VARUAE

—RETE (046 RBR, 047 R KR UL S FENT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
Baseline, n* n =209 n=121 n=110 n =305 n=173 n =166 n =514 n =294 n=276
ss-PGA 0/1 at W16, n (%) | 147 (70.3) 21 (17.4) 43 (39.1) 182 (59.7) 30(17.3) 61 (36.7) 329 (64.0) 51(17.3) 104 (37.7)
Difference 52.8 29.6 423 235 46.7 26.3
(95% CI) (43.7,62.0) | (18.7,40.6) (34.3,50.3) | (14.3,32.6) (40.7,52.7) | (19.2,33.3)
QOdds Ratio 11.92 3.65 6.85 2.63 8.49 2.94
(95% CI) (6.69, 21.25) | (2.21, 6.04) (4.34,10.81) | (1.77,3.91) (5.97,12.07) | (2.17,3.98)
p-value <0.0001 <0.0001 <0.0001 <0.0001 < 0.0001 < 0.0001
ss-PGA 0/1 at W24, n (%) | 151 (72.2) -- 47 (42.7) 180 (59.0) -- 69 (41.6) 331 (64.4) -- 116 (42.0)
Difference _ 29.0 _ 17.6 _ 22.3
(95% CI) (17.8, 40.2) (8.2,26.9) (15.2,29.4)
QOdds Ratio _ 3.38 _ 2.04 _ 2.49
(95% CI) (2.08, 5.50) (1.39, 3.01) (1.85, 3.36)
p-value -- < 0.0001 -- 0.0003 -- < 0.0001
PSSI 90 at W16, n (%) 121 (57.9) 14 (11.6) 29 (26.4) 139 (45.6) 17 (9.8) 43 (25.9) 260 (50.6) 31(10.5) 72 (26.1)
Difference 46.5 31.2 36.1 20.4 40.1 24.4
(95% CI) (37.7,55.4) | (20.6,41.9) (28.9,43.4) | (11.7,29.1) (34.5,45.6) | (17.7,31.2)
QOdds Ratio 10.66 3.83 7.49 2.48 8.78 2.89
(95% CI) (5.65,20.09) | (2.29, 6.40) (4.34,12.93) | (1.63,3.77) (5.82, 13.25) | (2.10, 3.98)
p-value < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
PSSI 90 at W24, n (%) 128 (61.2) -- 32 (29.1) 147 (48.2) -- 48 (28.9) 275 (53.5) -- 80 (29.0)
Difference _ 32.1 _ 19.7 _ 24.4
(95% CI) (21.2,42.9) (10.8, 28.6) (17.6,31.3)
QOdds Ratio _ 3.81 _ 2.35 _ 2.81
(95% CI) (2.31, 6.29) (1.56, 3.53) (2.06, 3.84)
p-value -- <0.0001 -- < 0.0001 -- < 0.0001

a Number of subjects with a baseline ss-PGA score >3
p-values were obtained using a stratified Cochran-Mantel-Haenszel test.
Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.
The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.
APR - apremilast; DEUC - deucravacitinib; PBO - placebo; W - Week
Source: M5.3.5.1-2 046 CSR Table S.5.20.11 (PSSI 90), Table S.5.20.10 (ss-PGA 0/1); M5.3.5.1-3 047 CSR Table S.5.19.10 (ss-PGA 0/1), Table S.5.19.11 (PSSI 90); M5.3.5.3-4
Global ISE, Appendix 3 Table S.4.1.5 (ss-PGA 0/1), Table S.4.1.11 (PSSI 90).
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32.1.62  JURZE

B3 FHHEGRBR CIITUREICKT 5T 22— 27 I F =T Oa8ME%E . PGA-F (0/1) ZERR T
L7z TSZEI6d 23 L, _X—R2F A D PGA-F 2778 3 LUk (HPEEEED & B O TURZE)
DR Rt R L L, WS 2R T 14.7% (248/1686 f) 2SFHHICE £z, Hx ORERTIX, 7F
ikl G & 7 2 FEIE B B YE 2 il 72 TR 13D 70 <L YR A &3 2 72 O O+ 43 7 R E L CTlE 72
WD, 046 FRER K O 047 iBR 2 L A RT3 5 2 & TR DO H 27 Hii 2 He & L7z,

046 #BR, 047 B OFESIRIT OB 16 KO- 24 D PGA-F (0/1) ZREEDOFEF % Table
3.2.1.6-2 12" T, 046 FRER KON 047 3BRILIC, 5 16 D PGA-F (0/1) #ER=RIL, 77 BAREE LM
&f?1~7ﬁﬂv%:7ﬁfﬁﬁ%:ﬁﬂoho7:~77Av%:7ﬁ®P@meﬂ)%ﬁﬁ
IE, TG 24 THHEMLTREY . MOKENENZ & 2E BT 5 LRI 2B m N R S,
AT CORS 16 D PGA-F (0/1) FER=RIT, 77 BREE (83%) LR TTa—7 70 F
=78t (20.5%) TEolz [BEMZE 123% (95% CI: 2.4,22.1) . 4 H EDp=00272] , T2—7

FNRLF =T D PGA-F (0/1) FERLRITHES 24 B E TR LET =28, TURZEOFIHEH 2B
TT T VITAMELEDEROD H7ZEITRBD N2 oT,
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Table 3.2.1.6-2:

TUREIZRT A EEME : 5 16 BRUCEE 24 D PGA-F (0/1) ZFRE : /) LV VAR F—FHZE (046 3Bk,

047 R K OB AARHT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
Baseline, n* n=43 n =34 n=17 n = 69 n =38 n =47 n=112 n=72 n = 64
PGA-F 0/1 at W16, n (%) 9(20.9) 3(8.8) 6 (35.3) 14 (20.3) 3(7.9) 13 (27.7) 23 (20.5) 6 (8.3) 19 (29.7)
Difference 14.3 93 15.2 -7.1 12.3 -9.5
(95% CI) (-2.6,31.1) | (-38.5,19.9) (0.7,29.7) (-23.4,9.1) (2.4,22.1) (-23.1,4.1)
QOdds Ratio 2.84 0.64 3.21 0.68 2.86 0.60
(95% CI) (0.73,10.96) | (0.16,2.57) (0.88,11.79) | (0.28, 1.62) (1.10,7.45) | (0.30,1.22)
p-value 0.1049 0.5493 0.0621 0.3891 0.0272 0.1601
PGA-F 0/1 at W24, n (%) | 15(34.9) - 4(23.5) 21 (30.4) - 15 (31.9) 36 (32.1) - 19 (29.7)
Difference _ 8.6 _ 2.4 _ 2.4
(95% CI) (-20.2,37.4) (-19.9, 15.1) (-11.8,16.6)
QOdds Ratio _ 1.50 _ 0.89 _ 1.12
(95% CI) (0.37, 6.06) (0.40, 2.00) (0.57,2.19)
p-value - 0.5661 - 0.7881 - 0.7426

a Number of subjects with a baseline PGA-F score >3
p-values were obtained using a stratified Cochran-Mantel-Haenszel test.
Nominally significant p-values are designated using italicized type.

The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.
APR - apremilast; DEUC - deucravacitinib; PBO - placebo; W - Week
Source: M5.3.5.1-2 046 CSR Table S.5.20.13 (PGA-F 0/1); M5.3.5.1-3 047 CSR Table S.5.19.13 (PGA-F 0/1); M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.1.9 (PGA-F 0/1)
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3.2.1.63  EEORE

5 3 M ELEGABR CIXERIR AT 2T 2 — 27 I F =T OFMEE . pp-PGA (0/1) K=K
pp-PASI A A7 DR—RA T A )b QAR TRl L7z, FEHIRA IR 27 i, ~—2 T 1
D pp-PGA 27 7 3 LU b (FHEENOHEEOERIRE) OWBRE 255 L, #RE 2K T 6.9%
(116/1686 B) MWFHMIZE FALz, Hx ORERTIL, FHMAIGE & 7o 2 FAE L E 20 7o T BB 1
i BERRAE Z RS D 72 O D443 IR E B TIZ AR N2 046 BUBR K O 047 AR 2 A R
T5HZ L TERODAFHMIZAREE LT,

046 B, 047 B KL OFEAIRNT O 5 16 38 K O 5 24 D pp-PGA (0/1) 3 Wé&@mﬂ%ﬂ%
AT DR—=RAT A NS OEREORERE Table 3.2.1.6-3 (73T, 046 iBR K& O 047 RBrdklc, &5
16 D pp-PGA (0/1) FEFEIX, I BRBLERNTT 22— I v F= 7ﬁfﬁﬁm_mwoto
pp-PASI 227X, 047 RBRDOT 2 — I INVF=THTT 7 ALV SEELE (BE LD
p=0.0006) ,

AT TORSE- 16 D pp-PGA (0/1) ZEAEIL, 7T EHREE (16.0%) LHERXTT2—27 713y
F=T8E (49.1%) TEhr-o7o [BERIZE 33.1% (95%CI: 13.5,52.8) . 4 H E®D p=0.0052] , 72—
UGN F =T HED pp-PGA (0/1) EERRERITHE G 243812 EH L7z, %5 1638 O pp-PASI % =2 7 L.
2 (CEYE) 1220 Th, 78R (42) LR TT2a—2 INVF=TR (-13.3) THE—
AT A UIEDORENBD B BERIZE-9.1 (95% CL: —14.0,-4.2) . 4 H E® p=0.0004] .

EWRAEOFHEEH TlE, T2a— 2 IRV F=TRET LI TR MEOERDODH D ZEITED LU
R oiz,
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Table 3.2.1.6-3:

HEPEREICXT 2 A% - 5 16 BRUEE 24 D pp-PGA (0/1) FERFER DV pp-PASI DR—R T A VinbDOE

L& (046 FFR, 047 REAK UHAMENT) - FAS
IMO11046 IMO011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) | (N=166) (N=168) | (N=511) | (N=255) (N=254) | (N=843) | (N=421) (N=422)
pp-PGA Baseline n* n=18 n=_§ n=14 n=39 n=17 n=20 n=>57 n=25 n =34
E’?f?A 01at W16, | 14 555 0 6(429) || 18(462) | 4(23.5) 8(40.0) || 2849.1) | 4(16.0) 14 (41.2)
(1]
Difference 41.5 25.0 27.3 4.4 33.1 8.6
(95% CI) (6.8,76.1) | (-5.0,55.0) (1.4,532) | (-23.7,32.4) (13.5,52.8) | (-12.5,29.7)
Odds Ratio K 5.00 3.85 1.20 4.84 1.42
(95% CI) (0.54, 46.50) (0.90, 16.50) | (0.38,3.79) (1.50, 15.64) | (0.60, 3.36)
p-value b 0.1244 0.0594 0.7529 0.0052 0.4329
gl’(;Z?A 01at W24, | 15 667 - 8(57.1) || 20(51.3) - 11(55.0) | 32(56.1) - 19 (55.9)
Difference _ 52 _ -5.3 _ 1.2
(95% CI) (-16.5, 26.9) (-34.5, 24.0) (-19.9,22.4)
Odds Ratio ~ 2.00 ~ 0.82 ~ 1.05
(95% CI) (0.11,36.31) (0.27,2.47) (0.44, 2.49)
p-value - 0.6726 - 0.7092 - 0.9103
pp-PASI Baseline n* n=18 n=_§ n=14 n=39 n=17 n=20 n=>57 n=25 n =34
pp-PASI Baseline 12.1 17.8 23.9 17.7 17.3 14.9 15.9 17.5 18.6
Mean (SD) (8.70) (15.33) (20.34) (11.44) (11.46) (8.49) (10.90) (12.50) (15.00)
CFB in pp-PASI
Adjusted Mean CFB -13.9 -11.8
Shat Wie Q1o | C101@86) | 12123 | ([ | 07@68) | 98@50) |-133(155) | 42211 | -1L7(183)
Adjusted Mean -3.8 -1.8 -11.1 -2.0 9.1 -1.6
Difference (95% CI) 114,37) | (-7.8,4.2) (-173,-49) | (-7.8,3.9) (-14.0,-42) | (-5.9,2.8)
p-value 0.3071 0.5355 0.0006 0.5063 0.0004 0.4814
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
CFB in pp-PASI

Adjusted Mean CFB -12.3 -10.1

(SE) at W24 (2.33) -- -10.4 (2.53) (1.50) -- -10.7 (2.16) | -10.7 (1.34) -- -10.8 (1.65)

Adjusted Mean _ -1.9 _ 0.6 _ 0.2

Difference (95% CI) (-9.1,5.3) (-4.4,5.5) (-3.8,4.1)

p-value -- 0.5889 -- 0.8171 -- 0.9379

a Number of subjects with a baseline pp-PGA score > 3

b Odds ratios and p-value are not calculated because placebo response rate is 0.
Nominally significant p-values are designated using italicized type.
The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.
For pp-PGA 0/1, p-values were obtained using a stratified Cochran-Mantel-Haenszel test (NRI).
For CFB pp-PGA, adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model (mBOCF).

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; NRI - non-responder imputation; PBO - placebo; SD - standard deviation; SE - standard

error; W - Week

Source: M5.3.5.1-2 046 CSR Table S.5.20.14 (pp-PGA 0/1), Table S.5.23.13 (CFB pp-PASI); M5.3.5.1-3 047 CSR Table S.5.19.14 (pp-PGA 0/1), Table S.5.23.13 (CFB pp-PASI);

MS5.3.5.3-4 Global ISE, Appendix 3 Table S.4.1.10 (pp-PGA 0/1), Table S.4.9.1 (CFB pp-PASI)
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3.2.1.7 BERET U RO A
3.2.1.7.1  Psoriasis Symptoms and Signs Diary (PSSD)

PSSD |2 L D it D et L, ~X—RA T A 2 PSSD DIEIR A a7 | HiEA a7 RO A a7 nNEnE
UL LL OB k5 & U, HBRE 2R TH 90% DB E i ElIc & 7~ 046 3Br. 047 B
K OEA AT O P 516 18} O 5- 24 38 > PSSD B AR IE B O #k 5% Table 3.2.1.7-1 12777,

72¥5. PSSD DERKHIICEWRD & 5B EOBIEO R & 2 & ORIME A W TR Rl 5 4
046 3R K T 047 3R D4 CSRICHSfT L7= (M5.3.5.1-2 046 CSR, Appendix 9.2, M5.3.5.1-3 047 CSR,
Appendix 9.2) .

PSSD JERRA 2T

T a— INF =T OEGITED, RS EIR (DA, TR, REEL HEVR, KD
SV OBEAEELIIRG 16 HE ORG24 ICKEWET L RSN,

046 ER KON 047 BROWT LY . BE5- 16 3812 PSSD EIR A 2 728 0 2 35k L 7= 45 OEI A 1%

TIERBEUB L CT 2 — 7 IARAVF T HTIERHFZNICHRICE N> 72 (046 R T
p=0.0013, 047 &R&EX T p = 0.0005) , HAFHT CTHIFEERIC, &5 16 HOT 7 EREEE KL TT =
~75Av%:7ﬁfﬁﬂot(%ai®p<mmm TTVUITARELEORKIZBWTH, B
516 JIZ PSSD JEIR A 2 7 23 0 ARk L IR E OFIGIL, WMlRE b7 22— 7 I NN F =TT
@@%_mwotom FEMTCIE PSSD IR A 2 723 0 Z3Zhk L7 idE OFIG L, &5 16 #H L O
BE 24 HONWTNET 22— INRNVF=THETT T LITAMELYEN-T2 (&5 16 BTIEZ4
H EDp=0.0321, #5248 T34 H LD p=0.0007) .

MFRER DG 16 D PSSD IEIR A 2T DR—R T A L inD DB EDFEEIZONT, 7L T
A MEEHARTT 2 — 27 IV TF =T THEIFIICA BEREENRBD LU (p<0.0001) . Z0OFH
EAETEE 24 B THHERFSN TV (BB LD p<0.0001) , 77 EREEEDOREIZENTH, #&
516 @ PSSD JER A 2 7 AL EOFHMHEIX, W b T 2 — 7 IV F=TRETCIVEELE
(WFh b4 E EDp<0.0001) .

FEAMEHT O PSSD JEAR A =2 7 AL E D EEUE OFEFITE 2 OFEFER L —H L, &5 16 HOT 7%
REEE DORHE, 5 16 MM OEE 24 HOT7T S LI TR MNELDHEIZEBWWT, Ta—27 T30 F
=T CRELELELE (WITR B4 E B p<0.0001)
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PSSD X 27

T a—0 FNF =T ORGITEY . RO D il R, OOE ., . BiTE SOZREE,
FAR, W) OEEEEEIIRE 16 L OKRE 24 BICKEL WETDHZ RSNz,

iAER D PSSD f#ifi A a7 1%, &5 16 DT 7 BREEE OEE, &5 16 BN ORG24 DT 7L
STAMELEDOHEIZBWT, Ta—7 IRV F2TRHTIEIRNR—AT A U bRELEELE (W
Thb4 B EDp<0.0001) ,

AN D PSSD i A 27 DR_—A T A L b OBV B O EIEOFKEFILME 2 OFRBRAER L —
L. %5 16 O 7 AREELE DL, BE 16 LS 2407 7L I 7 A MEE OLEIZEBW
T, Ta— IRV F=THTRELLLELEZ (WFRb4 A LD p<0.0001)

046 XER, 047 3R M OFESFRHT TG 16 IZ PSSDUEA 273 0 TH o oA ORIGIX, T =
— 7 IR TF =T RETITENEIN 4.3%., 3.9%&0\4.0%?3@0%:75\ 7T RRBETIERD LR o
Too 77V T A ML OIELTIE, 047 3B &L O A MENT CIdf% G- 16 IZ PSSD 2 27 2% 0
Th o I RE DEE i&@ﬁﬁfﬂ%f%ot@ 046 RBRCTILT = — 7 7 3 F =7 RECHUE
IR o T, MR e 5 24 HIZ PSSD BUEA 278 0 ThH o IoBRE OEIGIL, Ta2a—2 7
NUF=TRETHML, HH Mﬁ1i77V‘?x%ﬁ<M%)kmmf7;~77n/% THE
(6.7%) TEWEIETH-7= (4B LD p=0.0456) .

PSSD#RA 27T

046 FRER KON 047 RERO WG, PSSD A a 7135 16 D7 7 BAREEE OtEk, %5 16 #H &
ORG24 BEOT TV ITAMEEDHERIZBWT, Ta2a— 0 IR F=THTIIN—ZAT714 00D
RELEFELE (WTFhb4H EDp<0.0001) .

HAIENT D PSSD #AA AT D= T A L3 E DAL E D SEHE O B3 H 2 DORERFER & — B L.
BE5 16 O 7 REELE OEE, &5 16 AR ORG24 OT7 7L T A MEL DHEIZBWT,
Fa— IR F=TRECRELLSKE L & HLEDp<0.0001) ,

046 FRER, 047 3RBR L OFEAIRHT CH# 5 16 I PSSDIEA I 778 0 TH o - E OB IX, T = —
77Av%:7ﬁfi%n%n3me2@@U»IMT%OK@ 75 v REETI mw%mtﬁo
Too 77V T A MEE OETIE, WRERK OFAIITC. &5 16 8 K O 5 24 12 PSSD # A
AT MO0 ThoToHREDOFEIGIZHOWNT, BEREICE®ROH 5 ZRITRO e o7,
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Table 3.2.1.7-1: &5 16 8K U5 24 D PSSD BIEFEAME B OREFR (046 3BR, 047 REBRK OHEEHFHT) - FAS
IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
PSSD Symptom Score | || _ 34 n =149 n=158 n = 466 n=238 n=232 | n=771 n =387 n =390
0 Baseline, n
PSSD Symptom Score
0 at W16, n (%) 24 (7.9) 1(0.7) 7 (4.4) 35(7.5) 3(1.3) 10 (4.3) 59 (7.7) 4 (1.0) 17 (4.4)
Difference 7.4 33 6.2 33 6.6 33
(95% CI) (4.1,10.7) (-1.0,7.7) (3.4, 8.9) (-0.3, 6.9) (4.5,8.7) (0.5,6.1)
Odds Ratio 13.67 1.84 6.40 1.82 7.94 1.82
(95% CI) (1.77,105.50) | (0.76,4.42) (1.94,21.15) | (0.89,3.71) (2.86, 22.05) (1.05, 3.16)
p-value 0.0013 0.1702 0.0005 0.0928 < 0.0001 0.0321
PSSD Symptom Score _ _ 81 _ 18
0 at W24, n (%) 30 (9.8) 8(5.1) 51(10.9) 10 (4.3) (10.5) (4.6)
Difference _ 4.7 _ 6.8 _ 59
(95% CI) (-0.0, 9.5) (2.9, 10.7) (2.9, 8.9)
Odds Ratio _ 2.05 _ 2.80 _ 242
(95% CI) (0.91, 4.62) (1.39, 5.63) (1.43,4.10)
p-value -- 0.0787 -- 0.0026 -- 0.0007
PSSD Symptom Score | || _ 356 | h=151 n=158 | n=466 n=239 n=233 | n=772| n=390 n =391
Baseline, n
Mean at Baseline (SD) 51.7 514 56.2 52.3 50.1 51.9 52.1 50.6 53.6
(25.16) (26.77) (25.21) (26.32) (24.79) (25.37) (25.85) (25.55) (25.37)
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
CFB in PSSD Symptom
Score at W16
Adjusted Mean CFB -26.7 -3.6 -17.8 -28.3 -4.7 -21.1 -27.2 -3.8 -19.3
(SE) at W16 (1.78) (2.13) (2.16) (1.05) (1.41) (1.44) (1.14) (1.36) (1.38)
Adjusted Mean -23.1 -8.8 -23.6 -7.2 -23.4 -7.9
Difference (95% CI) (-27.0,-19.1) | (-12.8,-4.9) (-26.9,-20.3) | (-10.5,-3.9) (-25.9,-20.9) | (-10.4,-5.4)
p-value < 0.0001 <0.0001 < 0.0001 <0.0001 < 0.0001 < 0.0001
CFB in PSSD Symptom
Score at W24
Adjusted Mean CFB -31.9 _ -20.7 -29.1 _ -21.4 -30.5 _ -21.4
(SE) at Week 24 (2.01) (2.37) (1.11) (1.51) (1.31) (1.55)
Adjusted Mean _ -11.2 _ -7.6 _ 9.1
Difference (95% CI) (-15.2,-7.3) (-11.0, -4.2) (-11.6, -6.5)
p-value -- < 0.0001 -- < 0.0001 -- < 0.0001
PSSD Sign Score 0 n=305| n=151 n=157 | n=466 n=238 n=233 | n=771| n=38 n =390
Baseline, n
PSSD Sign Score 0 at
W16, n (%) 13 (4.3) 0 3(1.9) 18 (3.9) 0 11 (4.7) 31 (4.0) 0 14 (3.6)
Difference 4.3 2.2 3.8 -0.8 4.0 0.4
(95% CI) (2.0, 6.5) (-1.0,5.4) (2.1,5.6) (-4.1,2.4) (2.6,5.4) (-1.9,2.7)
QOdds Ratio c 2.15 c 0.82 c 1.12
(95% CI) (0.61, 7.57) (0.38, 1.77) (0.59, 2.14)
p-value --° 0.2146 --° 0.6136 --° 0.7224
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
PSSD Sign Score 0 at _ _ _
W24, n (%) 22 (7.2) 5(3.2) 30 (6.4) 10 (4.3) 52 (6.7) 15 (3.8)
Difference _ 3.9 _ 2.3 _ 2.9
() 0.1, /. -1.2,0. D, .
(95% CI) (-0.1,7.9) (-1.2,5.7) (0.3,5.5)
Odds Ratio _ 2.30 _ 1.57 _ 1.81
0 .09, 0. .10, 3. UU, J.
(95% CI) (0.85, 6.23) (0.76, 3.26) (1.00, 3.25)
p-value -- 0.0896 -- 0.2186 -- 0.0456
PSSD Sign Score n=306 | n=151 n=158 | n=466 n=239 n=233 | n=772| n=390 n =391
Baseline, n
Mean at Baseline (SD) 553 55.5 58.6 57.7 55.7 57.2 56.7 55.6 57.8
(21.81) (23.12) (22.01) (22.13) (21.19) (21.29) (22.02) (21.93) (21.56)
CFB in PSSD Sign
Score at W16
Adjusted Mean CFB -28.9 -5.3 -20.0 -31.9 -7.1 -23.8 -30.2 -5.9 -21.8
(SE) at W16 (1.77) (2.12) (2.16) (1.02) (1.36) (1.39) (1.12) (1.33) (1.35)
Adjusted Mean -23.6 -8.8 -24.8 -8.0 -24.3 -84
Difference (95% CI) (-27.6,-19.6) | (-12.8,-4.9) (-27.9,-21.6) | (-11.2,-4.9) (-26.8,-21.9) | (-10.8,-5.9)
p-value < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001
CFB in PSSD Sign
Score at W24
Adjusted Mean CFB -33.8 _ -22.5 -324 _ -24.2 -33.2 _ -23.8
(SE) at W24 (2.02) (2.40) (1.10) (1.49) (1.31) (1.54)
Adjusted Mean _ -11.3 _ -8.2 _ -9.4
Difference (95% CI) (-15.2,-7.3) (-11.5, -4.8) (-12.0, -6.8)
p-value -- < 0.0001 -- < 0.0001 - < 0.0001
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
PSSD Total Score 0 n=305| n=151 n=158 | n=466 n=238 n=233 | n=771| n=389 n =391
Baseline, n
PSSD Total Score 0 at
W16, n (%) 9 (3.0 0 4(2.5) 12 (2.6) 0 9(3.9) 21 (2.7) 0 13 (3.3)
Difference 3.0 0.3 2.5 -1.2 2.7 -0.6
(95% CI) (1.1,4.9) (-2.8,3.4) (1.1, 4.0) (4.1, 1.6) (1.6, 3.9) (-2.7, 1.5)
Odds Ratio e 1.13 e 0.67 e 0.81
(95% CI) (0.34, 3.76) (0.28, 1.61) (0.40, 1.64)
p-value - 0.8458 - 0.3640 - 0.5649
PSSD Total Score 0 at
W24, n (%) 18 (5.9) -- 5(.2) 22 (4.7) -- 8(3.4) 40 (5.2) -- 13 (3.3)
Difference _ 2.6 _ 1.4 _ 1.9
(95% CI) (-1.2,6.4) (-1.6,4.5) (-0.5,4.2)
Odds Ratio _ 1.88 _ 1.45 _ 1.59
(95% CI) (0.68, 5.22) (0.63, 3.30) (0.84, 3.01)
p-value -- 0.2172 -- 0.3758 -- 0.1494
PSSD Total Seore n=306 | n=151 n=158 | n=466 | n=239 n=233 | n=772| n=39 n=391
Baseline, n
Mean at Baseline (SD) 53.5 53.4 57.4 55.0 52.9 54.5 54.4 53.1 55.7
(22.80) (24.35) (23.18) (23.63) (22.31) (22.68) (23.30) (23.09) (22.90)
CFB in PSSD Total
Score at W16
Adjusted Mean CFB -27.8 -4.4 -18.9 -30.1 -5.9 -22.5 -28.7 -4.8 -20.6
(SE) at W16 (1.74) (2.09) (2.12) (1.02) (1.36) (1.39) (1.11) (1.32) (1.34)
Adjusted Mean -23.3 -8.8 -24.2 -7.6 -23.9 -8.1
Difference (95% CI) (-27.2,-19.4) | (-12.7,-5.0) (-27.4,-21.0) | (-10.8,-4.4) (-26.3,-21.4) | (-10.6,-5.7)
p-value < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
N=332 N=166 N=168 N=511 N=255 N=254 N=843 N=421 N=422
CFB in PSSD Total
Score at W24
Adjusted Mean CFB -32.8 _ -21.6 -30.7 _ -22.8 -31.8 _ -22.6
(SE) at W24 (1.98) (2.35) (1.09) (1.48) (1.29) (1.52)
Adjusted Mean _ -11.2 _ -7.9 _ -9.2
Difference (95% CI) (-15.1,-7.4) (-11.2, -4.6) (-11.8,-6.7)
p-value -- < 0.0001 -- < 0.0001 -- < 0.0001

a PSSD Symptom Scores or PSSD Sign Scores or PSSD Total Scores > 1 at baseline
b Number of subjects with PSSD Symptom Score or PSSD Sign Score or PSSD Total Score evaluated at baseline and with at least 1 score post baseline

¢ p-value could not be calculated because there are 0 responders in the placebo group.

Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.

The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.

For PSSD Symptom/Sign/Total Score 0, p-values were obtained using a stratified Cochran-Mantel-Haenszel test (NRI).

For CFB PSSD endpoints, adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model (mBOCF).

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; NRI - non-responder imputation; PBO - placebo; SD - standard deviation; SE - standard
error; W - Week

Source: M5.3.5.1-2 046 CSR Table S.5.23.7 (CFB Symptom Score), Table S.5.23.8 (CFB Sign Score), Table S.5.23.9 (CFB Total Score) Table S.5.20.7 (Symptom Score 0), Table
S.5.20.8 (Sign Score 0), Table S.5.20.9 (Total Score 0); M5.3.5.1-3 047 CSR Table S.5.23.7 (CFB Symptom Score), Table S.5.23.8 (CFB Sign Score), Table S.5.23.9 (CFB Total
Score) Table S.5.19.7 (Symptom Score 0), Table S.5.19.8 (Sign Score 0), Table S.5.19.9 (Total Score 0); M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.9.2 (Symptom Score, CFB),
Table S.4.9.3 (Sign Score, CFB), Table S.4.9.4 (Total Score, CFB), Table S.4.1.6 (Symptom Score 0) , Table S.4.1.13 (Sign Score 0), Table S.4.1.14 (Total Score 0)
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3.2.1.7.2  Dermatology Life Quality Index (DLQI)

DLQI (2 X D MEDFAMIX, ~N—AF A 2D DLQI A= 778 2 LI EOWERE 268 L L, #REs
T 96.7% (1631/1686 f5]) WFHAMIZE Eilz, MAMHTO DLQL A 2T D_X—2 T A » OYH)fEIL
120 TH Y, #HEIZ LD QOL ~D R X REZENRO b7z (M5.3.5.3-4 Global ISE, Appendix 3
Table S.4.9.5) . 046 iR, 047 RS OHA IR OG- 16 1 K OG- 24 3 D DLQI D f 4 Table
3.2.1.7-2 1R,

T a— I INTTF =T OREICEY . QOL IZXT 2D BIT G 16 # kO 5 24 IT K E <
UGETHZ LR ENTZ, WRBRE b5 16 O DLQI (0/1) EREFRILZ, 7T B RBELETT 2
— 7 IR F = TR FENICAEEICE o7 (p<0.0001) ., 77 LT A MEEDOEIZE N
TH, &5 161K O 24O DLQI (0/1) ZERRIZT 2 — 27 I\ F =T TahoTc (0T
H4 H ED p<0.0088) .

ﬁﬁ%f@DUﬂ@m~%74/ﬁ%@wm$®1ﬂﬁi BhE 16 MO T vAREEE DO, #&5
R OEE 24 OT 7 VI T A MEEDORBIZBWT, Ta—27 I F=T7HTHELEZ (W
#n%%ai®p«mmno

AT DLQI (0/1) R K Y DLQI ZA L B SEHME DR RT3l 2 ORBRiER & —BH L, &5
16 MOT T EREELE DKL, 5 16 AEOHE 24 HO7 7L I T A MNEEDHBRICBWT, T =
— 7 INRTF =T TRELHELLE (Wb 4H EDp<0.0001)
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Table 3.2.1.7-2: 5 16 @R ¥ 5- 24 O DLQI BEEFHEE B ORER (046 3Bk, 047 BB K HEE#EHT) - FAS

IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) | (N=843) | (N=421) (N=422)
Baseline, n* n =322 n =160 n =161 n =495 n =246 n =247 n =817 n =406 n =408
DLQI 0/1 at W16, n (%) 132 (41.0) 17 (10.6) 46 (28.6) 186 (37.6) 24 (9.8) 57 (23.1) | 318(38.9) | 41 (10.1) 103 (25.2)
Difference 30.5 12.3 27.9 14.6 28.8 13.7
(95% CI) (23.4,37.6) | (3.4,21.1) (22.2,33.7) | (7.8,21.3) (24.4,33.3) | (8.3,19.1)
Odds Ratio 6.04 1.73 5.38 2.01 5.68 1.89
(95% CI) (3.46,10.53) | (1.15,2.60) (3.42,8.47) | (1.42,2.85) (3.99, 8.08) | (1.45,2.46)
p-value <0.0001 0.0088 <0.0001 < 0.0001 < 0.0001 < 0.0001
DLQI 0/1 at W24, n (%) 155 (48.1) -- 39 (24.2) 205 (41.4) -- 53 (21.5) || 360 (44.1) -- 92 (22.5)
Difference _ 24.3 _ 20.0 _ 21.5
(95% CI) (15.7, 32.8) (13.3,26.7) (16.2,26.8)
Odds Ratio _ 2.98 _ 2.60 _ 2.71
(95% CI) (1.95,4.57) (1.83,3.71) (2.07, 3.55)
p-value - < 0.0001 - < 0.0001 -- < 0.0001
DLQI Baseline, n" n =330 n =163 n=162 n =502 n =253 n =251 n = 832 n =416 n =413
. 12.0 11.4 12.4 11.8 11.8 12.5 11.9 11.6 12.5
Mean at Baseline (SD) (6.68) 6.61) (6.78) (6.53) 6.81) (6.66) (6.59) 6.72) (6.70)
CFB DLQI at W16
Adjusted Mean CFB (SE) | -8.5(0.42) | -3.3(0.50) -5.9(0.51) || -7.6(0.24) | -3.0(0.33) | -5.8(0.33) || -8.1(0.27) | -3.3(0.32) | -6.0(0.33)
Adjusted Mean Difference -5.2 -2.6 -4.5 -1.7 -4.8 2.1
(95% CI) (-6.1,-4.2) | (-3.5,-1.7) (-5.3,-3.8) | (-2.5,-1.0) (-54,-42) | (-2.7,-1.5)
p-value < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001 < 0.0001
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IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
CFB DLOQI, W24, n (%)
Adjusted Mean CFB (SE) -8.6 (0.43) -- -5.6 (0.52) | -7.5(0.25) -- -5.5(0.34) | -8.1(0.30) -- -5.7(0.35)
Adjust Mean Difference _ -2.9 _ -2.1 _ 24
(95% CI) (-3.7,-2.1) (-2.8,-1.3) (-3.0, -1.8)
p-value -- < 0.0001 -- < 0.0001 -- < 0.0001

a Number of subjects with a DLQI Score > 2 at baseline
b Number of subjects with a DLQI Score evaluated at baseline and with at least 1 score post baseline
Statistically significant p-values are designated using boldface type and nominally significant p-values are designated using italicized type.
The difference and odds ratios are expressed as the difference between DEUC and PBO or DEUC and APR.
For DLQI 0/1, p-values were obtained using a stratified Cochran-Mantel-Haenszel test (NRI).
For CFB DLQI endpoints, adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model (mBOCF)
APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; NRI - non-responder imputation; PBO - placebo; SD - standard deviation; SE - standard

error; W - Week

Source: M5.3.5.1-2 046 CSR Table S.5.20.12, Table S.5.23.10 (CFB); M5.3.5.1-3 047 CSR Table S.5.19.12, Table S.5.23.10 (CFB); M5.3.5.3-4 Global ISE, Appendix 3 Table

S.4.1.8, Table S.4.9.5 (CFB)
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3.2.1.7.3  36-Item Short Form Health Survey (SF-36)

046 PR} OY 047 sBROFE - 16 3 L OB E- 24 1D SF-36 PCS A 27 LTI MCS A2 7 D_X—RA 7 A
B O E %A Table 3.2.1.7-3 (17 ¥, MakRE $12 SF-36 PCS 227, &5 16 HOT T &R
BEE O (4 H EDp<0.0003) . HE24HO7 7L IT5 2 MEEORE: (4 H LD p<0.0045)
WZBWTC, Ta— 2 INVF=THTRESEE L, 77 VI TAMEE O TIE, &5 168
® SF-36 PCS A =2 7 2t DFEIMEIL 046 ABR CITHEM TR b oo b DD (4 H EO
p=0.1295) | 047 RBRTIIT 2 — 727 IRV F =T HTEHENRDO LN (4 H ED p=0.0218) .
AL b, Ta—7 TNV F=TRETIE SF-36 PCS A 2 7 2 L BEOEIMHEIL, BEEAL _E%?i,cﬂzd\
720 2.5 G 16 L OG- 24 112 kA5 7228 (Maruish, 2011) | 778 REELKRT 7L I T A K
#£D SF-36 PCS A 2 7 2L B O EEEIL, BRI EE e/ N2 & R L 7R o 72,

046 RERCIX, T2 —727 TV F =T RED SF-36 MCS A7 1d, #5 16 DT 7 v REEL L TK
L EEL BEHEDOP=00182) |\ &5 16 R OFKE 24 HOT 7L I T A MEE AR THENR
Do (FRENA B EO p=0.0251 O p=0.0024) , 047 RERTIX, T 2—2 IV F =Tkt
? SE-36 MCS A2 2 7 AV EDOEfEIL, 7T B RBEMORT F LI T X MELRIRETH-T-,
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Table 3.2.1.7-3: #E 16 BRUEE 24 8D SF-36 PCS X 27 RUMCS 227 DR—A T A U hbDOELE « L4585
(mBOCF %) (046 AABRK U 047 3ABR) - FAS
IM011046 IM011047
DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254)
Baseline, n* n =329 n =161 n =162 n =499 n =253 n =249
Baseline Mean (SD) 49.7 (7.49) 49.1 (8.34) 48.5 (8.49) 49.1 (8.48) 49.4 (9.45) 49.0 (8.74)
CFB in SF-36 PCS
Adjusted Mean CFB (SE) at W16 2.8 (0.46) 0.8 (0.55) 2.1(0.57) 2.7 (0.27) 1.1 (0.37) 1.7 (0.37)
Adjusted Mean Difference (95% CI) 2.0(1.0,3.1) 0.8(-0.2,1.8) 1.6 (0.7, 2.4) 1.0 (0.1, 1.9)
p-value < 0.0001 0.1295 0.0003 0.0218
Adjusted Mean CFB (SE) at W24 3.2(0.54) - 1.7 (0.64) 3.1(0.30) - 1.8 (0.41)
Adjusted Mean Difference (95% CI) -- 1.6 (0.5, 2.6) -- 1.4(0.4,2.3)
p-value -- 0.0029 -- 0.0045
Baseline, n* n =329 n =161 n =162 n =499 n =253 n =249
Baseline Mean (SD) 52.9 (8.90) 53.4 (7.46) 53.2(8.41) 54.4 (7.63) 54.1 (7.83) 53.5(8.06)
CFB in SF-36 MCS
Adjusted Mean CFB (SE) at W16 1.8 (0.51) 0.4 (0.60) 0.5 (0.62) 0.4 (0.29) -0.0 (0.40) 0.7 (0.40)
Adjusted Mean Difference (95% CI) 1.3(0.2,2.5) 1.3(0.2,2.4) 0.5(-0.4,1.4) -0.3 (-1.2, 0.6)
p-value 0.0182 0.0251 0.3095 0.5347
Adjusted Mean CFB (SE) at W24 2.2 (0.57) - 0.4 (0.68) 0.4 (0.29) - 0.8 (0.40)
Adjusted Mean Difference (95% CI) -- 1.7 (0.6, 2.8) -- -0.4 (-1.3,0.5)
p-value -- 0.0024 -- 0.4190

a Number of subjects with SF-36 PCS or MCS Score at baseline and at least 1 score post baseline
Adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model. Nominally significant p-values are designated using italicized type.
The difference is expressed as the difference between DEUC and PBO or DEUC and APR.
APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; PBO - placebo; SD - standard deviation; SE - standard error; W - Week

Source: M5.3.5.1-2 046 CSR Table S.5.23.16 (MCS), Table S.5.23.17 (PCS); M5.3.5.1-3 047 CSR Table S.5.23.16 (MCS), Table S.5.23.17 (PCS)
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3.2.1.74 Euro Quality of Life Five Dimensions Questionnaire: 3-Level Version (EQ-5D-3L)

046 FBR & Y 047 SER D - 16 T L O 5 24 D EQ-5D-3L VAS A 27 DRX—RZ 7 A L) Emmt
B4 Table3.2.1.7-41277, MaBRE biC, #5160 EQ-5D-3LVAS A = 7 &{b& (CE¥IHE) |
TITRERBHEUARTT 2= I\ F =T THE L (046 BRTIT4A H LD p <0.0001, 047 ait
B Cid4 H £ p=0.0022) .

W T, &5 161D EQ-5D-3L VAS X 2 7 Z k& (CE¥IfH) X, 7R LH_RTTa—2 7
N FoTRECHE L (046 iRBRCIlI4 B ED p<0.0001, 047 3Bk T34 H ED p=0.0022) , #
16 MEROEE 24 HOT7 7L I 7 A MEE ORI TIL, 046 MR TIXT 22— 27 TNV F=THOD
EQ-5D-3LVAS A a7 3k#E L7z (ENETN4 B LD p=0.0059 O p=0.0028) 73, 047 ikl ClI K
TRUFEITRO Dol (FNENLE LD p=0.2434 KD p=0.1366) .

A MEHTCD EQ-5D-3L VAS 2 2 7 & ki (CE¥IE) 1%, &5 16 HOT 7ROl (4H L
D p<0.0001) . F5 16 AKOFKE 24 DT 71T A MELDHEICHWNT (& H EDp=0.0059
LD p=0.0015) . T 2—27 TN F=TRECEENRD DLz,
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Table 3.2.1.7-4:

BE5 16 BRUHE 248D EQ-5D-3L VAS 2 a7 DR—Z 5 A b DELE : 5O (mBOCFE) (046

B, 047 REBRE U EMENT) - FAS

IM011046 IM011047 Pooled IM011046 and IM011047
DEUC PBO APR DEUC PBO APR DEUC PBO APR
(N=332) (N=166) (N=168) (N=511) (N=255) (N=254) (N=843) (N=421) (N=422)
Baseline, n* n =328 n =160 n =161 n =477 n =245 n =242 n=805 n=405 n=403
Baseline Mean (SD) 71.8 74.9 71.8 74.7 75.3 71.5 73.5 75.1 71.6
(18.97) (17.36) (17.81) (18.54) (18.10) (19.65) (18.76) (17.79) (18.92)
Adjusted Mean CFB 7.5 0.9 3.8 4.7 1.2 34 5.1 0.3 2.8
(SE) at Week 16 (1.18) (1.41) (1.45) (0.71) (0.96) (0.96) (0.71) (0.87) (0.87)
Adjusted Mean 6.6 3.6 3.5 1.3 4.8 2.4
Difference (95% CI) (4.0,9.2) (1.1,6.2) (1.3,5.7) (-0.9, 3.6) (3.1,6.5) (0.7,4.1)
p-value < 0.0001 0.0059 0.0022 0.2434 < 0.0001 0.0059
Adjusted Mean CFB 6.2 _ 2.1 5.7 _ 4.1 4.9 _ 2.2
(SE) at Week 24 (1.37) (1.64) (0.68) (0.92) (0.76) (0.90)
Adjusted Mean _ 4.1 _ 1.6 _ 2.7
Difference (95% CI) (1.4,6.7) (-0.5,3.7) (1.0, 4.3)
p-value -- 0.0028 -- 0.1366 -- 0.0015

a Number of subjects with an EQ-5D VAS score at baseline and at least 1 score post baseline

Adjusted means, 95% confidence intervals, and p-values from an analysis of covariance model.
Nominally significant p-values are designated using italicized type.
The difference is expressed as the difference between DEUC and PBO or DEUC and APR.

APR - apremilast; CFB - change from baseline; DEUC - deucravacitinib; PBO - placebo; SD - standard deviation, SE - standard error

Source: M5.3.5.1-2 046 CSR Table S.5.23.18; M5.3.5.1-3 047 CSR Table S.5.23.18; M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.10.2 (Week 24, pooled), Table S.4.10.3 (Week
24,1M011046), Table S.4.10.4 (Week 24, IM011047)
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3.2.1.8 TR OMERF I OFRii

ARIETIE, 046 RER KL N 047 SRBR COT 2 — 27 T X F =7 D 52 BEEGZ X 2 BHIA MO 5 R
TINT

046 FER K N 047 ROHRT A LNC LV . WFRORBR LT 2 —2 TR0 F =70 52 WO
BB G L DR OMEFF I L7z, X 51, 046 RBR CTII& 5 24 W K O 52 Ol T L
AR NI L B R 72 B0 2 510 L. 047 3RBR CIE. #5- 24 12 PASI 75 # &k L7727
2= INRVF =T HOWRE X, Ta—27 IV F =7 (kiR EE) 37 78R (FE5HIE
BE) OWTHNICET VF2MEEN, T a—27 IV F =T ORBROMER L OFieett (HIRUTHE
) AR L7,

32181 #&E 2@ O

046 RERTIE, T 2— 27 I\ F=7% 52 HMEG Lz & XD PASI 75 R K OV sPGA (0/1) i
R A L. ke 512 X 2 A RO R Sz, 046 3ABR D PASI 75 EERLER K OV sPGA (0/1)
RO GBI D& G- 52 F TORRFELE Z 2 Figure 3.2.1.8-1 &2 OF Figure 3.2.1.8-3 (2R
‘a—o

T a— 0 FRNUF =T EEOPASITS AL, # 5 1611258.4%, #5242 69.3% & 88 LT,
ZTDO%EE 52 E THEFFS L2 (65.1%) o, 7 ERBETIHERE 16 I 7R NET 2—27 I
VF=TICEV RN, YDAk 4 (5 20) @ PASI 75 #ERERIX 262% ThHh o7, BV
Bxth 12 (F5 28 ) @ PASI 75 FERK=RIT 59.0% T, T 2—27 IV F =T HO#KE 16 BHO

PASI 75 R R L AR JE T& - 7= (Table 3.2.14-1, M5.3.5.1-2 046 CSR, Table S.5.20.2,
Table 8.5.22.12) ,

sPGA (0/1) BERKE Y PASI 75 EERRE —B LICRHEANE b, Ta2a—27 TN T F= 7%@ sPGA
(0/1) ERERIT, &5 16 121% 53.6% T, &5 52 WE CTHEFr Sz (52.7%) o &5 168
ERNOT 2—7 TRV F =TI FZ T ERE TO®RE 321 (B0 2% 161) O sPGA
(0/1) EACEIL 53.5% T, 7T a— 27 I\ F=THOKE 16 D sPGA (0/1) R L [FEE TH
~7= (Table 3.2.1.5-1, M5.3.5.1-2 046 CSR, Table S.5.22.11) ,

046 RERDOT 7L 2 T A MEICKIT 545 24 #HD PASI 50 L AR & —5D PASI 75 R LY
sPGA (0/1) FE[E % Figure3.2.1.8-2 & (X Figure 3.2.1.8-4 |Z/v9, $%5- 24 12 PASIS0 % 5% L 7= 1k
B (87 ) 117 7L T A MEE &ML, PASI S0 2R Lo R (54 ) 137 = —
JIGNRUF 2T BEZ N, THFVITARIDST 2a—2 IV F=T 12UV B bNT-H
BREClX, WX 14 8 (%5 328) (C PASI 75 BERRA W= L (22.2%) . &5 52 % CokE
Ligel 7= (46 3%) (M5.3.5.1-2 046 CSR, Table S.5.22.12) . sPGA (0/1) ZEMREHFREDOFERTH Y |
#5241 PASI 50 2 FERETICT LI T A NS T 2a— 27 IRV F =AUV B b5
#? sPGA (0/1) BERRIIUID B 2% 8 (RG32#) cekEL (185%) . HFE 2 M E ThEL
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w7 (42.6%) (M5.3.5.1-2 046 CSR, Table S.5.22.11) . 77 L 2 7 X kO 5%k Li-grE D
PASI 75 ZER R L OV sPGA (0/1) ZERRIZE G- 52 8 & CHERF S L7,

Figure 3.2.1.8-1: PASI 75 ZRER O E 52 B E TORKFEIL : /) VAR X —Hii5EE (046
AER) -FAS
80
& 60
o
e
e
P 40
1]
5
o 20
4
o
0 -
Week
—&— BMS5-986165 6 mg QD(N=332) —&— Placebo(N=166) - - @ -- PBO-BMS-986165(N=145)
—#—— Apremilast 30 mg BID(N=168) -- 4r -- Apremilast 30 mg BID(N=87) - - # - - Apremilast-BM5-986165(N=54)
BMS986165 6 mg QD 16/332 40/332 1200332 161/332 195/332 211332 230332 225332 228/330 217326 218/320 217324 226/325 219/332
0 0166 4/166 9/166 1B/166 21/166
PBO-BMS-986165 38145 65145 85/144 95144 102145 96/142 103144 102/145 100/145
Apremilast 30 mg BID 1 4/168 13/168 35/168 51/168 59/168 60/168 64168 61/87 66/87 57/86 60/85 56/84 56/85 61/86
Apremilast- BMS-984165

2254 21754 26/54

The green closed triangles represent PASI 50 non-responders in the apremilast group at Week 24 who were switched
to deucravacitinib, and the green open triangles represent the PASI 50 responders in the apremilast group at Week 24
who continued on apremilast.

BMS-986165 - deucravacitinib

Source: M5.3.5.1-2 046 CSR Figure S.5.13.2

. ~ ), > hY 5 N
Figure 3.2.1.8-2: TV I T A EED PASI S0 L AR X —5] PASI 75 EBREOHKR G- 52 B
> . ‘_ it" =
TORBEL : ) VU VARV F—HizElE (046 BR) - FAS
80
;@ 60
g
c 40
o]
o
3
2 20
0 —
Week
—=4A—— Week 24 PASI 50 R (N=87) —#A — Week 24 PASI 50 NR (N=54) — &« — Apremilast-BMS-986165 (N=54)
Week 24 PASI 50 R 0 4 12/87 31/87 45/87 54/87 57/87 64/87 61/87 66/87 57/86 58/85 56/84 56/85 60/86
Week 24 PASI 50 NR 0 0 0/54 2/54 2/54 0/54 0/54 0/54
Apremilast-BMS-986165 0/54 3/54 12/54 21/54 22/54 21/54 26/54 25/54

Week 24 PASI 50 responders (R) are defined as subjects who were originally randomized to apremilast and achieved
PASI 50 response at Week 24 and continued to receive apremilast through Week 52

Week 24 PASI 50 non-responders (NR) are defined as subjects who were originally randomized to apremilast and did
not achieve PASI 50 response at Week 24 and were switched to deucravacitinib 6 mg QD.

BMS-986165 - deucravacitinib

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.4.10.2
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Figure 3.2.1.8-3: sPGA (0/1) ERFOEE 52 WE TORREN : UV VARV F—H5EE
(046 3ER) - FAS

60
‘c\? 504
g 401
<
v 304
c
S5 201
o
b 10
4
0 -
Week
—=&— BMS-986165 6 mg QD(N=332) —&— Placebo(N=166) - - % - - PBO-BMS-986165(N=145)
—#— Apremilast 30 mg BID(N=168) - - - - - Apremilast 30 mg BID(N=87) - - 4 - - Apremilast-BM5-986165(N=54)
BMS-586165 6 mg QD 21738 54312 2R 161332 178332 179332 195332 1871332 187/330 178326 1747320 182324 187/325 177332
Placebo 100166 4166 91166 14/166 127166
PBO-BMS-936163 38n145 58/145 68/144 1744 80/145 121142 8344 82n4s 79145
Apremilast 30 mg BID 19168 15168 40/168 51168 54/168 54/168 52168 44/87 4487 1186 4185 40/34 4285 45/86
Apremilast-BMS-986165 454 10/54 17/54 20/54 2254 5

The green closed triangles represent PASI 50 non-responders in the apremilast group at Week 24 who were switched
to deucravacitinib, and the green open triangles represent the PASI 50 responders in the apremilast group at Week 24
who continued on apremilast.

BMS-986165 - deucravacitinib

Source: M5.3.5.1-2 046 CSR Figure S.5.13.1

Figure 3.2.1.8-4: T L IF A MEED PASIS0 VAR X —R sPGA (0/1) ZERREOEE- 52
BEE COREE . )V VAR —5EE (046 3R88) - FAS

60
50 - |
g 401 ' *
[ |
2 30 |
g
2 20 |
o |
10 |
o4 —_— — —A— —
12 4 8 12 16 20 24 28 32 36 40 a4 48 52
Week
—A—— Week 24 PASI 50 R (N=87) —# — Week 24 PASI 50 NR (N=54) — * — Apremilast-BMS-986165 (N=54)
Week 24 PASI 50 R 0 6 10/87 35/87 45/87 52/87 51/87 51/87 44/87 44/87 41/86 40/85 40784 42/85 44/86
Weck 24 PASI 50 NR 02 2/54 3/54 2/54 1/54 1/54 1/54
Apremilast-BMS-986165 1/54 4/54 10/54 14/54 17/54 20/54 22/54 23/54

Week 24 PASI 50 responders (R) are defined as subjects who were originally randomized to apremilast and achieved
PASI 50 response at Week 24 and continued to receive apremilast through Week 52.

Week 24 PASI 50 non-responders (NR) are defined as subjects who were originally randomized to apremilast and did
not achieve PASI 50 response at Week 24 and were switched to deucravacitinib 6 mg QD.

BMS-986165 - deucravacitinib

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.4.10.1
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046 RERDT =2 — 7 T /30 F =T HED PASI 75 FERICH,  PASI 90 IR K TN PAST 100 L O 255
Ta G 52 8 £ TRIGZ(L A Figure 3.2.1.8-5 12, sPGA (0/1) AR K Y sPGA (0) FERROHE
GBRMA #2552 1 F TRk % Figure 3.2.1.8-6 I[Z7R7,

046 FRBR CTIE, PASI 7S EERKER L FAIERIC, T 22— T30 F =7 EED PASI 90 K & O PASI 100
RREITEEG 52 E THERF S L2 (BN 44.0% K% 18 19.3%) . sPGA (0/1) FERE & [FERIZ, T =
— 7 INUF=THEOPGA (0) EEKFRIZOWTH, &5 52l F THEFFS 7z (23.5%)  (M5.3.5.1-
2 046 CSR, Table S.5.22.11, Table S.5.22.12)

. > = ,3> — R ~. 5 ~ 5
Figure 3.2.1.8-5: T a— FNUF=TEED PASI 75 R, PASI 90 ZERE K Y PASI 100
> 3 3 > . S ==y 2
ERRBORE 52 BE CTORBEE( : )V VARV F—fismiE (046 RBR) -
FAS
80 -
g 60
]
5
w 40
w0
c
[=]
2 204
[
o
o
Week
—&— PAS| 75 - -4 --PASI 90 —& — PASI 100
PASI75 40/332 120/332 161/332 194/332 210/332 230/332 225/332 226/330 217/326 216/320 216/324 225/325 216/332
PASI90 5/332 39/332 88/332 118/332 125/332 140/332 142/332 147/330 151/326 150/320 153/324 150/325 146/332
PASI 100 0/332 7/332 28/332 47/332 50/332 58/332 66/332 61/330 62/326 67/320 61/324 66/325 64/332

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.5.18.1

Figure 3.2.1.8-6: Ta—7 INUF=TED sPGA (0/1) ZFRLEKR U sPGA (0) ZRREDE
5 528 E CORBLEA : ) U VAR F—HHEEE (046 3BR) - FAS
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50

40

30 -

20

Response Rate (%)

104

Week
—®&— sPGA0/1 ----sPGAO

SPGA 0/1 59/332 127/332 161/332  178/332  178/332 195/332 187/332 185/330 177/326  171/320 181/324  187/325 175/332
SPGA O 0/332 14/332 42/332 58/332 63/332 67/332 76/332 69/330 74/326 76/320 75/324 73/325 78/332

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.4.6
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32182 HEUBEDOVARUVEF—IIBITBT 2 —27 G F =T OFEDMEOHEE:

046 FRABR N N 047 RER DT 2 — 7 TR F =T HET, 5 24112 PASI 75, PASI 90, PASI 100 X%
sPGA (0/1) ZEERR L7=#ERE (VAR Z—) IZBITDHHEG 52 HOT 22— 7 T F =7 D%
DOHEFRF 2 5Fm L 7=,

047 A5

047 EBRDT 22— 27 TR F =T RHETOHRE 24 WO L AR H— 12 BI1T 5 #5 52 8D PASI R
F Y sPGA (0/1) FERLERDO#EF;Z Table 3.2.1.8-1 (TR T, T aoa—27 IRV F=TRETHYG 24 BIC
PASI 75 Z BERL L7208 D 9 B, fkfee i 5-ED 80.4% 23 5- 52 # (2 PASI 75 & 2Rk L 7= D% L,
BH R IERECIE 313% Th o7, FEEIC, T 2—27 IV F = TRETHE G 24 1T PASI 75 &Rk L
sPGA (0/1) HERLIEERE D > 6, H&5 52 I sPGA (0/1) ZRER LT R 1, IR

(23.5%) & ATk G8F (70.3%) CTREid o7, #5524 3812 PASI90 X% PASI 100 % ik L 72
BB E O# - 52 D PASI 90 FERKFE X IE PASI 100 EERKRICOWT b, B G HIERE L Tk 5
HECTHERF SN TRY, Ta2a—7 IV F =T OROMEF DR ENT,

Table 3.2.1.8-1: BE 224EO VAR F—IZBIT 55 528D PASIZRE KR U sPGA
(0/1) ERE : )V VAR F—H5EHE (04738) - FAS
DEUC-DEUC DEUC-Placebo
Efficacy Endpoint (Maintenance Group) (Withdrawal Group)

PASI 75 Responders at Week 52, n (%) 119/148 (80.4) 47/150 (31.3)
PASI 90 Responders at Week 52, n (%) 63/86 (73.3) 17/78 (21.8)
PASI 100 Responders at Week 52, n (%) 22/35 (62.9) 2/31 (6.5)

sPGA 0/1 Responders at Week 52, n (%) 83/118 (70.3) 28/119 (23.5)

Response rate is the number of sPGA 0/1 responders (or PASI 75/90/100 responders) at Week 52, over the
corresponding Week 24 responders.

DEUC - deucravacitinib

Source: M5.3.5.3-4 Global ISE, Appendix 3 Table S.5.20.2.8 (PASI 90), Table S.5.20.2.9 (PASI 100); M5.3.5.1-3 047 CSR Table
S.5.20.1.2.1 (PASI 75), Table S.4.6.3 (sPGA 0/1)

046 B

046 FERDT 22— 27 TN F =T RETOHRG 24 O L AR H— 12 BI1T 55 52 8D PASI j EJZ#
F Y sPGA (0/1) FEREROMEFFZ Table 3.2.1.8-2 IR, T a—27 IV F=THTHRE 24
PASI75 X% sPGA (0/1) ZERK L7-#BRE DIZ & A E03F 5 52812 % PASI75 XIE sPGA (0/1) %

R L7e (81.3%X 10X 77.4%) ., #5242 PASI 90 X% PASI 100 %éﬁk L 7R D F G- 52 I D
PASI 90 ZERKEE T PASI 100 R IX, £ 73.6% XL 621%THY, T 2a—7 TR F=7D
52 A OfkGE 512 X D HNEDO RGN R STz,
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Table 3.2.1.8-2: BE 24 BO VAR FZ—IZBI1T B85 52 D PASLERFR K U sPGA
(0/1) ERE : )V VAR F—H5EHE (046 3ABR) - FAS
Efficacy Endpoint DEUC 6 mg QD

PASI 75 Responders at Week 52, n (%) 187/230 (81.3)

PASI 90 Responders at Week 52, n (%) 103/140 (73.6)

PASI 100 Responders at Week 52, n (%) 36/58 (62.1)

sPGA 0/1 Responders at Week 52, n (%) 151/195 (77.4)

Response rate is the number of sPGA 0/1 responders (or PASI 75/90/100 responders) at Week 52, over the
corresponding Week 24 responders.

DEUC - deucravacitinib

Source: M5.3.5.1-2 046 CSR Table S.5.20 (sPGA 0/1), Table S.5.21.1 (PASI 75); M5.3.5.3-4 Global ISE, Appendix 3 Table
S.5.21.2 (PASI 90), Table S.5.21.3 (PASI 100)

32183 &5 4BROEE 52 B8ORS TORIR DR

046 FER TIET 2 — 2 IV F =T OZNROFHE & 7 il 5 72012, &5 24 1 L O 5- 52 18 oo iy
JUZ PASI 75, PASI 90 X UF sPGA (0/1) % #ERK L 72 BRE OEIGIZONWT, 77 LI TR b L g
L7= (Table3.2.1.8-3) , #4524 ¥} O 5 52 38 OO i 55T D PASI 75 EERCR, PASI 90 R I Y
SPGA (0/1) FERRFEIX, 77 VITAMELARTT 22— 7 IRV F =T THRIFZNICERICE
< (ENZEIp<0.0001, p<0.0001 ZWp=0.0002) . 77/ LITAMELHRTT 2—27 TN\ F
= T REDFHHI I B IMEDR R ST,

Table 3.2.1.8-3: &5 24 BROKE 52 BOFK R TO PASI 75 ERLE, PASI 90 ZEKR O}
SPGA (0/1) ERRFE : / VY VARV F sk (046 3ER) - FAS
DEUC Apremilast
(N=332) (N=168)
PASI 75 at Week 52 and Week 24, n (%) 187/332 (56.3) 51/167 (30.5)
Difference (95% CI) 25.5(16.9, 34.0)
Odds Ratio (95% CI) 3.11 (2.06, 4.69)
p-value <0.0001
sPGA 0/1 at Week 52 and Week 24, n (%) 151/332 (45.5) 37/167 (22.2)
Difference (95% CI) 23.0(14.9, 31.1)
Odds Ratio (95% CI) 3.03 (1.96, 4.69)
p-value <0.0001
PASI 90 at Week 52 and Week 24, n (%) 103/332 (31.0) 26/167 (15.6)
Difference (95% CI) 15.2 (8.0,22.4)
Odds Ratio (95% CI) 2.55(1.55,4.19)
p-value 0.0002
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p-values were obtained using a stratified Cochran-Mantel-Haenszel test.

Statistically significant p-values are designated using boldface type.

The difference and odds ratios are expressed as the difference between DEUC and Apremilast.
DEUC - deucravacitinib

Source: M5.3.5.1-2 046 CSR Table S.5.16.1 (sPGA 0/1), Table S.5.16.2 (PASI 75), Table S.5.16.3 (PASI 90)

32.1.84 #EZOBEOEHKEM
PASI 75 K DB R

047 BBRTIE, 72— I N TF =T RETHRSE 24 IZ PASI 75 Z 3 LI-#RE X, 7 > % Ak
LRV T a—r I vF =7 (R GR) XUT7 78R ($GHIEE) Z#G5Shiz, #5248
D PASIT5 L AR =T O PASIT5 RO G- 52 1 £ TORERFAAL K& O PASI SR £ TOH)
%, Z4Z4 Figure 3.2.1.8-7 & X Table 3.2.1.8-4 {2/~ 9,

5. 24 D PASI 75 L AR & —0D 5 H#EE. 52 £ TORIT PASI 75 SOSAN M % L= 4R DEIA
X, BEFIERETIE 78.7% (118/150 i) T - 7223, Mk 5HETIE 26.9% (39/145 i) TIEA2 >
oo Fa— FNVF =T O EFIERECO PASI 75 SUSOWHRIT, #BE5H1E (B 24 ) 25
4 % OPNBFHlRFCER O HaLT, PAST 75 RUSHHAT % £ TOMIMO FRMEIX, £ 5 F IEHE T
85 H (K9 12 [H) Tdh o728, Mkt 58T PASI 75 SUGINH IS LT8R E D 50% KTl CTdh - 72
TORHTE Rpole, TNBEDZ Lnb, Ta—7 I\ TF =7 Ok 512 L 20RO Rtk
DR ST,

Figure 3.2.1.8-7: #5524 D PASI 75 VAR X —TD PASI 75 EFREDOER 5 52 B E TORK
Rk : ) VAR X —R5EE (0473R8R) - FAS

110
—~ 1004 -
& 904 = -
8 80+ T e = — —a
8 704 ~~_
g 604 s S
0] 50 4 e,
5 40+ T-—-
2 304 - — ——— - - — - - = *— - — - - — °
(] -
g 20
] 104
a 0
T T T T T T T T
24 28 32 36 40 44 48 52
Week
—— BMS-BMS(N=148) — @ — BMS-PBO(N=150)
BMS-BMS 145/148 127/147 131/146 125/145 124/145 122/144 118/143 119/148
BMS-PBO 150/150 120/150 85/149 69/148 49/148 48/149 47/148 47/150

Summaries based on Week 24 PASI assessment (per IRT response).

BMS-BMS (ie, DEUC-DEUC) is defined as subjects initially randomized to DEUC who were PASI 75 responders
re-randomized to continue DEUC at Week 24 (maintenance group).

BMS-PBO (ie, DEUC-PBO) is defined as subjects initially randomized to DEUC who were PASI 75 responders
re-randomized to placebo at Week 24 (withdrawal group).

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.5.11.2.1.2
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Table 3.2.1.8-4: PASI 75 RG DMK E TOHIM (047 3RER) - FAS
DEUC-DEUC DEUC-Placebo
(maintenance group) (withdrawal group)
(n= 145) (n=150)
Subjects who Lost PASI 75 Response, n (%) 39 (26.9%) 118 (78.7%)
Median Time (95% CI) to Loss (days) -2 85.0 (62.0, 105.0)
p-value p <0.0001

a Median time to loss cannot be calculated as < 50% of subjects had PASI 75 loss through Week 52.

Time to first loss and 95% CI determined by Kaplan-Meier product limit method.

p-value determined from a log-rank test stratified by geographic region, body weight and prior biologic use to compare
distribution of time to relapse of Week 24 PASI 75 DEUC responders.

A nominally significant p-value is designated using italicized type.

DEUC - deucravacitinib; PBO - placebo

Source: M5.3.5.1-3 047 CSR Table S.5.24.2.2

sPGA (0/1) RS DEEK

047 RERTIL, T 2 —7 TV F =T RETHESG 24812 PASI 75 23R LI-WBRE O 5 B, #5248
IZ sPGA (0/1) &R L7- #8135 80% CTdH -7 (MS5.3.5.1-3 047 CSR, Table S.5.20.1.1.1) , #5-
24 7 PASI 75 LTV sPGA (0/1) L AR Z—TOD sPGA (0/1) ERFRO#&S 52 1 £ TORFFE(L
M OVsPGA (0/1) BUSTHAE TOWIM A, £ £ Figure 3.2.1.8-8 X T Table 3.2.1.8-5 127" d7,

524 D PASI 75 LV sPGA (0/1) VAR Z—D 5 b 52 il E TORIZ sPGA (0/1) UG
THIE LB 0BG L, 5 FIERETIE 87.4% (104/119 ) ToH 7228, Hkpi 51Tl 46.6%
(55/118 #l) TlEM»oTmy T 2—2 TR F =T OEEHIEEETD sPGA (0/1) GO KIE, #
ik (%5 24 ) 258 4 BEOPREHERICRD S, sPGA (0/1) SUGAHAT 5 E TO
B O IEIL, HEHRIEFETIE ST B (8 8 M) Tho7ohd, Mkeie 58 TIL sPGA (0/1) i
DR LT BBRE D S0% R CH ORI TE Do, TRHDI ML, Ta—7 TRy
F =7 Offkfe s 512 X 2R OFHgEER R Sz,
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Figure 3.2.1.8-8: 5 24D PASI 75 LN sPGA (0/1) VAR X —TD sPGA (0/1) FZERK
ROBE 52 BE TORBELEI : )V VARV FZ—FRE (04738) - FAS
;\3 100 -
9 80 T~
3 Te. _ —m— — -
'.§ 60 =< -
2 40 Te- .
g 4 T TTTT= ®—————— - — — — — — - — - — — — °
o
g o T T T T T T T T
24 28 32 36 40 44 48 52
Week
—®&— BMS-BMS(N=118) — @ — BMS-PBO(N=119)
BMS-BMS 118/118 101/118 97/118 89/117 86/116 83/115 80/113 83/118
BMS-PBO 119/119 85/119 51/119 39/118 32/118 28/118 27/117 28/119

Summaries based on Week 24 sPGA 0/1 assessment (per IRT response).
BMS-BMS (ie, DEUC-DEUC) subjects in the maintenance group
BMS-PBO (ie, DEUC-PBO) subjects in the withdrawal group

Source: Program Source: /gbs/prod/clin/programs/im/011/pso/ebr26-20210324/rpt Program Name: rg-ef-mspga01wk241p-v01.sas
12AUG2021:13:23:45

Table 3.2.1.8-5: sPGA (0/1) HDHERE CTOHM (047 3B) - FAS
DEUC-DEUC DEUC-Placebo
(maintenance group) (withdrawal group)
(n=118) (n=119)
Subjects who lost SPGA 0/1 response, n (%) 55 (46.6%) 104 (87.4%)
Median time (95% CI) to loss (days) -2 57.0 (57.0, 79.0)
p-value p <0.0001

a Median time loss cannot be calculated as < 50% of subjects had sSPGA 0/1 loss through Week 52.

Time to first loss and 95% CI determined by Kaplan-Meier product limit method.

p-value determined from a log-rank test stratified by geographic region, body weight and prior biologic use to compare
distribution of time to relapse of Week 24 PASI 75 DEUC responders.

Nominally significant p-value is designated using italicized type.

DEUC - deucravacitinib

Source: M5.3.5.1-3 047 CSR Table S.5.24.3.2

B E TOHM

047 HRERCIX, ARMED E2FIKFHIEE & U CHEE COMMATM L7z, BIIX, &5 24 HIZ
PASI 75 % i L 7o BRE TON—Z T A b5 24 1 £ TD PASISERD 50%LL BIHAT 5 2
ELEFR LI, BEE 24 D PASI 75 L AR U A —TORFRILIE OFFHE £ TOHIRK O Kaplan Meier
Plot %, %A% Table 3.2.1.8-6 }x (" Figure 3.2.1.8-9 |2/~

T a— 0 INUF =T RETHE G 24 I PASI 75 Z 2K L7298 E COFRBEIL, &5 P18 (45.3%)
L0 bk 5RE (55%) TS, R ETOHMMICOWVWTHIZNRAEENRD bR
(p<0.0001) , #GHFIEFETIIES 24 OG- H % 12 #1Z PASI 75 B OIERBFRD iz
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(Table 3.2.1.8-4) | % L7-#5E OFIG IR GREL O SR IEREOWT IS S0% AT TH Y |
HRFE TCOMMOFRMEIIHE TE oz, KEFILFEOFER F OB O 938228/ <
HDH28M (196 H) 2252 Lmbb, Ta—7 IV F =T OMEOEHMENZFEEINS,

Table 3.2.1.8-6: BE 248D PASI 75 VAR A —TOERKIRN (0473 8X) - FAS

DEUC 6 mg QD
N = 511
Placebo DEUC 6 mg QD
N = 150 N = 145
STATUS
RELAPSE AFTER WEEK 24 (%) 68 (45.3) 8 (5.5)

TIME TO REIAPSE AFTER WEEK 242

PERCENTILE (95% CI)
MEDIAN - -
P VALUE (DEUC 6MG QD COMPARED WITH PLACERO) < 0.0001°

a Time to relapse and 95% CI was determined by Kaplan-Meier product limit method. Time to relapse was censored
at 224 days after Week 24 which includes an additional 28 days beyond the nominal Week 52 visit schedule.

b Median time to relapse cannot be calculated as < 50% of subjects relapsed.

¢ p-value was determined from a log-rank test stratified by geographic region, body weight and prior biologic use to
compare the distribution of time to relapse of Week 24 PASI 75 DEUC responders. The boldface type indicates a
statistically significant p-value.

DEUC - deucravacitinib

Source: M5.3.5.1-3 047 CSR Table S.5.24.1.2

Figure 3.2.1.8-9: Kaplan Meier Plot : ¥ 5- 24 5D PASI 75 LV AR X —TOHRKRE TOHM

(047 3B®) - FAS

= 1.0 — ™ . .

\% LT —

%1 08 L .-

2 06 T @ me -

£ 0.4

-

& 0.2

- 0.0 1 T T T T T

0 50 100 150 200 250
Time to Relapse Until Week 52 (days)

# subjects at risk

BMS-986165 6 mg QD 145 143 139 133 24 0
Placebo 150 140 114 88 19 0

Time to relapse was determined by the Kaplan-Meier product limit method. Time to relapse was censored at 224 days
after Week 24 which includes an additional 28 days beyond the nominal Week 52 visit schedule.

Source: M5.3.5.1-3 047 CSR Figure S.5.12.1.2
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DAYV EN

047 A CTOARY N REFH L7z, U AT RiX, PASI Aa7R_X—RF 4 PASI 227D
125% % 2 5. SUXIREF IR 2 » H LAWICHT 7= 7o R iE . RefEtErl B L <13 X 0 RIEM:
DRFEOFBL L FEFR LT,

047 RBRTIX, &5 24 BELBEOIEETIE R O SIS, Ta2a—27 IR0 F =T OREFIEEFED
BRI 150 I Y St RIZERD B o7 (M5.3.5.1-3 047 CSR, Table S.5.20.2.5) .

BHiE

047 BRTIE, B5 24T PASITS 2R L7 7 B RICH T & ML SN HBRE DR LT 56
Ta— I INTF =T e E5T 52 L THELIC &ﬁ#é‘%%&%ﬂlﬁ@“é%ﬁf‘%oto 1.1.1 HH|ZFD
WLoEBY, THER IRT VA7 AGIHOEEIZELYD . BREIBO ONTHRE LT 2—27 I
VF=TICUY B LT, HEEEFMT S IxTE o, BEFIEBROFERNERT
106 5l (7 > & DML ENTZRHERE DK 10%) OHERE ITRD LT, T b OPREFILT 2 —
JINF T EZLNT, T RERE 2 ETRE SN,

047 R CTT 2 — 7 TV F =T OGO 24T 2722127280, 04T RO T 22— 7 T30 F
=7 OFREGEHIEFETHEIRO b, T0%, RHIGEAERD 075 B CT 2 —27 I\ F=7%
B 5 SNTBERE 2T Lc, 2D OWERE (54 f51) @ PASI 75 BERKE K O sPGA (0/1) 2ERKEE
I, BE 16EIZWTRY 77.8% 42 41) | #5241 88.9% (48 i) KT 74.1% (40 f5) TH -
7= (MS5.3.5.3-4 Global ISE, Appendix 3 Table S.5.3.1) .

32185 &5 52BOFOMOFEAMEE

046 RERCTOT 22— 27 T X0 F =7 O 52 HEEEGIZ LD OMOANMEFHEE H OfE £ % UL R IR
‘a—o

BB D FFEAH

FERIRE : ss-PGA ERR R

046 IR TR—RF 1 D ss-PGA A 27 N 3L EOWRE B NT, T a—27 TN\ F=T% 5218
M 5% D ss-PGA (0/1) FERRIT 65.6% TH V., HEIREDOLENRD bz, &5 16 #
YRNET 22— TR F =YY B2 S ERE TlX. ss-PGA (0/1) Jif‘“@ﬂﬁz%‘rz’»@ UE=374
%4 (5 200) 1ZITFEDO O, BE 52O ss-PGA (0/1) ERRZFEIL 69.7% T, T a—27 T3
FoTRHELRBRETH-o7- (Table3.2.1.8-7) .
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Table 3.2.1.8-7:
FAS

ss-PGA (0/1) ERRZBOREEN : /v VARV X —fsetE (046 RER)

Number (%) of Subjects

DEUC PBO-DEUC

(N=332) (N=166)
Subjects with ss-PGA > 3 at Baseline n =209 n=121
At Week 16 147 (70.3) 21(17.4)
Subjects with ss-PGA > 3 at Baseline n =209 n = 109"
At Week 24 151 (72.2) 65 (59.6)
At Week 52 137 (65.6) 76 (69.7)

a Includes only those subjects who switched treatment from placebo to DEUC at Week 16.

Groups:
DEUC: received DEUC from Week 0 to Week 52

PBO-DEUC: received placebo from Week 0 to Week 16 and then switched to DEUC

DEUC - deucravacitinib; PBO - placebo

Source: M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.11.4; M5.3.5.1-2 046 CSR Table S.5.20.10

JTUHRZ : PGA-F (0/1) =R

046 R TX—RAF A D PGA-F A7 N 3L EOWRFIZEBNT, Ta—27 IV F=T7% 52
TBIRNEE R TR E DS ENRD bz, &5 1614
T T BRNET 22— 7 IR F =TI Bz SN HERE Tlix. PGA-F (0/1) s DeEN )

% 5:4% D PGA-F (0/1) ERLERIL 46.5%TH U |

DR A% 8 (b 24 10) |

TR B, &5 520

TN F =T RELRIFEE CH-7- (Table 3.2.1.8-8) .

Table 3.2.1.8-8:
FAS

HD PGA-F (0/1) i

PGA-F (0/1) ZERREOREEE( : /U VAR F—R52E (046 RER)

EREIL 51.7% T, T a—7

Number (%) of Subjects

DEUC PBO-DEUC

(N=332) (N=166)
Subjects with a PGA-F 0/1 Score >3 at Baseline n=43 n=234
At Week 16 9(20.9) 3(8.8)
Subjects with a PGA-F 0/1 Score >3 at Baseline n=43 n=29"
At Week 24 15 (34.9) 6(20.7)
At Week 52 20 (46.5) 15(51.7)

a Includes only those subjects who switched treatment from placebo to DEUC at Week 16.

Groups:
DEUC: received DEUC from Week 0 to Week 52

PBO-DEUC: received placebo from Week 0 to Week 16 and then switched to DEUC

DEUC - deucravacitinib; PBO - placebo

Source: M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.11.5; M5.3.5.1-2 046 CSR Table S.5.20.13

114



2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

B : pp-PGA (0/1) FERRR

046 FRBER TX—RA2F A D pp-PGA A 2T N3 EOHWRF BT, T 2a—F I\ F =T % 52

W50 pp-PGA (0/1) EZEAEIL 55.6% ThH 0 | IBRNEERTUREOUENRD b, Bh 16

BIZTTRRNET 22— TRV F =T ICUD EZ DNIWEBRE OB D7, b OBRE T
OfEFIIR Szt D TH -7 (Table3.2.1.8-9) .

Table 3.2.1.8-9: pp-PGA (0/1) EREBOREEEL : /v VARV X —izlE (046 BR) -
FAS
Number (%) of Subjects
DEUC PBO-DEUC
(N=332) (N=166)
Subjects with a pp-PGA Score > 3 at Baseline n=18 n=_§
At Week 16 10 (55.6) 0
Subjects with a pp-PGA Score > 3 at Baseline n=18 n=7%
At Week 24 12 (66.7) 3(42.9)
At Week 52 10 (55.6) 3(42.9)

a Includes only those subjects who switched treatment from placebo to DEUC at Week 16.
Groups:

DEUC: received DEUC from Week 0 to Week 52

PBO-DEUC: received placebo from Week 0 to Week 16 and then switched to DEUC
DEUC - deucravacitinib; PBO - placebo
Source: M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.11.6; M5.3.5.1-2 046 CSR Table S.5.20.14

BERET YV R A
DLQI (0/1) ERL=R

046 RERTR—AF A4 2D DLQI A7 2 LL EOPBRER BT, Ta—2 IR F=T% 52

B 5% D DLQL (0/1) JERKRIT432%THY | #5248 (48.1%) LFEFRET EL T, %
H 16 BIZT 7 BRNOT 2—27 I F =720 B -85 Tix, DLQI (0/1) ZRKFED
NG0B 2% 4 (5 208) ([IFERO AL, #5520 DLQI (0/1) #ERK=RIL 46.1% T, 7
2= INTF=TRELFEIRE TH o7 (Table 3.2.1.8-10) ,
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Table 3.2.1.8-10: DLQI (0/1) ERRROBRELE : ) v VARV E—H5mlE (046 RER) -

FAS
Number (%) of Subjects

DEUC PBO-DEUC

(N=332) (N=166)
Subjects with a DLQI Score > 2 at Baseline n =322 n =160
At Week 16 132 (41.0) 17 (10.6)
Subjects with a DLQI Score > 2 at Baseline n =322 n = 141?
At Week 24 155 (48.1) 44 (31.2)
At Week 52 139 (43.2) 65 (46.1)

a Includes only those subjects who switched treatment from placebo to DEUC at Week 16.

Groups:

DEUC: received DEUC from Week 0 to Week 52

PBO-DEUC: received placebo from Week 0 to Week 16 and then switched to DEUC
DEUC - deucravacitinib; PBO - placebo
Source: M5.3.5.3-4 Global ISE, Appendix 3 Table S.4.11.7; M5.3.5.1-2 046 CSR Table S.5.20.12

3.2.2 B 3IMA—F 2 T ~ULERER : IM011-066 5

ARIETIL, 066 &R PP EMOAMEDFRE R %279, GPP M KON EP M OF I MEOREFRIL 3.3.3
HIZRT,

3.2.2.1 EEFhEE

066 FABRD PP M TliL, FEFMEE CTH DG 16 D PASI 75 K KON sPGA (0/1) ZERLER
X, TNEN 76.2% (95% CI: 63.8, 86.0) K 1X82.5% (95% CI: 70.9, 90.9) THV ., T a—r T3
F =T OEHZ L DHEIEN R Sz (Table 3.2.2.1-1)

Table 3.2.2.1-1: FEEFHIEE ORER - /) VAR F—HHTEEE (066 3ER) - As treated 2EH]
(PP ££[)
Plaque Psoriasis
N=63
Efficacy Endpoint n Response rate (95% CI)
PASI 75 Response rate at Week 16 48 76.2 (63.8, 86.0)
sPGA 0/1 Response rate at Week 16 52 82.5(70.9,90.9)

The 95% confidence intervals are calculated using Clopper-Pearson method.
Source: M5.3.5.2-1 066 CSR Table S.5.1.1, Table S.5.1.2

116



2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

3.2.2.2 DO IE B
3.2.2.2.1  PASI kU sPGA BSEFEHTE H

ﬁ%l

066 PR TIF, PASI A 27 J O sPGA A a7 IZBIT BHRIEICSONT, T2a—2 F AT F =70 5218
M 512 X 5 E 2T L7, 066 BRD PASI 75 ERR KLY sPGA (0/1) ERROREZE(Z
Figure 3.2.2.2-1 & O\ Figure 3.2.2.2-2 |Z7”9,

066 FRERD PP LT PASI XU sPGA BIEFHANE H 045 16 1, 24 1 KON 52 O R % Table
3222-11TR7T, #&5 16 BIT13% < OWERFE S PASI 75 X OV sPGA  (0/1) Z7E L, PASI 75 #Ek =
Je OV sPGA (0/1) FERGRIT 52 B OGO 0 RSz, L0 E& 22 8ECTdH 5 PASI 90
EERCER, PASI100 ZAE K O sPGA (0) ERLZFRICOWT S, [AEROFE RGO,

Table 3.2.2.2-1: PASI % U* sPGA BEEFHHE E ORGSR (066 7AH) - As treated £ (PP £
) - Observed Cases
Plaque Psoriasis
Efficacy Endpoint n/N Response rate (95% CI)
PASI 75 at Week 16 48/62 77.4(65.0, 87.1)
at Week 24 51/62 82.3 (70.5, 90.8)
at Week 52 52/60 86.7 (75.4,94.1)
PASI 90 at Week 16 29/62 46.8 (34.0, 59.9)
at Week 24 38/62 61.3 (48.1,73.4)
at Week 52 40/60 66.7 (53.3, 78.3)
PASI 100 at Week 16 12/62 19.4 (10.4,31.4)
at Week 24 18/62 29.0 (18.2,41.9)
at Week 52 19/60 31.7(20.3, 45.0)
sPGA 0/1 at Week 16 52/62 83.9 (72.3,92.0)
at Week 24 53/62 85.5(74.2,93.1)
at Week 52 51/60 85.0 (73.4,92.9)
sPGA 0 at Week 16 19/62 30.6 (19.6,43.7)
at Week 24 21/62 33.9(22.3,47.0)
at Week 52 26/60 43.3 (30.6, 56.8)

The 95% confidence intervals are calculated using Clopper-Pearson method.

Observed cases presented.

Subjects discontinued treatment prematurely may still remain in the study, and data collected after the last dose are
still included in this analysis.

Source: M5.3.5.2-1 066 CSR Table S.5.3.2 (PASI 75), Table S.5.3.3 (PASI 90), Table S.5.3.4 (PASI 100), Table S.5.3.1 (sPGA
0/1), Table S.5.3.5 (sPGA 0)
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Figure 3.2.2.2-1: PASI 75 ZRRO&RE 52 B E TOREFZEL (066 3FR) : As treated ££H] -
Observed Cases
100
. 80
X
8 60
<
,
2 40
[=]
[=}
[=7
6 20
#,
0 -
‘II ; All é 1l2 1'6 2'0 2'4 2‘8 312 3l6 4'0 414 4I8 512
Week
— = PP (N=63) — -+ — GPP (N=3) —® — EP (N=8) —o — Total (N=74)
PP 63 63 63 61 62 62 60 62 61 62 62 62 62 61 60
GPP 3 3 3 3 3 3 3 3 3 3 3 3 3 3
EP
Total 74 74 74 72 72 72 70 72 71 72 72 72 71 70 69

Numbers displayed in the bottom of the figure are the numbers of subjects with data available at each visit.

PP=Plaque Psoriasis; GPP=Generalized Pustular Psoriasis; EP=Erythrodermic Psoriasis.
Source: M5.3.5.2-1 066 CSR Figure S.5.4.2

Figure 3.2.2.2-2: sPGA (0/1) ERBO®RE 52 B E TOREEEIL (066 3RER) : As treated ££
i - Observed Cases
100
. 80
X
L 60
<
=4
2 404
=]
[=]
&
k) 20 -
A 3
’ /
04 By~ ——H—— 4 ——Hh - —— %
12 4 8 12 16 20 24 2 32 36 40 44 P 52
Week
—=— PP (N=63) — 4 — GPP (N=3) —® — EP (N=8) —o — Total (N=74)
PP 63 63 63 61 62 62 60 62 61 62 62 62 62 61 60
GPP 3 3 3 3 3 3 3 3 3 3 3 3 3 3
EP
Total 74 74 74 72 72 72 70 72 71 72 72 72 71 70 69

Numbers displayed in the bottom of the figure are the numbers of subjects with data available at each visit.

PP=Plaque Psoriasis; GPP=Generalized Pustular Psoriasis; EP=Erythrodermic Psoriasis.
Source: M5.3.5.2-1 066 CSR Figure S.5.4.1

32222 FOMOFEEE

PP SEHICOF - 52 JH D PSSD JiEdtk, 5k FA =7 23 0 K L2 #BRE OFIG . DLQIL (0/1) i#
R, ss-PGA (0/1) R % Table 3.2.2.2-2 12777
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BERET 7 M A

PP £ Cix, 45 52 #l PSSDfH(XZ’TZ))O%Lﬁkbt%ﬂi%ﬁ%‘@%’ 1L 288% CTh o7, £,
552 @Pssm“bzx:7wm~;<74’ VINDELBEOFEEL, 324 L RELEFE LT (Table
6-5) . [AIERIC, %5 52 (2 PSSD f#fE A 2 7 e (N PSSD 8 A 22 7 8 0 & 1k L 7= 9B O EI & 132
NEN16.9%KTN13.6%Th Y, £ 5 52 PSSD {#fE A 27 L (O PSSD ¥ A 21 7 b B D ¥ fE]
ENEIN-382 K -353 Tholz, PSSDEEA 27 L INPSSD AR A 2T IZ2OW\W T, 52 M DL
HIRNZ 7 0 BEERTE O b,

PP M D% < OERE (66.1%) 723#%5- 52 #1Z DLQI (0/1) ZERK L, ~N—AZF A L7150 DLQI
AL EOTVEME (-7.6) 7D b 52 W OB EHMIZ O 2 UER RS Sz (Table 6-6) .

HLA o FE A

SHE RIS DT a— 20 IRV F =T OFINEIL, RX—AT A D ss-PGA AT N 3L (H%
FEM D EEDOFHRIRA) OWERE x5 & L, PP 4EL 63 #il 35 Blosrg SiEiTIcE iz, &
5. 52 WD ss-PGA (0/1) EERLRIL 87.5% T, X—Z T A b D PSSI ZAbEDFHEIZ-28.7 Th
S22 b, 52 W OREHIFIZ T 0 BRIRAE OUENRD biv/e (M5.3.5.2-1 066 CSR Table
S.5.5.10) .

JTURZE XX EER A OFHMx 5 & 72 > 7= PP EFM OHERE 1IIEF TV oTo b DD, 2 s OFER
FHTOHKE 52D PGA-F (0/1) ZFERKERIT 40.0% (410 41) . pp-PGA (0/1) FFERERIT 75.0% (3/4 )
ThV ., ENRD SN (M5.3.5.2-1 066 CSR Table S.5.3.12, Table S.5.3.14) ,

Table 3.2.2.2-2: ZOMOFHEE ORERDER (066 3UBR) - As treated £ (PP M) -
Observed Cases
Plaque Psoriasis
Efficacy Endpoint n/N Response rate (95% CI)
PSSD Symptom Score 0 through Week 52 17/59 28.8 (17.8,42.1)
PSSD Sign Score 0 through Week 52 10/59 16.9 (8.4, 29.0)
PSSD Total Score 0 through Week 52 8/59 13.6 (6.0, 25.0)
DLQI 0/1 through Week 52 39/59 66.1(52.6,77.9)
ss-PGA 0/1 through Week 52 28/32 87.5(71.0, 96.5)

The 95% confidence intervals are calculated using Clopper-Pearson method.
Observed cases presented.
Source: M5.3.5.2-1 066 CSR Table S.5.3.7, Table S.5.3.8, Table S.5.3.9, Table S.5.3.10, Table S.5.3.11
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BMS-986165 Deucravacitinib

3.3 LRI AR OLLE

55 3 FHELEGRER T d D 046 3BR M N 047 SRER Tl 2 DO FEFHIEE Th 2 5 16 D PASI 75 #
AR KXY sSPGA (0/1) FERLRIZHOWT, HANCHIE L7TeN—2 T A O NBFTaH ARk, B EFRr
P& ORIHER O LB OMRNT 24T 5 72, Wil T, 77 8RR OT TV I T A MLz &
EDT 2= INRNVF=TOFEGMEIL, BOEFMFT AL TEY, 2EREFTH LR L
FRTH o7z, 046 WML TN 047 BRERTOMEMMHT ORERITA CSR ISHERZR LT (M5.3.5.1-2
046 CSR, M5.3.5.1-3 047 CSR)

AMEECIE, 046 3Bk K O 047 sBR DR AFRNTT — & % T N IRIVE B QMR R4 B2 TR 51 0D R 45 S5 [
Wi RO A 33,1 HIZRT, 046 RER KL N 011 3RBR T B AN EMICRB T 2 AL 3.3.2 1
(2”9, 066 RERD EP M M O GPP £ MBI 2 A%k 1X 3.3.3 THIZ/RT,

3.3.1 A # & O R ZER B OB L

046 FBR M 8 047 3ABR DA fRHT CORE- 16 1 D PASI 75 LR KL OV sPGA (0/1) FERRFRIZ OV T,
FANCHE LTSN T 2 — 27 I F =T R OT TR DO 7+ VA N oy M
Figure 3.3.1-1 & O\ Figure 3.3.1-2 \Z7"9°, #6516 D PASI 75 #i K& OV sPGA (0/1) EZERLEDT =
— I INRVF =T ROTTVITARNEDORBO 7 LA N7y ME, [M5.3.53-4 Global ISE,
Appendix 3 Figure S.4.5.6] & O [Figure S.4.5.2] 12”7,

HAFRNT COBES 16 D PASI 75 R L OV sPGA (0/1) FERRICOWT, BROH HiEmESD
D53 R E TR I BRI E ENT-ETOEMHEAB T -E LT, IR LT 2—7
TN TF =T OEWNEIMERNRENT, £2. T LVITANEDORBETHRERICT 2 —27 73
F=TOERWEIEN R I N, NDFEHFROREE, BRI SUIERE & Wo e B/ 120 h
PHT, Ta— I INTF=2TO—BLEAMENRED LIV, 2 G EOER TORE RS 2R ERH
THONEBRELAK THTZ X, T a—27 INVF =T OHIMET — & OEEENZ2 /T 5
HLDOTH D,
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2.7.3 ERRRIA ZMEOBEEE

BMS-986165

PsO

Deucravacitinib

Figure 3.3.1-1:

PN =E i e S 0L s Wit

R EFARAT G 16 D PASI 15 BRBDT 2 — 27 GV F =T RO

7 e ROBEME (FEAMET)

i )V VARV E —RE5EE - FAS

Subgroup

Age Group
<40
40-<65
>=65
Sex
Male
Female
Race
Asian
Black or African American
Other
‘White
Baseline Smoking Status
Yes
No
Body Weight

<90KG

>=90 KG
BMI

<25 KG/M2

25-<30 KG/M2

30-<35 KG/M2

>=35 KG/M2
Geographic Region

USA

European Union

Rest of World

Responders, n/m (%)

BMS-986165

170/270 (63.0%)
250/493 (50.7%)
45/80 (56.3%)

203/566 (51.8%)
172/277 (62.1%)

55/83 (66.3%)
4/10 (40.0%)
5/9 (55.6%)
401/741 (54.1%)
126/223 (56.5%)
339/620 (54.7%)

273/441 (61.9%)

192/402 (47.8%)

117/171 (68.4%)

146/276 (52.9%)

121/220 (55.0%)

81/175 (46.3%)

111/272 (40.8%)

239/386 (61.9%)

115/185 (62.2%)

Placebo

13/127 (10.2%)
27/243 (11.1%)
5/51 (9.8%)

27/294 (9.2%)
18/127 (14.2%)

4/42 (9.5%)
1/12 (8.3%)
0/7

40/360 (11.1%)
14/116 (12.1%)
31/305 (10.2%)

33/221 (14.9%)

12/200 (6.0%)

15/80 (18.8%)

13/148 (3.8%)

10/110 (9.1%)

7/80 (8.8%)

16/133 (12.0%)

19/171 (11.1%)

10/117 (8.5%)

Treat-Diff (95% CI)

52.7(44.8, 60.5)
39.5(33.6,45.4)
46.4 (32.3, 60.5)

42.5(372,47.7)
48.1 (39.8, 56.4)

58.3(45.2,71.4)
32.9(-2.8,68.6)
57.7(23.0,92.4)
43.0 (38.2,47.8)
44.7 (359, 53.4)
44.4 (39.2,49.6)

46.9 (40.4,53.5)

41.8 (35.9,47.7)

49.4 (383, 60.5)
44.0 (36.5,51.4)
459 (37.4,54.4)

37.6(27.9,47.3)

28.8(20.7,36.8)

50.8 (44.0, 57.6)

52.8(44.2,61.5)

[-—-Favors Active Drug—>

*

*

-50

-25

0 25 50 75

Treat-Diff and 95% Confidence Interval

T
100
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BMS-986165 Deucravacitinib

NR—R T A v O BEFPER

Subgroup Responders, n/m (%) Treat-Diff (95% CI) [-—-Favors Active Drug—>
BMS-986165 Placebo
Baseline PASI Score
<=20 248/475 (52.2%) 29/254 (11.4%)  40.8 (34.9,46.8) ——
=20 217/368 (59.0%) 16/167 (9.6%) 49.1 (42.4,55.8) ——
Baseline sSPGA Score
Moderate 366/665 (55.0%) 40/345(11.6%)  43.4(38.3,48.5) ——
Severe 99/178 (55.6%)  5/75 (6.7%) 49.9 (40.7, 59.0) —

Baseline BSA Involvement
10-20 % 222/421 (52.7%) 30/226 (13.3%) 39.5(33.0,46.0) ——

>20 % 243/422 (57.6%) 15/195 (7.7%) 49.6 (43.6,55.6) ——

Duration of Disease (Years)

<10 148/261 (56.7%) 12/119(10.1%)  46.5 (38.5,54.5) ——

>=10 317/582 (54.5%) 33/301(11.0%)  43.5(382,48.9) ——
1 T I‘ 1 T 1 T
-50 -25 0 25 50 75 100

Treat-Diff and 95% Confidence Interval

BITE R

Subgroup Responders, n/m (%) Treat-Diff (95% CI) [-—-Favors Active Drug—>
BMS-986165 Placebo

Prior Systemic Treatment Use
Yes 257/474 (54.2%) 17/248 (6.9%) 47.5 (42.0,52.9) ——
No 208/369 (56.4%) 28/173 (16.2%)  40.1 (32.6,47.6) ——

Prior Topical Treatment Use

Yes 140/239 (58.6%) 13/121 (10.7%)  47.8 (39.5, 56.2) ——
No 325/604 (53.8%) 32/300(10.7%)  43.1 (37.8,48.4) ——
Prior Phototherapy Use
Yes 203/346 (58.7%) 11/162 (6.8%) 52.0 (45.5,58.4) ——
No 262/497 (52.7%) 34/259 (13.1%)  39.6 (33.5,45.6) ——
Number of Prior Systemic
Biologies Used
0 316/548 (57.7%) 34/275(12.4%)  45.3(39.7,51.0) ——
1 106/198 (53.5%) 9/100 (9.0%) 44.5 (35.6,53.5) —
>=2 43/97 (44.3%)  2/46 (4.3%) 40.0 (282, 51.8) ——

Prior Systemic Biologic

Treatment-Experienced
Yes 149/295 (50.5%) 11/146 (7.5%) 42.9 (358, 50.0) ——
No 316/548 (57.7%) 34/275(12.4%) 453 (39.7,51.0) ——

Prior Systemic Non-Biologic
Treatment-Experienced

Yes 176/326 (54.0%) 14/183 (7.7%) 46.6 (40.0,53.3) ——

No 289/517 (55.9%) 31/238 (13.0%)  42.7(36.7,48.8) ——
T T T T T T
-50 -25 0 25 50 75 100

Treat-Diff and 95% Confidence Interval

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.4.5.7
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BMS-986165 Deucravacitinib
Figure 3.3.1-2: B EFMEANT « 5 16 D sPGA (0/1) FERBOT 2—7 FNRVF=Tk

O7 e ROEMZE eir) : /v VAR F—Hi5EH - FAS
DN =E s e S 0L s wiaobil

Subgroup Responders, n/m (%) Treat-Diff (95% CI) |-—-Favors Active Drug——>
BMS-986165 Placebo
Age Group
<40 147/270 (54.4%) 13/127(10.2%) 442 (36.2,52.1) —
40-<65 241/493 (48.9%) 17/243 (7.0%) 418 (36.4,47.3) ——
>=65 43/80 (53.8%) 4/51 (7.8%) 46.5(33.1,59.8) —_—
Sex
Male 274/566 (48.4%) 21/294 (7.1%) 413 (36.2,46.3) ——
Female 157/277 (56.7%) 13/127(10.2%) 46.7 (38.9, 54.6) —
Race
Asian S1/83 (61.4%)  3/42 (7.1%) 55.7 (42.5, 68.9) e
Black or African American 3/10 (30.0%) 1/12 (8.3%) 21.9(-11.3,55.1) .
Other 4/9 (44.4%) 0/7 42.3 (6.6,77.9) +
‘White 373/741 (50.3%) 30/360 (8.3%) 42.0 (37.4,46.6) ——
Baseline Smoking Status
Yes 114/223 (51.1%) 10/116 (8.6%) 42.5 (34.2,50.9) ——
No 317/620 (51.1%) 24/305 (7.9%) 432 (38.2,48.2) —-—
Body Weight
<90KG 269/441 (61.0%) 25/221(11.3%) 49.7 (43.5,55.9) —
>=90 KG 162/402 (40.3%) 9/200 (4.5%) 35.8 (30.2,41.4) ——
BMI
<25 KG/M2 115/171 (67.3%) 14/80 (17.5%) 49.7 (38.7, 60.6) ——
25-<30 KG/M2 139/276 (50.4%) 10/148 (6.8%) 43.5(36.3, 50.6) —
30-<35 KG/M2 114/220 (51.8%) 6/110 (5.5%) 463 (38.4, 54.1) —
>=35 KG/M2 63/175 (36.0%)  4/80 (5.0%) 31.0 (22.4,39.6) ——
Geographic Region
USA 101/272 (37.1%) 9/133 (6.8%) 30.4 (23.2,37.6) ——
European Union 230/386 (59.6%) 17/171(9.9%) 49.6 (43.0, 56.3) ——
Rest of World 100/185 (54.1%) 8/117 (6.8%) 463 (37.8, 54.9) —
1 T 1 T 1 T
-50 -25 0 25 50 75 100
Treat-Diff and 95% Confidence Interval
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PR AR RF )
Subgroup Responders, n/m (%) Treat-Diff (95% CI) [-—-Favors Active Drug—>
BMS-986165 Placebo
Baseline PASI Score
<=20 243/475 (51.2%) 26/254(10.2%)  40.9 (35.0,46.7) ——
=20 188/368 (51.1%) 8/167 (4.8%) 46.0 (40.0,52.1) ——
Baseline sSPGA Score
Moderate 342/665 (51.4%) 32/345 (9.3%) 42.1 (37.3,47.0) ——
Severe 89/178 (50.0%)  2/75(2.7%) 48.1(39.9,56.3) ——
Baseline BSA Involvement
10-20 % 218/421 (51.8%) 27/226 (11.9%) 39.8(33.4,46.2) ——
>20 % 213/422 (50.5%) 7/195 (3.6%) 46.7 (412,52.1) ——
Duration of Disease (Years)
<10 139/261 (53.3%) 9/119 (7.6%) 45.6 (379, 53.2) ——
>=10 202/582 (50.2%) 25/301 (8.3%) 418 (36.7,47.0) ——
T T T T T T T
-50 -25 0 25 50 75 100
Treat-Diff and 95% Confidence Interval
LN 3
ik 95l
Subgroup Responders, n/m (%) Treat-Diff (95% CI) [-—-Favors Active Drug—>
BMS-986165 Placebo
Prior Systemic Treatment Use
Yes 242/474 (51.1%) 20/248 (8.1%) 43.1 (374, 48.7) ——
No 189/369 (51.2%) 14/173 (8.1%) 43.1(36.6,49.6) ——
Prior Topical Treatment Use
Yes 133/239 (55.6%) 12/121 (9.9%) 45.7 (37.5, 54.0) —
No 298/604 (49.3%) 22/300 (7.3%) 42.0(37.0,47.0) ——
Prior Phototherapy Use
Yes 190/346 (54.9%) 11/162(6.8%) 48.2 (41.6, 54.7) ——
No 241/497 (48.5%) 23/259 (8.9%) 30.6 (34.0,45.2) ——
Number of Prior Systemic
Biologies Used
1] 290/548 (52.9%) 24/275(8.7%) 44.2 (38.9,49.6) ——
1 98/198 (49.5%)  8/100 (8.0%) 41.5(32.7,50.3) —
=2 43/97 (44.3%)  2/46 (4.3%) 40.0 (28.5,51.5) ——
Prior Systemic Biologic
Treatment-Experienced
Yes 141/295 (47.8%) 10/146 (6.8%) 40.9 (33.9,47.9) ——
No 200/548 (52.9%) 24/275 (8.7%) 442 (38.9,49.6) ——
Prior Systemic Non-Biologic
Treatment-Experienced
Yes 169/326 (51.8%) 17/183(9.3%) 42.6 (35.7,49.4) ——
No 262/517 (50.7%) 17/238 (7.1%) 43.4(38.0,48.8) ——
T T T T T T
-50 -25 0 25 50 75 100
Treat-Diff and 95% Confidence Interval

Source: M5.3.5.3-4 Global ISE, Appendix 3 Figure S.4.5.3
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BMS-986165 Deucravacitinib

3.3.2 A RN LR TOREZME
3.3.2.1 £ 3 FHELEEER - IMO011-046 35k

046 B DO H AN D EM TONREZ [M53.5.1-2 046 J-sub Analysis, Table S.2.3.1-J] K O
[Table S.2.4-J] 1Z7”7, 046 FBRD AARNE LTI, 5 66 BIOERE N T 22— 2 TN\ F =7
B G240 . FT7RARE 176 T LI T A ME (176) OWTRNCT v F MeEiiz,

BT OWRE DRI Z G S v, BRI AR T, 58 # (87.9%) »irAa5ET L. 25 55 4
(83.3%) SEWIAkGE B (075 3BR) (24T L7z, RBRPIbo Rl AHEFR 36 4.5%) .
Bl DA K OVRER N 71 0 A 34 2 5] (3.0%) Th o7z,

N—=Z2F A4 D NARMEFEFE R R ERFELZ Z £ [M53.5.1-2 046 J-sub Analysis,
Table S.3.1-J] XU [Table S.3.2-J] 12”7, HARNEOEMBIKTOVLEFEEIL 49.5 mk (HiPH @ 29
~81 %) THY . HBRE D 13.6%0° 65 WLl EThH o7, Tz, BRI (258%) ([ZH~_TH
P (74.2%) OFEIGRE . FERET 72.47 kg L OV BMI X 25.77 kg/m? THo7-, HARANERSY
HEHTOR=RAT A OWHREE RITHRGHM TBRBLRWHE L TR, KELZRE, SAEM L
BRIL T, o, BARANSGEMBEON—Z T A o OFRBFETIE, RIEFE O M
37.0 . FERHIE OEIMEIX 1340 4, N—R T A D sSPGA A 27T 3 3 DHERE 1 84.8%, PASI A
27 OSFEHEIE 22,12, BSA DO -EIfEIL 28.0 Th o 7o, MBI HRNEHREE LT, £FRRE (&
0 S 1 BB PR IR LS k9 D AE M R B U A B LIS O B IEHRE & 1) OIRRIES
BT HHBRFE1L621%TH Y | M FRVRF OIERIEZ G+ 2RE 1L 43.9% CTh o7z, BARANERSY
SEFADORIEFI D RIRER (K 29 5%) L HARTOREDP272b DD, X—=R T A OBHEBFRHER D
TR AAR NI M & AER & ORICKRE R ERITBD bR o7,

046 FRERD B A N/ K OV LRI 1T 2 EEFHIE H X O FE 2 FIKGHEE H OfE R 2 2 h
4L Table 3.3.2.1-1 TN Table 3.3.2.1-2 (27~ d, FEFHIEE Th L5 16 D sPGA (0/1) R
O PASIE 75 T, BANEAEMATH Y 7 BRI TT 2—27 IRV F =T HTHEL,
EREME B LIE/BRTH o7 (Table 3.3.2.1-1) , /2, 77 LI T A MELORKIZEB N T,
Fe 516} O 5- 24 D sPGA (0/1) FERKE KL DN PASI 75 RO WTNH T 7L I 7 A MEICk
NCF 2= TR F=TRTHEMN-T- (Table 3.3.2.1-2)
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2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib
Table 3.3.2.1-1: FEFMBEE ORER . /U VARV F—Hi5EE (046 RBR) -FAS (AAA
B S F K OV fR4E])
Number (%) of Subjects
Japanese Overall
Difference
DEUC Placebo Difference DEUC Placebo [95% CI]
(N=32) | (N=17) [95% CIJ* (N=332) | (N=166) p-valueb
sPGA 0/1 at Week 46.7 [40.2, 53.2]
16, n (%) 24(75.0) | 2(11.8) | 63.6[43.0,84.3] | 178 (53.6) 12 (7.2) <0.0001
PASI 75 at Week 16, 46.1 [38.9, 53.2]
n (%) 25(78.1) | 2(11.8) | 66.8[46.8,86.8] | 194 (58.4) | 21(12.7) <0.0001

a Difference (95% CI) is obtained using a stratified Cochran-Mantel-Haenszel test with a stratification factor for prior
biologic use per randomization.

b Difference (95% CI) and p-value are obtained using a stratified Cochran-Mantel-Haenszel test with stratification
factors geographic region, body weight and prior biologic use per randomization.

Statistically significant p-values are designated using boldface type.

Source: M5.3.5.1-2 046 J-Sub Analysis Table S.5.1-J (sPGA 0/1), Table S.5.2-J (PASI 75); M5.3.5.1-2 046 CSR Table S.5.1 (sPGA

0/1), Table S.5.2 (PASI 75)

Table 3.3.2.1-2: ERBIRFEMER : ) VAR F—HHTEE (046 38R) - FAS (HAAE
SRR O RER)
Number (%) of Subjects
Japanese Overall
Difference
DEUC | Apremilast Difference DEUC | Apremilast [95% CI]
(N=32) N=17) [95% CI]* (N=332) | (N=168) p-value®
PASI 75 at Week 23.0[14.1, 31.8]
16, n (%) 25 (78.1) 4 (23.5) 53.4[29.7,77.0] | 194 (58.4) | 59 (35.1) <0.0001
PASI 75 at Week 31.0[22.2, 39.8]
24,1 (%) 25 (78.1) 5(29.4) 48.1[22.3,73.9] | 230(69.3) | 64 (38.1) <0.0001
sPGA 0/1 at 21.4[12.7,30.1]
Week 16, n (%) 24 (75.0) 6 (35.3) 39.1[11.8,66.4] | 178 (53.6) | 54 (32.1) <0.0001
sPGA 0/1 at 27.5[18.8, 36.2]
Week 24, n (%) 24 (75.0) 5(29.4) 45.1[18.8,71.4] | 195(58.7) | 52(31.0) <0.0001

a Difference (95% CIJ) is obtained using a stratified Cochran-Mantel-Haenszel test with a stratification factor for prior
biologic use per randomization.

b Difference (95% CI) and p-value are obtained using a stratified Cochran-Mantel-Haenszel test with stratification
factors geographic region, body weight and prior biologic use per randomization.

Statistically significant p-values are designated using boldface type.

Source: M5.3.5.1-2 046 J-Sub Analysis Table S.5.20.2-J (PASI 75), Table S.5.20.1-J (sPGA 0/1); M5.3.5.1-2 046 CSR Table
S.5.20.2 (PASI 75), Table S.5.20.1 (sPGA 0/1)
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BMS-986165 Deucravacitinib

Z DA D 72 BIVREEAGIE B 0> PASI90 jZERL SR, PASI100 E =K, sPGA (0) jERLFE KL DLQI (0/1)
BEERIZOWTE, BARANBSEMTT 7 ERHEXILT VI TAMELE R TT 2a—7 TR0 F
= TRETOSENRD bz ( [MS5.3.5.1-2 046 J-sub Analysis, Table S.5.20.3-J] . [Table S.5.20.4-J] .
[Table 8.5.20.5-J] . [TableS.5.20.12-]] ) , #5528 F T PASI 7S #ER=E K OV sPGA (0/1) EERK
ROREFHHERS L [MS5.3.5.1-2 046 J-sub Analysis, Figure S.5.11.2.J] %" [Figure S.5.11.4.J] (2R L7z,

PLEDFER NS, 046 FRERD 2 > FERHMIE H & OV F: 72 BIK G E H T H AR NG ERM & 2 RE
TEMENER I,

3.3.2.2 %2 FHERER - IM011-011 3B

011 #BR D H AR N34 TONER A [MS5.3.5.1-1 011 J-sub Analysis, Table S.2.3-J] (2779, 011 5k
O BARNEHSER T, 5 22 BIOWHRENRT =2—27 73 F =7 3 mg QOD £ (4 1) . 3 mg QD
# (#1) . 3mgBIDAE (441) . 6mgBIDAE (4%1) . 12mgQD#E G X7 7 EARHE (44)
DTN T o F MESTURBREZ 5 Sz, KT 166 (72.7%) 23 12 HH OIREREEE 51
MZ5ET L. 6 6 (27.3%) MEBaF ik Uiz, ERPEsEmE, #aom2 G #) . R A+
g QB . AEER Q) ThoT,

HARNEEATOR—=2F A O NAFFHFRIRRE R OV BRI, 5 TRty L
TRY, 2FEM LR TH T, WA KT, B (773%) BEL<, FEFERIL 515 % (§
P : 28~68 i) T o7, A OPRMEIL 105 4 HPH . 1~254F) | AR REI O TR #IE
EHT DAL 36.4% ThH o7 (M5.3.5.1-1 011 J-sub Analysis, Table S.3.1-J) .

011 #BRD A AN LR K O ERERNC 1T 245 12 3D PASI 75 R KL Y sPGA (0/1) =ik
F% Table 3.3.2.2-1 1T/~ T, FEFHMlIEHE & L7 5 12 D PASI 75 #RCHEIX, AARNEOEHT
LT a—27 TRV F =7 3mg QOD BEERE, B TCOT 2a—0 INRVF =T HERETT 7 vAREEC
e~mEnoTe, AARANSOERA T BERER L FRIC, 7 2—72 IV F =7 O HERUGHED R
STz, EIGEHmIEH O 5. 12 D sPGA (0/1) ERCEIL, 77 BRI TT 22— IV F
=7 RERECTE L. BANSOER & SRERCRIEOF R CTH -2, BANBOERATHEOLNE
EE&UE'/anﬂﬁIEE@F%i EREFNP O/ ONTBREMRERIL T2 e, BARA
o B M OVRIREE R O — B D R S Tz,
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Table 3.3.2.2-1: 5 128D PASI 75 ERE K N sPGA (0/1) ZEFR=ER (011 3 BR) -Efficacy

Analysis Population (B A& AEEH R OV REEH)

R
Deucravacitinib
Placebo | 3 mg QOD 3 mg QD 3 mg BID 6 mg BID 12 mg QD
Efficacy Endpoints N=45 N=44 N=44 N=45 N=45 N=44
Response Rate: n/N (%)

PASI 75 at Week 12 3/45(6.7) | 4/44(9.1) | 17/44 (38.6) | 31/45(68.9) | 30/45(66.7) | 33/44 (75.0)
95% CI of difference -- -10.4, 16.2 13.1,48.9 44.3,76.5 42.2,74.6 50.1, 81.8
vs Placebo -- p=0.4873 | p=0.0003 p <0.0001 p <0.0001 p <0.0001

sPGA 0/1 3/45(6.7) | 9/44(20.5) | 17/44 (38.6) | 34/45(75.6) | 29/45 (64.4) | 33/44 (75.0)
95% CI of difference -- -0.8,29.4 13.1,48.9 51.0, 82.0 40.0, 72.6 50.1, 81.8
vs Placebo -- p=0.0543 | p=10.0003 p <0.0001 p <0.0001 p <0.0001

H AN 4R ]
Deucravacitinib
Placebo | 3 mg QOD 3 mg QD 3 mg BID 6 mg BID 12 mg QD
Efficacy Endpoints N=4 N= N=3 N=4 N= N=
Response Rate: n/N (%)

PASI 75 at Week 12 0/4 0/4 2/3 (66.7) 4/4 (100) 3/4 (75.0) 3/3 (100)
95% CI of difference -- - - -16.9,99.2 26.1, 100.0 -5.3,99.4 16.9, 100.0

sPGA 0/1 0/4 2/4 (50.0) 2/3 (66.7) 4/4 (100) 3/4 (75.0) 3/3 (100)
95% CI of difference -- -21.1,93.2 | -16.9,99.2 26.1, 100.0 -5.3,99.4 16.9, 100.0

For difference in response between treatment groups, Cls are calculated by exact method if at least one cell count is
<5 and asymptotically otherwise.

P-value is from the Fishers Exact if at least one cell count is <5. Otherwise, p-value is from the Chi-Square test.

This table was based on the imputed data.

Not reported was the number of the subjects with missing efficacy measures in each treatment group on that visit and
the response was imputed.

Source: M5.3.5.1-1 011 CSR Table S.7.1.1.1 (PASI 75), Table S.7.1.1.5 (PGA 0/1); M5.3.5.1-1 011 J-Sub Analysis Table S.7.1.1.1-
j (PASI 75), Table S.7.1.1.5-J (PGA 0/1)

3.3.3 R P i B VR AL RO (o )3 2 B 2hitk:

066 FER Tl MREIERCREES 3 B ORI EALEIERRE 8 I T 2 — 2 IR F =T 25 SN
7o TIUD OWERE T T, IEMERLRE R O R IS T 2T 22— 27 T30 F =T OFD)
PEE LT, BHIEROR—=AT A o NEOENTH D GIS ZiFi L, IEREIERRE 5 A0k &
LTCIDA A7 baMii L7z (1.3.1 HZBH) , £72, 066 RO FEFHMEEE Th o &5 16 D
PASI 75 ZEMZE K OV sSPGA (0/1) FERERIZ DWW T H . GPP 2 ) O EP £ CORERE LI TFIZRT,
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7235, 066 RERDOERE . PP 2N, GPP M LN EP M TO 2 F 2 RHMEE H (PASI, sPGA,
PSSD. DLQI, ss-PGA) DOfER% 6 HIZ R L7z,

GIS (Heftath #ofE K% O AL BE)

GIS ‘E¥fE (SD) 1%, ¥ 5 16 HTlX GPPEM T 1.7 (0.58) M OVEPH£MT 2.1 (0.38) . #5 52H
TIEENZEN 1.7 (0.58) K20 (0.63) Thoto,

52 WEfE OG- WIS, GPP 4 3 5] & O EP 5] 8 il O T OHERE 7S GIS O 2 (83) ZiER L
7o £D 5B, GPPEMD 1 1T 5 8 Iz, EPEMO 1 filiZfs 24 I, GIS D 1 (Fifif) %iE

L. WTNOBERE b 52 1 & CTRAFAHMER Lo, GPP 4R &K O EP MOV b & 5:Bia
2B RN A ER OBGENZE S Hiv, GPP R TIE&S 18I, EP %IT“ 3G 1~4 HORIZ

GIS 8 2 (K#) L72-o7-, GPPAEMAR&L O EP £ 5/6 il THE 522 GIS 23 2 (23#) DLk
TholoZ b, Ta—7 I\ F=TJDREIZLY, GPPEMAKLD EP%l@b\ﬁ"ﬂ%ﬁ%ﬁ«ﬁi
DOEEN 52 HE OFGHMIC 7= 0 #eRF &7z (MS5.3.5.2-1 066 CSR, Table S.5.5.21, Appendix 5.17) .

JDAMS A 7 (B E)

N—=2F A CIL GPPEEM 3 il 1 75 THEGE (UDAKA =T 7~11) | . 2412 [#E (DA%
237 0~6) | LHWrEI, X—=AT A O JDAKRA T OYLE (SD) X 53 (3.06) Tholo,
IDAKRA AT D= T A b OELEOFEE (SD) (X, &5 16 lHT-3.0 (2.65) THY, &
532 M OG- 40 I i RO LR L 720 | SEE (SD) 1343 (2.52) Tho7z (M5.3.5.2-1066
CSR, Table S.5.5.22, Appendix 5.18) ,

GPP MDA T OMERE 7Y 52 IHHE O GHIFIHIZ, IDAFRA 272 0~2 ([ZdE L, [YE] &oH
Wr S 417z, IDAFRA I TIZES  ERBRDPEANRD I -REIE, &5 8N OG- 28 TH
72 (M5.3.5.2-1 066 CSR, Appendix 5.18) ., T72bH, N—R T A N [HEAE] EHMrSi7z 14l
D IDARAATIE, XR=RAT7 A DO 8NLEE 1221720, [BIE] EleoTz, Fiz, N—2
FTA NS TEYE] SHMBrESNTZ 260 IDAKRA I TIE, N—=ZATF74 D 205¥E §BIZ 0, ~—
ATA LD 6NHLHEE 28T 2 LinoTz, IDARA T OUWFEL, KEERA 2T KO LA
A7 ONWTNHHEE L2 Z LICER L, FICEEERA 27 OBENKREN -7 (M5.3.5.2-1 066
CSR, Appendix 5.18) .

PASI 75 FERE KON sPGA (0/1) FERLEE

066 RER O FEFARIE R & L7245 16 #H D PASI 75 FERR KL N sPGA (0/1) FERE % GPP £ LY
EP EHICHEMIi L7z (/v VAR Z—Hfi5Eik) . GPP %M 3 #il ) O EP 4[] 8 ffillcis T, # 5
16 JIZ PASI 75 Z 3£ L7 BBRF X2 N2 2 41 (66.7%) KOV3 41 (37.5%) Th-olz, 5 161
IZ sPGA (0/1) ZERk L7-wiBr#E 1L, EP £ TIX 4 1 (50.0%) ToH 7223, GPP M TILRD 5
nighoi,
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BT, Ta—2 IR F=T0 2 BEEE bz 280217 > 7= (Observed cases) , %5
5232 PASI 75 % 2Rk L7-9EBRE 13, GPPAERA TIX2/3 61 (66.7%) M ONEPEEFITIL3/6 61 (50.0%)
THY, ZDHH GPPEM KO EP M 1 61X PASI 100 5% L7z (Table 6-2) , £7=. #5 52
HIZsPGA (0/1) ZERk L7258 1%, GPPERTIX 1361 (33.3%) LKONEPEFTIL4/6 61 (66.7%)
TH Y. GPPEM KU EPLEME 141X sPGA (0) HiEA L7z (Table 6-3) .

4 AR - AEICET D BRREROMNT

55 3 FHHEGABR CTdh 5 046 BRI TN 047 SEROFER O | ML TR FIED IS & 70 D %
iE D> B FAE O L 2 5 % 8 D WA OIRIEIZT 22— 27 T3 F =7 6 mg QD OO &G 08F
NTHHI ENHERINTE, ZNOORERTIX, 77 8AR & Ol O EE) b BEIE O35 M
Tk L CHEAROROBIRE THDLT LI TA RN EDRIET, Ta—27 IV F=T0HKE(C
L0, FEME ERREZET) OMELOEROBRIZERO & HkE, IO BE WS
77 N1 KO QOL FREE D UGEN RS HivTe,

A% Gt EBRILRIRER CTH 55 2 Ml (011 3BR) KOS 3 iR (046 3BR) ([2BWT, BA
NE & BREMOFNMEEERHEE A OfE RO — B RSN, BANENTHA DR Lo
BabROLATHZRY (([M2.74, 513H] ) . F£7=, PPK TR, AARNEIMNEANICKIT S
6 mg QD HHRFDT 22— 27 F N F =7 O TRIREFERICKEEWN T o7 ( [M2.7.2, 3514
H] ) o Lo T, EHEEFRBR R SN DR T — 2 /3y r— U0 b G b i RIc K-S <
Fa—7 IR F 2T ORAERERII, BANBHEICLEHATEEEZD,

4.1 R CO AL - ARORERIL

AERHFEOHLERE - HRETHDT 2—27 730 F =7 6 mg QD 1%, HFEJEH O BEIED J&
BT HMREEE 2R L L5 2 B O 3 MR O A ZIME R OO R, W ONT E-
R AT O FATFS W TER L=,

T a— 7 INVF =T ORRERE T 0 7T MIBWT, FLAERER (002735) KOS 2473 Er (011
) TT 2— 7 I NV TF =T ORIENCHERHEALPHEEZRG Lz, SbI1I2, ZhboiRBRic X
DF 22— IR F =70 E-R BBEAEEAT B, BT IS ES < ST 2 72 R 4wl hE
L L7,

011 RBRTlX., PEIEND BEEOHMBE BT AT 22— IR F =7 OFEXITREZE RS PASI
EREEOBRERMNT O EEANE LT, Ta—2 IRV F =T ORI - &% 3 mg QOD »»
5 12mgQD LT L7z,

011 RERDFER D, T 2—27 T30 F=7? 3 mg QD, 3 mg BID, 6 mg BID }xT* 12 mg QD #¢5-
iZ. 77 'R EEATHRE 120 PASI 75 FERR D FHFHFIICHEBEICE WD E AR E Tz, PASITS

130



2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

FERCR K OVPASI90 =R RIE, 3mgBIDLL EDOH&ETT T M —ITET HHMmMA LI, £ DRER,
T a— IR F =T ORNEHESE LT3 mg QD A, Ik RKAZHEL LT 12 mg QD MBFFE X
iz,

011 #AB7— % #H\ = ER EFATIE, T a—27 7V F =T OUREGEE L PASI 50/75/90/100 FEAL
2 E ORNCA B FED i, QD Xid BID £#5:12727%3 5§, Cavgss 75 PASI 75 KR D Tl
(CROERIREDOIRIE CH D Z E DR STz, B-RETMZESS I ab—y a2k b, 0113
BRCHET L TR0 6 mg QD TO PASI 75 RT3 mg BID LRIBE TH D Z LAVREhiz, &6
(2. BT /MIZ LD 6 mg QD TD PASI 75 BEMRERITIRERKRICET 5 & FHlshi ([M272,
Figure 3.6.1-1] %O [3.8.1] )

LZEMEICEH LTI, 72— I\ F =7 ORGEOHIMIZHEVEEFROFEHEL S HINT 56
MR N, 1FL A LITEWER, EXOERY:, SBICED2bDThoTe, Ta—2 Iy
F=73ETOMETERDRLET, ARMEEIRIFTH T,

v

T a— INVF =T OFINE, BEEROBEET a7 7 A0, TNCT 2a—7 TNV F=TD
E-Rf#HT OFEF 26, BID % kA% QD O 5 HFIEOFNEM: S EE L, FEAED & BEIE OS5 Mz i
BEIZBNTT 2a— 27 7Y F =7 6 mg QD HHITR#ERSRT7 4> b« URTBHFELND LR
SN, LEERoT, BIMEABRTIE, 72— 70 F =7 6mgQD & HZEIN L7,

4.2 AARHFBICB T DHRME - AERORERIL

5 3 FHILEGRBR T d D 046 BRL N 047 R T, T2 —2 7130 F =7 6mg QD OFEIR RS
(32 ) | FEAFMEROLEENHERINT-Z 0D (M2.7.4, 2 ) | HEAEN S HEIED R
W8T HEE KT AT 22— 7 I\ F =T OHEREHE - H&IXZ6mgQD & L=, £/,
066 AR CTHRIFRIZ, T 2a—27 IV F =7 6 mg QD 1L, FEJEN S EIEDRHML L EAT DL
BEEE CORMMENHER SN L & bIT, L0 EENSERM: Ch 2 IR Mg B3 M OWEREMEAL
BERRFE TH 25 K O FIER OBCER R NRD b iz,

4.2.1 S H MR T D ERIRAV A 2

TITERKOEE (T7LIT AN KROE 3 HEERRTH 5 046 B LY 047 RBRTIE, £
SENIE B R O EARRIRGHIE B (BRIE 7 v — TN O ALNERL O BIVRGTALE B 2R < £7C) 122
WC, Ta—2 IRV F=TE37TT78RUIT 7LV I T2 MIESHEFHENICHEE R dE L2 R LT,
WTFHORERTH, sSPGA A a7 M 3L E (HEREXITENE) OB EH T HfEEE ICB 0
T, FEHMOEE THLHEE 16 D sPGA (0/1) AR (HElFR A DN BEER SUTIZITEIER) KO
PASI 75 EERIL, 7T B REHANTT 2 —27 IRV F =7 THEHZMICER ICE > (0T
p<00001) , Ta2—2 IR F2THMEONT T BREOHKS 16 D sPGA (0/1) ERRIL, 046

131



2.7.3 FRIRBYA M O ZE PsO
BMS-986165 Deucravacitinib

BRCIXZ NI 53.6% K% N 7.2%, 047 R BR CTIIEN T4 49.5% K% 8.6% TH V. 5 16D PASI 75
EERCRIT. 046 B CTENE I 58.4% % N 12.7%, 047 REE T 53.0% 4% NN 94% CTh-7-, 7717
AN EDOWETHRERIZ, MR COT 22— IR F=TREOBE 16 O sPGA (0/1) Rk &
WNPASI 75 BRI FCHEBEICE -T2 (W FRh p<0.0004) . T 2—27 TR F=THERK
W77V T A MEOEE 16 D sPGA (0/1) FEAEEIX, 046 B TEIEI 53.6% MK TN 32.1%,
047 RBR TENEI 49.5% M T 33.9% ThH VD, 45 16 #H D PASI 75 ERMERIL, 046 R TENEN
58.4% K Y 35.1%., 047 RBRT 53.0% &% N 398% CThH-o7-, &KL LT, sPGA (0/1) ERKHE KO
PASI 75 BFEREIL, T2 — 27 TNV T =T OREIZL D B 24 3 F CRIEFFITHM L 7=,

PASI 75 R KUY sPGA (0/1) ERCGROFR LM Tld, N—RA T A O NOFEHFRRE, 5
R U TIERIE (R BA SO IR A FRIANC X 2 25 k2 &) [Zrnbbd . #a
HLHMTEBELTT7ERBELOT 7TV I TAMELARTT 2—7 IV F = TRHETEEDH RN
BOLNZ 33.1H)

T a— 7 INUF =TI E e, FEREIEDMECET 2 MOBIEICB W THBES R A~ L, PASI90 #
R, PASI 100 EERCGE K TN sPGA (0) BERCGRIZ KV R AOUER ONHAE R L, B OSE
N ORI & W o TeipiRINEE R Ch L 7o b Le (3216 HH) , 72, ZHH DRSS
R T DR T ¢ M. PSSD Dk M O DLQI, SF-36 PCS. EQ-5D-3L VAS 72 & Do B
WET U N AEEbUESE T 32175

2 ODF IR TIX, T2—27 I F= 7%&5 52 M F THkE L 7o gBRE IC BV T, TR
PR OHMERFP R STz, TR & b &5 24 0|2 PASIT5 % i mb&ﬁm AU ST 22— T3y
F= 7%¢m&ﬁbt%%%®ikmk(m%~m%)@&ﬁsz Z% PASI 75 # iR L 7= (Table
SNKJ&Ukalsz)OEW%3W?~7/7Nwﬁ%’kPT% Fa— IR F =T
D 52 WG X HIREDROMFEN MR Sz (322 H) . ZOREHRIT. Bk RER
(075 73BR) TT =2—27 73U F =7 6mg QD & HIZ 60 W [HfkFe i 5 L 72 g CHERr ST
(5H3) .

047 FABRTIE, 5 24 D PASI 75 ZER LT 22— INTF =TI NOT T EVRIIHT »F Mk s
Ni-wrE (FEHIEEE) 056, Bh 52 i E TOMIC PASI 75 RISBIEK LI #iBrE OEIA X
78.7% T o723, F% 0 OF) 21%I13 85 52 E T PASI 75 Z/EFF LTz, T 2—27 IR0 F =T D
HAkiz X% PASI 75 BUSH LT 5 TOHMOFIMEITH 12 B TH -7 (3.2.1.841H) ,

B3R TS IR AR NIT LI TR MIT oA A SR, &5 16 B XTI E 24 HICTF 2
— 7 IRV F =TI R A TR, T 075 BBRICBAT LT 2 — 27 IV F =712 Bz b
NIEWBRE L, RUICT 22— 27 IR F =TT v F MES IR E & RIS RO E R
b7z (32.18.11H) .
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T a—7 IR F =7 6 mg QD OEEMEIL, F 3 M LEGERO 046 35 & Y 047 RER OFEAFENT T
& % Controlled Safety Pool TRffli L, 7 =—72 I/ F =7 % | [BILL BB S 7= 985 1364651 (5
H 503 Bili 52 WEILL BB S d7z) AE £, Controlled Safety Pool D5 16 I & T DA FHFHA
DFBENAGIL, T a— 7 FNVTF =TT 55.7%THY ., 77 2HREE (49.6%) kﬂif\f%%)ﬁf))
ST2b DD, BAROBRIOIGEIRTHLT 7L I T A ME (57.6%) EREETH-T=, £,
2= INRVF 2T OEERAEFGZORBEEIGIL 1.8% LK<, TR 29%) KOT 7L
TANEE (12%) LRIBECTH-oT-, SDIT, 7T a— 7 I F =7 OIERBEF K OB O i fif
R TO Y RV TEDE | RYYE, G ES . BIEEE, MACE, MARZERIE, BRI S%
ZiHMEiL7Z, ZNDDHEBDOT 22— IR F =T OFBEIGITIL | GRS N QSR YE &
BRE 7 IR MOT T LITANERBETHTZ, £2. Ta—2 IV F =T ORHHF5IC L
D, INOOEROBERENEN LA T HEMETRD Senotz, b Z bbb, PEENSE
SED = HVERRERE TOT 2— 7 I NV TF =T OFR AR BFEMEL ONERENHER I, £,
55 3 FHEER 046 BlBR, 047 R K N 075 SR DFEAHENT T & 5 Phase 3 Safety Pool IZFBWTH, K
1519 %1 (55 1068 Hili% 52 WHILL Efkle L TG-S e) CTOT 22— 7 I\ F =T ORMZ M
D3ifEFR S 4, Controlled Safety Pool DfE SR A FAFIT 5 6D ThH -7 ( [M2.74, 2] ) .

4.2.2 BB & R - fEAT

T a— 7 IV F = TIIRE P OIFIE T RICRIN S, BREREEIIH RSN, FRERFER
72 PK OBALITRD e inoTz, 7o, Ta— 0 I\ F =T 5bERIE LTEREG LI EZD PK T
3~36 mg DHFPACHRIE TH Y, HEHED 6 mg QD IXZDOHIZEEND, HAANTD PK/RT A —
ZIZONTH, 002 3B THRO I AARNTORERIISNEAN L RO HELAEZ R L ( [M2.7.2,
22.1.45] ) | 011 BB L Y 046 R TR HNT2T 22— 27 T /30 F =7 @ Ctrough D FEHIEIZ A AR AN
M EANEANEF T ERER L TERITEO R o7 ([M2.72, 3514 H] ) . S5
011 BRI O 3 tHELEGAER (046 RABR KLY 047 BR) 25T = — 27 73 F =7 D PPK T T
I, WO PKRT A= IZBWTH NFEITA R R ILE RTINSz,

011 3B &% OVZF 3 AR L aBR 2 W - BRI 2 20 L, REERE ISR AT 2 — 27 I\ F =T D
Wi & A PERFIE H 0 sPGA (0/1) FERKER KON PASI 75 EER=R & OISR & 5202 L7, E-Rf#
Hrofik, sPGA (0/1) R M O PASI 75 ERCRITBHBERIIKF L THEINL, 72— I 130 F=
7D Cavgss [ZIETEEOIEIE L LT, sPGAET /LK PASIET LOWTHIZENTHARMEDRE
OFRRTFTHDLHZENRENTZ, Ta2—2 T F =7 6mgQD &5 X 5% 5 16 K %5 24
FH D PASI 753ZREE K OV sPGA (0/1) ZALERO THIMEIL, HRERNERIZITVMEZ R L7z (Figure 4.2.2-
Do

EBICETNATHERANT, Ta—27 73U F =7 6mg QD 5D PASI 75 EEi% =R} O sSPGA (0/1)
R A B T L ISR LT, AR R L LT, PASITS ERSRICOWTIIRE, Fin, PR,
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AT A D PASI A 27 R OVEYZHIRAIOM A OAME, sPGA (0/1) FEREIZ DWW CTILARE & O
W FHE LT, 7 2—2 T30 F =7 6 mg QD 255D PASI 75 ML TN SPGA (0/1) B D
THMEIL, B L 72 B ENOWT O ZERICB N TS, RERRIEVETH 72, L
NoT, Fa—l TR F=TD 6 mg QD & LIl 2 ARz UREREZHENLTH, AOEOE
ROBEIMIGECERNEEZ S ([M2.72, 3621E] ) ,

LZEVEIZET 5 ER BITOREND, T a—27 IRV F T ORGER L e HES (EERERYYE,
R Y, MACE, Extended MACE, BEMEMESE X7 L— R 3 LI ED CPK EH-O¥BL) L OH
[ZH 57372 B-R BIfRIZERD b ie otz EYYER X OVEAE RIERK T2 523 E-R BIROE M
NABO BTN, ZHTHERMICE®ROH DL O Tl RenEEx 5l ( [M272, 3.622H] ) |

VI EOBERRBR BT D 2B R OFINET — % & & HICERYEIER Y E-R SRS RN S, Sk
VXIS 2T 22— 2 I F =7 OREFERYE - FEIX 6 mg QD THHZ LRI D, 723,
HEFHEREREEWIRE 0T 2 — 7 IV F =7 OIEREERE R [AUCINF)] 1X, FFHEREIEH #EER
FL L TaEWy (131%) 2RI TRy, BEEFEREREEEE~DT 22— I F =70
BRI 2, EEEEERELZRE, T 22— 7 IV F =T ONRMEER & O APEEE
XD HEREIIAETHS ([M2.72, 3.7H] ) .
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Figure 4.2.2-1: F 22— FNRUF =T D Cavgss (25T 5% E 16 B RO E 24 BO
PASI 75 ZERE K N sPGA (0/1) EREOETLTHI

Week 16 Week 24

100

501

25=

Probability of PASI75 Response

0=

12mg QD (44)— — .

6mg BID (45)= —
6mg QD (832) L
3mg BID (45)=] —
3mg QD (44)= —A— -

3mg QOD (44)= lI— -

Placebo (458)= |

0 25

(o))
o

75 100
DEUC Cavgss [ng/mL]

Week 16 Week 24

1001

75=

50=

25=

Probability of sSPGAO/1 response

0=

12mg QD (44)=1
6mg BID (44)=
6mg QD (832)= e
3mg BID (45)= — .
3mg QD (44)=1 —A— -
3mg QOD (43)= - -
Placebo (458)=

or

0 25 75 100

50
DEUC Cavgss [ng/mL]

Notes: Solid curve on upper panel gives the median PASI 75 or sPGA 0/1 probability for week 16 or 24 with a ribbon
showing the corresponding 90% prediction interval. The boxplots at the bottom represent the exposure range achieved
by each dosing regimen. The values in parentheses represent the number of subjects.

Source: M2.7.2 Figure 3.6.2.1-2, Figure 3.6.2.1-5

4.2.3 JE T P i R OV BORE

EWNEE 3 M4 — 7" T LR CRRE e & ORI Z X 5T 2 — 27 T30 F =7 6 mg
QD OFMMEEFHM L, WTHNOEBRIZK LTS, Ta2a—27 730 F =70 52 @EHOEGIZLD,
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GIS TORHIIZ £ 2 FZEIER OUE R S vz, BEMERRECR 2 F8 2 & LT IDARAa T

HEf L. 52 A OKREGEHFEFICSELTRD iz, £, IRREVERLREEE M OHREMERL R i B
TD PASI 75 R KL OVsPGA (0/1) ERERICBW TS, T a—27 IV F =72 L HED R e
BENT,

Ja P e B N OV REMEAT BOE BB CORZRMEICE L TYH ., S mREE LRKCT =2 —27 7
NUF =T 6 mg QD O OBERENHERE S 1L, 5 OBFITRRN L2 EOBEITR
OB T,

FREt LT BR B EUCBR Y 23 2 6 O D R Mg M ONZREE AL B2 E & o 7o R FBTR B O & OV
HIZBNWTH, T2—27 I3 F =7 6mg QD OF K NN HER I T,

4.2.4 it

55 3 FPRILEGRER Tld, FOREOD R A OUGEIZ BT 2 FBIREIE C b 5 BB O A MERHEE B KO
BERET U M LICBNT, TR KROBARORAERIETH LT 7L I TR M EHERL T,
T a—7 IR F =T 6mg QD DEHMENRE N, £72, T2a—7 IV F =7 6mgQD L,
240 011 #BR T — & Z JHW T2 B-R AT IS K 0 e REDRITET 5 L FRIS . 2O TS 3 A LG
BROFER T I N, AIMEROLZEMEICBET 5 E-R OB RIL. BARAKRUIMENZETH
3MHEABRN OB ONZT 2 —27 IV F =7 6 mg QD OFMER DL EEORREZEMIT D
DODTHDH, ENEIHA—T TN TEH, T2—2 7130 F =7 6 mg QD |2 X D HHEHAED
SR TRD AL, I RRE R K O MR RO B COR MR O R et bR S vz,

ULEDT =506 PEREN S BEIEOTHERRE, SR RE & OHZREPERLBE DRI & LT,
T a—7 IR F =7 6mg QD ODHIE - HENHEREINS,

5 BROFHRE, MM

3 FHERERD 046 B, 047 RER KN 066 RERTT 22— 27 IR F =7 % 2 BEHEE L-RBRTH
ST, Fio. BHkERBRD 075 MBRIZFA L EMT THY . T 2a—27 I F =7 2 H K 84 K
BE I,

HESED D HIE D RE AR E & BT DR E x4 & U725 3 HEEGBRD 046 FBR K TN 047 3
BRCiIninb, Ta2a—27 730 F =7 6mg QD X EEFHMEIEH TH 5 #5161 D PASI 75 ALK
J OV sPGA (0/1) BERCEEN 77 1R & el U CREGEHFINCA BICE < | Ffif D BIEE 2 R 3RO

WENRD LN, EHIZ, TTLITAREDORERIZBNTH, Ta—27 730 F =7 6 mg QD
IZ X % PASI 75 ZERCE KL OV sPGA  (0/1) ERCRIIE G 16 BICHEHFHIICHEREICELS, 20T 2—7
TR F =T OB R G 24 I b HEFF S Lz, WRBRT, BRGNS T 2 — 27 TNV F =T
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PG SN ERE O RIS IE, 5 24 BITIZ PASI 75 3ERR L., T a—7 IRV F =T OEEIC
X % PASI 75 ZERLR N TV sPGA (0/1) EERLRITIR G- 52 8 F THEFF S, 2hROFENGZD BT,

046 RERTIL, 52 BMEHICL DT 2 — 7 I F =T OEIMEETEMN L. fkeiE5c X 58800
DOFEHGEN R ENT- (Table 3.2.1.8-2)

o T a—UINUF =T RETHEYE 24 BIZ PASI 75 A FERL L T2 HBRE TOF G- 52 1 D PASI 75 EEK
IL, 813% Th 7=, [FAEEIZ, 5 24 I PASI 90 X PASI 100 % ik L 7-#kBrE T 5
52 3 @ PASI 90 AL K O PASI 100 %ﬁﬁzfp T, ENEN 13.6% KN 62.1%TH -7,

o Ta—JINRUF=TRTHRE 24 BT sPGA (0/1) ZER LIZgBRE ToO®KE 52 D sPGA

(0/1) FERRIZ, 774% TH -7,

o PASI XU sPGA IZ K DNz, 52 MM 512 K D 8zt OVER N #7225 & B s 7T
U R AICOWT ORI L7z, #5 24 BICEEO DNAREENL (FER, N, B ok,
J O DLQI 20 BE MG T 7 HaME*%@&% X, T a—27 IR F =70 52 BEO#KEHM
U CHi L7 (32.1851H)

047 RER T, T2 —2 IV F =T HEOEBRE L, K5 24 WIZ PASI 75 2L LTI-HG. 72—
7 IR F =7 (et 58 UT7 78R (REPIERE) OWTFncET w2 afbsh, 7=
— 2 I\ TF =T OB ROMERF L OFFfett 2 374 L 72 (Table 3.2.1.8-1)

o T a—UINUF =T RETHEYG 24 BIZ PASI 75 A FERL L 72 HBRE TOF G- 52 1 D PASI 75 EK
X, Ta—I INVF=TIZHT X MES T HERE T 80.4% (119/148 i) TH 72D
WZxt L, 7T ERICHET X MM SRS T 31.3% (47/150 ) Th o7,

o T a—U T NRUF=TRETHEE 242 PASI 90 % FERK L 72K T 52 1 0 PASI 90 %Jﬂz
BIX, Ta— 0 INRNVTF=TNZHT X MMESINT RS Tl 73.3% (63/86 f4l) ThH-o7=D
XL, 7T ERICHT o F LMESNIHERF TiX 21.8% (17/7841) Th -7,

o T a—UINRUF=TRETHRE 24 B2 PASI 100 & 5K L 795 #E ToO#& 5 52 3 0 PASI 100 2
RERIT, T 2— 2 TR F =TT/ T X MESIT R TIX 62.9% (22/35 fil) TH o720
WXL, 7T BRICHET X DMESNTERF TIL 6.5% (2131 41) TH -7z,

o Ta—JINRUF=TRETHRE 24 BIZ sPGA (0/1) ZER LI-WERE TO®KE 52 D sPGA

(0/1) FERFEIX, Ta—2 TNV F=TIIHT X MES T HERE TIX 703% (83/118 #i)
ThoTleDIZR L, 7 EBRICHT ¥ MES T #ERE Tl 23.5% (28/11941) Th-o7-,

066 RERTIL, THEIEN D EIED /M E 26T D ifE, BIE MR L ONZRENERL R e B E 2 %)
BRI, T 2= TN\ F =T % S2EMEE L& & OFZMEZ2FHE LT,

o PPLEMTOEE 16 D PASI 75 R LN sPGA (0/1) ERRIZZNFI 76.2% K% T 82.5% T
HY, Ta—IINF =T OHEMERHER SN, £T2. B5 52 O PASI 75 #EAGE K
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sSPGA (0/1) FEFRITZNZI 86.7% KL N 85.0% TH V. 52 M D51 X 5%@‘@@%%%75%
WENTz, FT. 066 RERD PP HEM T 5 4172 PASI 75 AR K UV sPGA  (0/1) SRR D
3 FHELESERER CTdb D 046 #ABR M (N 047 BBR & FIRRICT 22— 27 T F =T OFMENGRD Ewmto
o GPP MK EP F£EHICEWTH, #HRELICIRY ZH 2D 0D, #5516 B IHKG 52 HIZ
PASI 75 X OV sPGA (0/1) %Rk L7-#BRE N8 Hiv, S2 M oRGEHMIChsT 2—2 7
N TF =T OWEHR L OMEFF D HER ST, TP & OHZREEALEE I3 2 K B E
JEE DT TdH 5 GIS N JDA A 27 (BREMEEROAR) IOV ThH, Ta—27 71\ vF=
7O 52 WEOEGIZ LV EE RO ER, EEAEEEOSMI L UGE & 2 ORI HER S
776

EWike B CTdh 2D 075 RERTIX, BIT L2 1221 1D 5 5 944 N HeATiRBR D e i pi CF oo — 7
TINCTF =T e ENZ, TR O OPIREIZBN T, PASLTS EEREK T sPGA (0/1) EERRERITH
560 (efTRBRCo 28 WRILL EoK 5HME2E D, S5 E LTS HMLLE) F THERF X
NTW=,

o PASI75ERE : 075 RBR O HBAIARFIZ 70.8% (668/944%51]) . #5-60H1C 73.6% (131/178 1))

o SPGA (0/1) R : 075 :BR O G-BHAEIFIZ 56.0% (529/944 i) . 5 6012 55.1% (98/178
i)

F 3 MRBRICBW T, IBREOEGEHIEH LT 7 MU X 2 IRET IR FIC, FacE®RE
BELZ Y NY > R BEFEROFE L OHE ST A — 2 ZHS BEBIER XL Y ST v RO
BEIEERD b hotz (M2.74, 5.8 HH) , ZNHORBROFERNDIL, T a—27 TN F =7 Ok
Bt 512 K D A AN DO FKBUI R S TR,

T a— INTF=TO2HMMEOEE 25T LTcHRE OFIAITE <. 046 U5k T 80.7%, 047 7R
TT775% TCTholz, 075RBROT —F Iy NATHREE T, KRRIBEERSIL, T 2a—27 IRV F=7
6 mg QD Z #5417z 1221 BIOKRER > DHERE  (90.0%) BFEG-EfkfiFH Thole, T a—27 TN
VF=T OHEMEOHEKIZE AR ITENTH ST,

PLEORBFERND, T 2—27 730 F =7 6 mg QD i EHK 2 MG LI2giE VT, i
it DY BIFENMEIC BT 2 BRIRFEAMFEAE K BFEHRE T U MU A EIRICESE, T a— 7 IRV TF=
7T DBEMEOFHE R ST,

6 fHéx%
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Table 6-1: FEFMEEE OFRER : J VAR X —f5EHE (066 3RER) - As treated ££F
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N=23 N =38 N =74

PAST 75 Response at Week 16: (Primary Analysis)
TOTAL NUMBRER OF SUBJECTS 63 3 8 74
RESPONDERS (%) 48 ( 76.2) 2 ( 66.7) 3 ( 37.5) 53 ( 71.6)
RESPONSE RATE (95% CI) 76.2 ( 63.8, 86.0) 66.7 ( 9.4, 37.5 ( 8.5, 75.5) 71.6 ( 59.9, 81.5)
SPGA 0/1 Response at Week 16: (Primary Analysis)
TOTAL NUMBER OF SUBJECTS 63 3 8 74
RESPONDERS (%) 52 ( 82.5) 0 4 ( 50.0) 56 ( 75.7)
RESPONSE RATE (95% CI) 82.5 ( 70.9, 90.9) 0.0 ( 0.0, 50.0 ( 15.7, 84.3) 75.7 ( 64.3, 84.9)

The 95% confidence intervals are calculated using Clopper-Pearson method.
Source: M5.3.5.2-1 066 CSR Table S.5.1.1 (sPGA 0/1), Table S.5.1.2 (PASI 75)
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Table 6-2: #5552 D PASI 75 ZRLER, PASI 90 =R, PASI 100 =R (066 FER) - As treated £
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N =3 N=28 N =74

PAST 75 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 60 3 [ 69
RESPONDERS (%) 52 ( 86.7) 2 ( 66.7) 3 ( 50.0) 57 ( 82.6)
RESPONSE RATE (95% CI) 86.7 ( 75.4, 94.1) 66.7 ( 9.4, 99.2) 50.0 ( 11.8, 88.2) 82.6 ( 71.6, 90.7)
PAST 90 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 60 3 6 69
RESPONDERS (%) 40 ( 66.7) 1 ( 33.3) 1 (16.7) 42 ( 60.9)
RESPONSE RATE (95% CI) 66.7 ( 53.3, 78.3) 33.3 ( 0.8, 90.06) 16.7 ( 0.4, 04.1) 60.9 ( 48.4, 72.4)
PAST 100 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 60 3 6 69
RESPONDERS (%) 19 ( 31.7) 1 ( 33.3) 1 (16.7) 21 ( 30.4)
RESPONSE RATE (95% CI) 31.7 ( 20.3, 45.0) 33.3 ( 0.8, 90.06) 16.7 ( 0.4, 04.1) 30.4 ( 19.9, 42.7)

The 95% confidence intervals are calculated using Clopper-Pearson method.

Qoserved cases presented.

Subjects discontinued treatment prematurely may still remain in the study, and data collected after the

included in this analysis.

Source: M5.3.5.2-1 066 CSR Table S.5.3.2 (PASI 75), Table S.5.3.3 (PASI 90), Table S.5.3.4 (PASI 100)

last dose are still
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Table 6-3: #5528 D sPGA (0/1) ERER O sPGA (0) EFRE (066 3BR) - As treated £
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N=23 N =8 N =74

SPGA 0/1 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 60 3 6 69
RESPONDERS (%) 51 ( 85.0) 1 ( 33.3) 4 ( 66.7) 56 ( 81.2)
RESPONSE RATE (95% CI) 85.0 ( 73.4, 92.9) 33.3 ( 0.8, 90.6) 66.7 (22.3, 95.7) 81.2 ( 69.9, 89.6)
sSPGA 0 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 60 3 6 69
RESPONDERS (%) 26 ( 43.3) 1 ( 33.3) 1 (16.7) 28 ( 40.6)
RESPONSE RATE (95% CI) 43.3 ( 30.6, 56.8) 33.3 ( 0.8, 90.0) 16.7 ( 0.4, 04.1) 40.6 ( 28.9, 53.1)

The 95% confidence intervals are calculated using Clopper-Pearson method.

Qoserved cases presented.

Subjects discontinued treatment prematurely may still remain in the study, and data collected after the last dose are still

included in this analysis.
Source: M5.3.5.2-1 066 CSR Table S.5.3.1 (sPGA 0/1), Table S.5.3.5 (sPGA 0)
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Table 6-4: $ 5 52382 PSSD 2 73 0 Z K LI BRE OFIA (066 3UER) - As treated £
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N =3 N =38 N = 74

PSSD Symptom Score 0 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 59 2 6 67
RESPONDERS (%) 17 ( 28.8) 0 0 17 ( 25.4)
RESPONSE RATE (95% CI) 28.8 ( 17.8, 42.1) 0.0 ( 0.0, 84.2) 0.0 ( 0.0, 45.9) 25.4 ( 15.5, 37.5)
PSSD Sign Score 0 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 59 2 6 67
RESPONDERS (%) 10 ( 16.9) 0 0 10 ( 14.9)
RESPONSE RATE (95% CI) 16.9 ( 8.4, 29.0) 0.0 ( 0.0, 84.2) 0.0 ( 0.0, 45.9) 14.9 ( 7.4, 25.7)
PSSD Total Score 0 Response at WEEK 52
TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 59 2 6 67
RESPONDERS (%) 8 (13.6) 0 0 8 (11.9)
RESPONSE RATE (95% CI) 13.6 ( 6.0, 25.0) 0.0 ( 0.0, 84.2) 0.0 ( 0.0, 45.9) 11.9 ( 5.3, 22.2)

The 95% confidence intervals are calculated using Clopper-Pearson method.
Ooserved cases presented.

Source: M5.3.5.2-1 066 CSR Table S.5.3.7, Table S.5.3.8, Table S.5.3.9
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Table 6-5: B5 523D PSSD AT DR—R T4 inbDELE (066 3ER) - As treated £
Generalized
Placque Pustular Erythrodermic

Timepoint Psoriasis Psoriasis Psoriasis Total
Statistic N = 63 N =3 N =38 N="74
Change from Baseline in PSSD Symptom Score
BASELINE

N 62 3 8 73

MEAN (SD) 39.8 (23.60) 46.6 (4.00) 35.7 (25.97) 39.6 (23.27)
MEDIAN 35.1 44.9 29.3 34.4

MIN, MAX 6.0, 90.3 43.7, 51.1 12.5, 97.1 6.0, 97.1
WEEK 52

N 59 2 6 67

MEAN (SD) 8.6 (11.36) 31.6 (2.22) 10.5 (8.32) 9.5 (11.59)
MEDIAN 4.0 31.6 8.3 4.3

MIN, MAX 0.0, 46.9 30.0, 33.1 2.0, 24.3 0.0, 46.9
CHANGE FROM BASELINE AT WEEK 52

N 59 2 6 67

MEAN (SD) -32.4 (24.07) -16.4 (6.67) -27.3 (35.17) -31.4 (24.75)
MEDIAN -26.4 -16.4 -16.2 -26.3

MIN, MAX -82.9, 22.9 -21.1, -11.7 -95.1, -2.0 -95.1, 22.9

95% CONFIDENCE INTERVAL FOR MEAN ( -38.6, -26.1) ( -76.3, 43.5) ( -64.2, 9.6) ( =37.5, -25.4)
Change from Baseline in PSSD Sign Score
BASELINE

N 62 3 8 73

MEAN (SD) 48.0 (19.54) 57.3 (20.31) 47.1 (18.96) 48.3 (19.33)
MEDIAN 47.6 51.9 42.6 47.6

MIN, MAX 11.9, 85.7 40.2, 79.8 26.7, 88.1 11.9, 88.1
WEEK 52

N 59 2 6 67

MEAN (SD) 10.1 (12.13) 43.0 (11.28) 19.1 (15.33) 11.9 (13.63)
MEDIAN 6.4 43.0 15.1 6.7

MIN, MAX 0.0, 55.0 35.0, 51.0 3.3, 48.6 0.0, 55.0
CHANGE FROM BASELINE AT WEEK 52

N 59 2 6 67

MEAN (SD) -38.2 (20.05) -22.9 (8.42) -31.4 (28.72) -37.1 (20.66)
MEDIAN -35.2 -22.9 -26.0 -33.3

MIN, MAX -82.4, 7.4 -28.8, -16.9 -84.8, -6.2 -84.8, 7.4

95% CONFIDENCE INTERVAL FOR MEAN ( -43.4, -33.0) ( -98.5, 52.8) (-6l.6, -1.3) (-42.2, -32.1)
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Generalized
Placque Pustular Erythrodermic

Timepoint Psoriasis Psoriasis Psoriasis Total
Statistic N = 63 N=3 N =28 N =74
Change from Baseline in PSSD Total Score
BASELINE

N 62 3 8 73

MEAN (SD) 43.9 (20.80) 51.9 (10.17) 41.4 (21.89) 43.9 (20.48)
MEDIAN 40.8 51.5 36.0 40.8

MIN, MAX 9.1, 87.4 42.0, 62.3 24.1, 92.6 9.1, 92.6
WEEK 52

N 59 2 6 67

MEAN (SD) 9.3 (11.55) 37.3 (6.75) 14.8 (11.57) 10.7 (12.35)
MEDIAN 4.9 37.3 11.4 5.3

MIN, MAX 0.0, 50.9 32.5, 42.1 2.7, 36.4 0.0, 50.9
CHANGE FROM BASELINE AT WEEK 52

N 59 2 6 67

MEAN (SD) -35.3 (21.43) -19.6 (0.88) -29.4 (31.78) -34.3 (22.13)
MEDIAN -32.0 -19.6 -21.1 -28.5

MIN, MAX -82.6, 15.1 -20.3, -19.0 -90.0, - -90.0, 15.1

95% CONFIDENCE INTERVAL FOR MEAN

( -40.9, -29.7)

(-27.5, -11.8)

(-39.7, -28.9)

The 95% confidence intervals are calculated using a normal approximation method.
Source: M5.3.5.2-1 066 CSR Table S.5.5.7, Table S.5.5.8, Table S.5.5.9
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Table 6-6: #5528 ® DLQI BIEFHAE B OFER (066 3ER) - As treated ££H
Generalized
Pladque Pustular Erythrodermic
Psoriasis Psoriasis Psoriasis Total
N = 63 N=23 N =8 N =74

DIQI 0/1 Response at WEEK 52

TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 59 3 6 68
RESPONDERS (%) 39 ( 66.1) 2 (66.7) 4 ( 66.7) 45 ( 66.2)
RESPONSE RATE (95% CI)* 66.1 ( 52.6, 77.9) 66.7 (9.4, 99.2) 66.7 (22.3, 95.7) 66.2 ( 53.7, 77.2)
Change from Baseline in DIQI Score
BASELINE

N 63 3 8 74

MEAN (SD) 9.1 (4.47) 9.7 (6.43) 7.5 (5.56) 9.0 (4.62)

MEDIAN 9.0 7.0 5.0 8.0

MIN, MAX 1.0, 20.0 5.0, 17.0 3.0, 16.0 1.0, 20.0
WEEK 52

N 60 3 6 69

MEAN (SD) 1.7 (2.20) 1.3 (1.53) 1.2 (1.17) 1.6 (2.09)

MEDIAN 1.0 1.0 1.0 1.0

MIN, MAX 0.0, 11.0 0.0, 3.0 0.0, 3.0 0.0, 11.0
CHANGE FROM BASELINE AT WEEK 52

N 60 3 6 69

MEAN (SD) -7.6 (4.52) -8.3 (7.51) -7.8 (5.67) -7.6 (4.67)

MEDIAN -6.0 -4.0 -8.0 -6.0

MIN, MAX -19.0, 1.0 -17.0, -4.0 -15.0, -1.0 -19.0, 1.0

95% CONFIDENCE INTERVAL FOR MEAN ( -8.8, —6.4) ( -27.0, 10.3) ( -13.8, -1.9) ( -8.8, -6.5)

*: The 95% confidence intervals are calculated using Clopper-Pearson method.
Source: M5.3.5.2-1 066 CSR Table S.5.3.11, Table S.5.5.11
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Table 6-7: BE 52 D ss-PGA (0/1) ZERLHE (066 3ER) - As treated ££H]
Generalized
Placque Pustular Erythrodermic
Psoriasis Psoriasis
N = 63 N=3

TOTAL NUMBER OF SUBJECTS OBSERVED AT WEEK 52 32 2 4
RESPONDERS (%) 28 ( 87.5) 1 ( 50.0) 3 ( 75.
RESPONSE RATE (95% CI) 87.5 ( 71.0, 96.5) 50.0 ( 1.3, 5.

The 95% confidence intervals are calculated using Clopper-Pearson method.
Ooserved cases presented.

Source: M5.3.5.2-1 066 CSR Table S.5.3.10
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046 RER, 047 BR, 066 RERZ GTe5F 3 FHRBR LBAT LI-BRE 2 X RICA—T v T UL TT o
— 7 INUF =T ORI OE N2 - L 72 Rk Ch o 7223, KHFEICHW
075 B R (nterim CSR. 26| A 7 7—4 7 v FH7) (1% 046 B X 047 BB B
BAT LI WBRE OB B™E T,

Fa IR ZZ M DRI AV 7= 3B8 & Table 1.1.1-1 1237, £RBORBRT V1 o K OMEE T [M2.7.3.
1.13E]) 1R LT-,

Table 1.1.1-1: ERPR ) 2 % 51l L 72308k
HEBR O . e g s e %2 S AR
IMO11-046 HRESEN D 52 A DEUC 6 mg QD TRBREERE 545 665 151
[ B 4L (R 45 3 A %ﬁ?@? LN 4 7R (AAN 66 i)
FA 2 i SEE L
(AT E L) T 7 g O%E% | FFL 35 R
7T ERE) 30 mg BID
ESS-Sagiic]
IMO011-047 AENS 52 JE 77 &R TRBRER I 5051 1018 1
WESNE 3 BIEDRIE 5 % 1 b DEUC 6 mg QD
GEAITE ) %g’;{gﬁ “EER FFLIF b
LR
77 vR L) 30 mg BID®
eSS Sagiic]
IM011-066 HASTEAN S 52 SRR DEUC6mgQD  Fao—2r 5" F =7
[EINE 3 40 HED R e $e 5151 74 51
(FPAEE ) BEPER 4 5 A 0 B T O )
ERSL A RS Y e AT 2
GPP ¥E 63 1
EP GPP 3 {3
EP 8 43
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2.7.4 BRIR Y2 At O B2 PsO
BMS-986165 Deucravacitinib
i R L i - i HEALT
IMO11-011 RASENDS 12 7T R 75 & AR 45 5
[EESEEFES 2 BEOCRE 5 x gy DEUC 3 mg Q2D DEUC 3 mg Q2D B 44 {3
(R 2R %g?%ﬁ CEEHR DEUC3mgQD  DEUC 3 mg QD &¥ 44 i
- 75 KR DEUC 3 mg BID  DEUC 3 mg BID B 45 {3
DEUC 6 mg BID  DEUC 6 mg BID £¥ 45 7
DEUC 12mg QD  DEUC 12 mg QD #¥ 44 {5
Fa—y FINF=T
BEEE 222 431
(AAN 24 $51)
IMO11-075 HEESEDN G B DEUC 6 mg QD T a—0 FNF=T
[EIBRIL R 25 3 4H BIEDRE 1221 B
(ZEHR) ’:ﬂ&% EH g (046 FABR X 13 047 7Bk
sy pp O ?;)%%%ﬁbf:%&%ﬁ%@

H :2('_$I_H
W Goge)

@ T FUITANOHABRIIRMNCEORTE LBV, Day 1~5 THiL (Day I : ] 10 mg, Day 2 : #i4

10 mg. Day3 : # 10 mg X T'% 20 mg, Day4 : 5% 20mg . Day5 : §] 20 mg &2 (%4 30 mg)

M1 30 mg BID & L 7=,

ek, AR,

. Day6 LA

1.1.2.1.1 TR TRRAMATRE B2 izt L. #x ORBR (046 Bk, 047 3t

B, 066 akBR, 011 5BR KON 075 3BkR) OfERIL, KBk M2.7.6 XN CSR TR LTz,

FRAT T SRR B UM S SR 1T

1.1.2 TG E
1.1.2.1
1.1.2.1.1  ¥EMHEFT

AMETIE, AT L TT a— 2 IRV F =T ORERZ RN T A —Z 23R
AL, ZeMtE2cfGIICEHE T 5720 DITIORTZaem e 2170, £ ORER z foliZ il
LT, LZEVEREGIITIT, 15K E 1 B2 ERG ST #EBRE  (As treated M) OF —# 2z,

1) Controlled Safety Pool (046 755 & OF 047 7X5R)
WIRLHFEAE - AR THLT 2—7 T30 F =7 6mg QD BEH S
RBRTH Y | BRIEER OB T VA VB L T AR CThH o7, 046 ABR KL Y047 3B TR
BigEze 1 RILL B G S VTR E D2 T — # Zfia L. Controlled Safety Pool & L CTF =2—2 7
N F =T OREMNET TR UTT 7 VI T A M EH#E LT, Controlled Safety Pool (21X, 046 7
B % U8 047 5B T 7 & MM S TURBRE 2 & G- ST E 22 4L 665 51 e UY 1018 5l D FF 1683 4l

046 #kBR M O 047 BRI,
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

NEFENT, BREFEONROZEMIL, [M2.7.3. 3.1.1.1IH] ® 046 RXBR }2 1047 RER TOBERE DN
SREZROZ L, %ﬁﬁ%%ﬁiMF@ nEL-.

o ®E0E~16E (77 EA%HHRHIM)

o BEHO0E~24E (771 I TR bxREIR)

o BEOE~S2E (Ta—27 7"V F=7IREHM)

¥ 5. 0 B~16 HOLENET — 1%, WE?VEAMﬁ@EEﬁ’%G%%ﬁLKO&50¥~mﬁ
OB 0 ~52 MOREMT — 21X, BLFIZRT 2 DO TEIT Uiz, ZattoiHibix As
treated £E [ @ﬁ%ﬁ“(ﬁb FHGE IR 5L O ENT T As treated EEMH OFE R 2 Ml & L7,

e Astreated Z£[7]
MELRREE L 1 BILLERG L2 TomiRE (5 16 BUEIZMOTEERIED 8 0 B 2 72 g
Fraoite) TN Lz, #5 0~24 &R OHE 0 lH~52 MOLZEMET — 2 130T b FHR
BRFIZ B G- ST IRBREEIZ DU 72, Controlled Safety Pool @ As treated 22 D Fl % Table
1.1.2.1-1 IZ77 9, As treated 22 D5 16 3 ~24 T K OG- 24 B~52 DT — 2 A& 1-2T
DO BT M5.3.5.3-5 Global ISS |2 & D 7=,

o flkftix HAE
#5516 LI OTEBRIEN S U B2 T fRE 25 £, &5 0 BIZT X MMESnTnb
T a— I INVF=TIET TV T A BRGNS S LTk R T L 72, Controlled
Safety Pool Dk 5-5:H DFEM 4 Table 1.1.2.1-2 127~ F,

Table 1.1.2.1-1: Controlled Safety Pool DfENTXIREER : As treated £ (IM011-046 35 &
U IMO011-047 3ER)

HBRES
HAFENTXI R4 : Controlled Safety Pool IMO011-046

IMO011-047
BB LR RRT —H

£E 0H~16 18 (77 AXRIEIR)
Ta—J IRV F=Tf (N=842)
o 046 BB UL 047 R TG 0 ICT 2 — 2 T80 F=TRUCEN D (11T by | BF 0E~16 8
2 — 7 INUF =T % 1 [BILL RS SR
7T REE (N=419)
o 046 BBAIT 047 R TG 0 I 7 T B RBHCEID 1T b T T E A% 1 [E | KT 0E~16
VLB S - kB
TFVITRMEE (N=422)
o 046 FBUT 047 BTG 0BICT 7L 35 2 MECH FF b7 7L | B 0E~16 8
T A M 1L ERG S giReg
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2.7.4 BRIRAYZE M E O 2 PsO

BMS-986165 Deucravacitinib
RABREF

A FENTRIRER . Controlled Safety Pool IMO011-046
IMO011-047

BEH0BE~248 (77 LI TR hxtBREIR)

Ta—J IRV F=TH (N=1199)

o 046 R UL 047 R THG. 0 BIZF 2 — 27 F AL F=TRICENY (11T 7 | X5 01E~24 18

22— I F =T % RIS SR

o 046 NIT 047 HBATHE 0 EIC T T B REICE VT b, BE5 16T
a— 7 FGNF =YY B x kR

5 16 H~24 4

TR (N=419)

22— I F =T % L BILERG SR

o 046 BT 047 REA TG 0IC T T ABICE Y (1 o h 7 T E A% 1l | B50E~16E
LB S AU R

TFVITFAMEE (N=422)

o 046 BB UL 047 RIR TG 0MICT 7L T 2 MECEI D FH1F b 7L | 5 0 ~2438
5 2 k% 1AL BB G S g

BEOE~S2E (Ta—27 7V F=T7IREHR)

Fa— IR F=TEE (N=1364)

o 046 B UL 047 BBRCTHE G 0 MICT 2 — 7 T80 F = TRHUCEID (1T b | T 0 ~5238

o 046 B NIT 047 HEBATHRE 0 EIC T T B REICE VT b, B5 16T
a— 7 FGNUF =TI B 2 R

5 16 ~52

7 A bz 1AL EfE S o

o 046 B UL 047 FBR T G- 0 ICT T L2 T A MRECEIV T B, 5 24 | B H 248 ~52 3
WU T 22— 27 G F =0 Bz -

77 HREE (N =666)

o 046 BT 047 HER TS 0MIC T T REHZEI Y M b7 TR 1 [E | B 0E~16 8
PLEBE SN HERE

o 047 RBRTEE 0BIZT 2a— 27 IRV F=TREUIT 7L I T A MRIZEID AT | #5240 ~52
FhN., 5248127 T B RICH) D B2 kR

T7VITZAMEE (N=422)

o 046 B IT 047 REA TG 0ICT 7L 25 R MEZE Y fHF b7 7L | B 0E~5258

04T R T T T RICH T X MES IR 1T, % (5524 T D PASI SRS 50%LL EKTF)
NRDOENTHET 2a— 7 IRV F =TIV EEZ D2 LTWER, VAT ARERIZED T 2
— 7 INVF =TI B oNT . TR0 A Lz GEMIZ 047 3B CSR @ 4 IHE %

)

o
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165

Deucravacitinib

Table 1.1.2.1-2:

Controlled Safety Pool DfFAT X REER - fkfeit 5-EH (IM011-046 B KR Y

IMO011-047 3XBR)

PeERE R

BT — 5

BE0E~248 (7FV I TR MR

Ta—J INVF=T8 (REHEEH) (N=842)
o 046 B NIT 047 REETRE 0 IZT =2 — 27 I NNV F=TRCHIV T T
22— IRV F =T 1B RS SRS
(BH 16 HIZT TR B0 B2 I BE 2 Fr <)

5 0H~24H

T7VIT R (i 561  (N=422)
o 046 RBANIT 47 R TG 0HEICT LI TA MEZEV T o T L3
A M& 1 EPL RS SRR

5 0H~244

BEOBA~2E (Ta—27 7\ F=7REHH)

Ta—J INvF=T8 (RE&EESH) (N=692)
o 046 B NIT 047 REECTRE 0 IZT =2 — 27 TNV F=TRECHIV T T
22— IRV F =T % 1 EIU ERG S ERE
(BE 16 HIZT T B RN OU 0 B2 T BE R ORG24 LRI T 7L X T
A NI X TR AR <)

5 0#~52H

TFVIZ XM (e 541 (N =160)
o 046 R IT 047 R TEE 0BT 7L I I 2 MEIZEID b7 AL
7 A N 1 [EILL G SR
(Beh 24 PLIRICT 22— 27 IRV F =7 I 7 7B RICH 0 B2 s %
<)

5 0E~524

2) Phase 3 Safety Pool (046 7R, 047 3B} Y 075 3ER)

046 PR Y 047 AR, WA —T 0 T VVEHPIERHER 075 R CTT =2 —27 730 F =7 6mg
QD % 1 L. Bt Sl o2 27T — % %t 5 L. Phase3 Safety Pool & L CT 22— /3%
F =T DML TN L7-, Phase 3 Safety Pool (ZHEA L7 075 5BROT — Z 11, 046 3R K& O 047
R B BT LI 15190100 v b4+~ &AL £TcoF—#53&Ehiz, Phase
3 Safety Pool DFFAHMIM 1, HERE A 046 3BR I 047 S BR O 0 IZ T X MES N TH B 075

wpony b7 o Ef AR ) EFTomme Lk,

Phase 3 Safety Pool DT I G5 M DO FEMI 4 Table 1.1.2.1-3 (27”7,
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 1.1.2.1-3: Phase 3 Safety Pool DFENT IR (IM011-046 3Bk, 1M0110-47 FRER K Y
IMO011-075 3X8%)
% . _ RBREE :
REARITXI IR : Phase 3 Safety Pool (N =1519) IMO011-046, IM0110-47, IMO011-075
il XRT—
Fa—7 IV F =78 (N=1519) 046 FRER 1T 047 SRER D5 03 )

o 046 7R, 047 HIRL K075 IR CF 2/ 9 8L F =7 % ﬁﬂ(z‘)ﬁgfﬁg%‘gﬁ RO
RIS L4 5 S

AMEE TIL, Controlled Safety Pool D 5 % H.UMZ &M% 7Fi L 7=, Controlled Safety Pool TlX, %
HBOBE~6HTT a— 0 IRV TF=T LT T78RKOT I LVITANEEL, 5 08~24 %
UCEE 0 H~52 HCTREEILT a— 2 INRNF=TJ LTI TA ML, AE T,
Controlled Safety Pool D¢ 5- 0 il ~16 il }x % 5- 0 #H~52 I OFER A2 FZFEd L, &5 01 ~24 ¥
EERIZESK L7, Phase 3 Safety Pool (Z DWW T, ZaMEOME (2.1 H) ITRAKROLEMER R LR
L7295 2T, SECLKDAESIO 9 HRBBAE ORWFLRe L L0 REOBREFE TRt~ HE
(ZDIFERZE R LT,

Controlled Safety Pool /2 TX Phase 3 Safety Pool ™4 T DfEHT#ES:1E, MS5.3.5.3-5 Global ISS |12/~ L 7=,

3) AARNZEVEREIIT

BERF AL A 09 2 & CHARANDOFFEIED O BHIED JE A LE 2 AT 2 WRE B T 57 2 —
7 N TF =T OREMNE X AT 720, EREEILFES 3 R TH D 046 D HA
NEB R (BARDRIR 2 DB SNIRE L ER L) CENA -7 T REBTH D 066
FRER D FIEENE ) b BE O SR T RIS 2 A9 2 BlEg R A (R ME e S OV HZ PR AL BE DB 1
EERV) ZHOWRERENT (CLT. BARNZEMEREGHNT) 21To7, BARNZ MR G HEITIC
GENTBEBRE L. 046 RER D 56 71, 066 RN D 63 FIOFH 119 flTH o7, ARNLZRMERS
T CIL, T 2—27 730 F =7 6 mg QD & 1 [FILL B H S 7 (As treated 2£[H) D50
W~52 WOREMET — % Zten Llc, AARNL MR A BT O TR AL OFEMI 2 Table 1.1.2.1-4
(2T,
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 1.1.2.1-4: A A N2 MR & BT D RRAT T B 4E
3 . e A RBREE :
FAMITHBET : BARAL LAY IMOLL 046, TVIO11.066
HEBRE LM XRT—
Fa—rFNRVF=TRE (N=119) ? £ 08 ~52 18

o 046 REAK TN 066 R CTT = — 27 I N\ F =7 % 1 B LG Sz H
RN DR b HIE D REM S E &6 2 il iR E  (F v v

e OSEREVERLBIE DREBRE 135 720N

& 066 RERDHE & O#ERE 1 BN E T,

B, AMETIE. BARNLZ VRSN ORI Z M EOER Z 512 BIZEHE Lo, & TOM
AESLIE, MS5.3.5.3-6 J-Safety Pool IZ 5 87z,

1.1.2.1.2 A A58 AT

H AN O HEEJE D b FIE O RS & H T 2 R C oLt e 2RE & T 5720,
046 BRI 011 ABR CIEBEE & 2 5 S 7z B AR NI & MU TN TN M 2170, €
DR A AEE D 5.1 HITR LTz,

112,13 AR EE Rk OB IERLEE BB 1) 5 &tk

ISt P 0 R R OV RE R T2 ML, EWNE 3 MR TH D 066 :BRICEERS -
g RS (3 B) M OMZREMEAL e MRS (8 B) DERMET — X ZHWTRHME L, %
5.2 HIZFLH L7z,

1.1.3 FEES

RBRPICRD ONICAEFSL, L, EERAEFS, KORGPIICET-HEFL LM LT,
WTNORER T, AFFLITIRBIEDOYI AR G554 & Rk 5% 30 LN CUTRABLE KB D
FNE VDRI D56 IIHERE OB H) ICRBLLEFL 2 G0, AEFROEIEEIL, W
THORBRTH, BE, PHEEIFED 3 DIZHFL (011 AR TIX FEFICEE] 2745
FAEMHA L) | F—OBRE IR —OFERPEREIRE L2551, &b W EEE TR L,
HERG EIRBEOR BRI BEHY ) T TBh#ZR L) o 2 BEFECHIE L, 1R EEERS%
k- TIRBREE L RSV ) LR SN-F5 % NEREEBEOH L FHEFESR) L LTHEL
7o 7ed5. 046 B KL N 047 R CIEBRIE A U0 0 Br 2 7o BB IR BL L 7= F 4B L Tl MR
DOFBURF TG STV IREREE & oo B 2 51 L 7=,

WTFNORBRTH, AEHFLIIMedDRA W Ta— N L2, %BRTHUV /- MedDRA D /3—
a 0%, 011 FABRT 20.1. 046 FABRT 23.0. 047 iR, 075 3R ALY 066 RBR T 23.1 TH-o7-, &8
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BMS-986165 Deucravacitinib

PEHEA AT CTlE, Controlled Safety Pool, Phase 3 Safety Pool & UNH A NZEMFHAFEIT OWT LD
MedDRA /N—27 5 2 23.1 2 L7z,

HEFELOIFBIBEEIX, Controlled Safety Pool D 5- 0 ~16 W OFENT CTiL, FIZ, AEFLORL
B O BLEI S (%) % SOC O PT B2k L72, Controlled Safety Pool D% 5- 0 i ~24 i J O
50 ~52 38, Iz ONZ Phase 3 Safety Pool COAEFROFEBMEL T, BREHIF T LA EFESL
DFEBLE (100 NEHT=V) Z SOC KU PT BNIR L7z, BRERHIM CHME L AERROEELR
(100 NMEBHT=V) 1X, HDFERPFIL L 4R OB A BRI G- b FRYIEIRBLE TD
HIM (QRBRSSHRIRERIIRN - 4F) CTERRLUZMEIZ 100 20072 b0 EER LT, ok, —HMOAERER
DEFRITITI G 03 ~16 3 T HIRFEWIH CHEE LA ERROREHE (100 NMFEHT-Y) 2R L,
Eﬁ;ﬁ@&hfﬁﬂﬁf’ﬁ&tt@ L7z, £7o. AFFR 2RI 2720, &5 0 ~52 1
OHIFIT 4 WZ L ICHFEFREAER L, 2.1.14 HTHRF L7z, BEFREHBIOEEEGOMMYT CIE
R LH—@$%753%'E%I®H#§H WCHBLL7ZE, BE LY &I 161E UTHES L,

IBIZ, Ta—I IR F=TORENEY T TV EFFICHRETT 5728, Logical Group (2575 L
AEFEG M ONAESI AR U7z, F7o, WIRMEZER (Fln, MR, RE, ek iR &
RIPESER Bl (FRIRIE DA EE) OEYEMfENT 2 5.3 THIIR Lz,

7L
(0045
Logical Group (Z77#8 L 7 A EFE L Y AESI OFFfll 4 LL IR,

1.1.3.1 Logical Group (257 L= A EESL

MedDRA PT % I\ 22 &PERHl T, AR LGRSO 3 5872 5 PT & L Thll & IS
CIFER) 72 R BUBEE ORI N N EEC 72 256 H D 2 L b, s SAVTo 5 % R 72

IZES &, LLFD 750 Logical Group IZ3FE L, 72— INUTF =T OREMES 7 F NV ERE L

72 % Logical Group |27 L 7= A EHFH G D EFIL APPENDIX 1 12777, Logical Group (/3 H L 7= A

FEREROFMRIT 2112 HIZFH L,

o AGEARKY

o UERRELZ

o [IEENIED

o Hiffi LR Y

o LUK ERYE

1.1.3.2 RrZIEE LA EFER (AESD

AESIIE, TYK2 Pl ETHT 2 — 27 TV F =T OIERER. I ONCEREC O3 DA, TL-23,
IL-12, KON IL-17 OBHE 7 EORRIKIZEIE U7-, #REIC %3 2 BRI CRlod LI T\ D 2R
HERICHSX | FFE L7-, ABSI 1%, JEYYE, FEpdds:, EpEfEE. MACE, e ZE A8 0E & O
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

SIB:X L., WIFNLHEANIHELZPTZ2HEH L T/ —7{b L7z, AESIOKEH # LI FIIRT, %
AR CEFE LT AESIOPT U A Mk, £ B CSRIZFELH, L7~ (MS5.3.5.1-2 046 CSR, Appendix 1.13,
MS5.3.5.1-3 047 CSR, Appendix 1.13, M5.3.5.2-2 075 Interim CSR, Appendix 1.13, M5.3.5.2-1 066 CSR,
Appendix 1.13 Z8) . AESI OfEFIX 2.1.5 THIZFE#H L7z, 7238, CPK _EHIIEERMAMESR & LT
323 HIZREHE L7,

1.1.3.21  RYWE

T a—7 TNV F =T 1%, ERMEE LT, ORI 2 R BRI BB e kB & B3
A NIA DY T FIMEEEBENT D TYK2 ZET D, AREAOGRHAEIED 5 IL-23 [LH#F
FI R ONL-17 EAICH FRGERY:, ERIAR LA 7 V= O, RIS 72 & D~ LA
Y, WO AR O O X e EFOBERFEEEO Y 27 EARHES LTS,

T a—0 IR F =T OF 3MEERER (046 FRER, 047 :BR. 066 RER LN 075 #BR) TiX. FrlciEH
LIERGEE LT, A 7 W #RIEE. B RERYYE N O 2 5% € LT-, RrICiER L
JYYED PT 1X, FRANIHE L7z ¢SMQ TEH LT,

FRICIER U BEYMEICE Y T 5 2 COFGE, M7 L72 Infection Adjudication Committee 75 5% T C
LEa—L, A7 A2 EGe (RS K O H~L~R) | BRLEGYE (R
PE. HEEEME, AV AME, AR, UTZOM) KO (G SUIMANEGY) D24 E
K OV L7z,

k. % 3 MHRBROEBPILMEIZ T, EEMEOMIE, BE, VA NVA v A ans T U TR DG
RN, EEORRATIS K OB~ LA R R’ 720 B CHUFR, HIVDO R U —= J R
TEMETH D, MERED LR, —2a—FELZAF AL, LA NFTATETa 7 V4 A
T 2IER E O BRI RRYIEDOBERENR 2N 2 EDT,

ABEE T, 2.1.5.1 THT SOC [EYYiER L OV AERSE ) ICY T 26 HEFS, EERAHFEFRLLD
BHERIECESTEAEFREZFE L EC, FRCER LEEREELZFMEL, T 2—27 IV F =7
IZEDIRYYED U R 7 SR L7z, F7=. Logical Group (/0 L7-HEHSL (1.13.1 EHE
) ©5b, B VXY VARSI OFMZ 2.1.51.3 H [ZOMOBYE] [ZRELz, &5
2y BYED Y A7 Z L0 FEICHRET 2720, LUFIORTIRBRER %0 ALC XL ANC O TR
Il 2 & AT JRRHYE K OVER S 70 R YSIE D FE BUMH L 2 L 9~ % E8 o SE b 247 - 7,

o IRBRSRIRHH D ALC FRRAEAS 0.2 X 10%/L A OWEERE vs.0.2 X 10%/L LL_E O

o IRBRSRIREH D ALC TFRRAEAS 0.5 X 10%/L A OWEERE vs.0.5 X 10%/L LL_E oW

o IRBRIEIEEH D ANC TFRRAEA 0.5 X 10%/L A OWERH vs.0.5 X 10%/L LL_ Lo g

o IRBRIEIEEH D ANC FRRAEAY 1.0 X 10%/L A OWERH vs.1.0 X 10%/L LL_ Lo

723, COVID-19 OHtRHZ /307w 71280, 046 BER. 047 HERKL Y 075 BTl vz
COVID-19 ([ZB#E T 5 A EFF L % 2.1.5.1.4 HIZMHHIZEN L7z, COVID-19 IZBE 2 A HEFZOE
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

FH2iZ, SMQ [COVID-19) #ffiH L7= (APPENDIX | /) , COVID-19 /X7 2 v 7 ORBR 4R
~OFET, AHBRO CSRIZFLHEL L 7=,

1.1.3.2.2  [ZJEREEESR

T a—7 TN F =T OF | LU 2 KRB CIX, SE., SBEREEREOEERR EDK
JEREOREFERN L BE SN, SESBARREOKEHERIL, arFazxTal K, 7
2 ARY > TINF [HEHR (A7 VX~ KONT XY A~<T) KU B o X770 EOaE
FIFITHRBEICHE SN TWD, Ta—27 IR F =T OIEMEFE DR EREESRDOIEA H =
ALERFET D EIIREETH L0, EBEOBKHRR CRIEOA EFROBBBE N RN -T2 &
DD, 3 HRERCIT SR E S S A ABSTIZERE LT, FEBIE 4T, SOC [KfFH LU Tl
WEE] BT 238, BB, ERBIORE, FRE, £ OE, ARREERK, B, LA
S OREEOWEIZ L5 ERICEE#ET S PT IC, BEK (PT) #Mx7- SMQ ZHANIERL, £
L7,

AMEETIL, 2.1.52 T, HEBEEHEFERIHLTIAEFR, EELRAEFLELORGEFIEICE S
HEEERERH LT,

1.1.3.23  EMEE

PBERIEREBITEREDOHER Y AR TH Y | Wik % & Lo lEEIET ORI 7B %
H.7- 9 (Sansone, 2011) , HHER A O YU A7 121X, EMHREMKEETH DO MNE
(Vaengebjerg, 2020) | S HHIETE & ODEHRIEOM TN 2, B B V7 L 22— LB 7R
EDFTHSLENT-RE Y 27 RF-OHFEEED LHRH Y | GRS CEITEICER T R&%s
PO L 72> T\ % (Chiesa, 2016)

TYK2 BHEE & EMEMER O U 2 7 BN % BEAT 1 D A 7 = X LI BT > TR, TfiFEE
O¥E Y A7 EF RO TYK2 Mo BN CRI-TRAEIZZE LT, 6 3 FHERRRER CILEMELS
%Z AESIIZERE L7o, EMERESIX, FANcHE L PT U A R (SOC TEM, EMHER X UGEHAHO
AW (FERBLORY —7%ET) | ITEENLD PT O—HTHLH, SMQ HEMESE; (Malignant
tumors) | ) AHWCTHEF L, HFit LiciRs FERGELERE) . [ERE KO Tk (2
VL. FEfi L7- (APPENDIX 1 2/R)

¥, 3R TIR, BUER LITRE 5 FUNORE (BTN OR SULE B I BRIERRES O
M) AT Y 7 SHEFEPEIR B OISR D & 2 B (DIBR S AVRIR S 07z, FRHE OB 720 B R
MR, R BROE ., SXFESEE BRI IIERS) R LT,

AMEELCIL, Controlled Safety Pool D #¢5- 0 i ~ 16 ¥}z UM 5- 0 ~52 8 ¢ FEME I O % 5 2 iz
AT L. XV EHID Phase 3 Safety Pool Difii M U 066 MR O e 455 0 T ol fERIIZ R L 7=,
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1.1.3.24  MACE kUM ZERE

WML MACE © ) 227 7T ), 72 CV U ZZHF LD bA <~ hAY 227 R0 Al
PEAS® 5 (Mehta, 2011, Hu, 2017) , F7o, #ofipRE 1L, BE, 7L o — LiRHER, IEm, & i
JE. IREREE, A AV UBEE (AZARY v 7 v Fa—hO— e EfER 1) oo cv
FHHDO) X7 HWTFOEFRPENZ EDPRENTWNS (Naldi, 2005, Sommer, 2006, Tanmay, 2013)

S 52, WEY VIE O U A7 [K]1D—>Th b (Hillary, 2021) . JAKI/JAK2 BHEIC L 5 MieZER
HFERLMEINTND, ZNOLDOFERO EMRLETIIAATH 573, JAK2 ¥ 7 T IUREDZE D
iR SO MR N2 5 & 2 U, UM ERIEIC SRR 5 AlREMEN & 5 L S
TW% (Baricitinib, 2018, Li, 2018, Weber, 2002) ,

Wi & CV iR L OEAHENENS | T a—27 I F =70 3 R (046 3B, 047 35k,

066 #BR K Y075 3BR) TiL., CV Adjudication Committee % 5% & L 7=, CV Adjudicate Comittee | Ffi]

ICHE SN FIEIZHE- T, ERZBDARWVWETORRERPEERFERFR L L THRE SN CV

B PT 2kl L. LAFIZREE T 20 E LT,

o  EUEWRESG  LAREZE (JE ST EH T ST BF) | Wzedr (R idHitE:) | OAR4,
fitiZERRIE, g i, O A ALE O Mo O E SR

o IFEBUEAY RS LAFEZE (FEST LA XUXST B5) | Mz (it SOxmy:) | OAR4,
ftiZefedE, ABtZ2 B3 5 REEMLIE., M2 D72 WAREER, — @M M, EER
T, ZOMo CV FL

CV Adjudicate Comittee (&, FELRCHFHZRD CV ITBE L 72 W U5 THIE TE 20 &y

TXHZ &L LT,

CV Adjudicate Comittee O _EFEDHIEIZEE-S X, MACE M O¥ Extended MACE DEZRITLL TO LB &
L7z,

e MACE [CV H£I|Z L AW ONTIEBFEM: D Ui 3E } QN2 & B3

e Extended MACE (MACE+ APi% B4 5 RNEEHE & EF)

AMEELD 2.1.5.4 THTIX, MACE ZHE L CEEZ CVHEREMET L, MARZERE (VTE K OERMN
BIRELR) b O TG L7z, MARZEARAE D EFIL APPENDIX 1 (Z52# L 7=,

1.1.3.2.5 5O &R SIB

WML, —MREM LB LT, 9 2%, BREE. REREOFERENEL, BRI N60
R EB O U 27 R EBENH D (Liang, 2019) , 72, RIETH L7 7L I T A FOXKER
FESCENZIE D IR T A EE N S, EEMEN TOh T\ 5,

HIE SRR L OE SN Z . T LI I A N TOXRERM CETOEERIEZEE L,
T a— 7 TR F =7 O 3 FHFRER TlX SIB Adjudication Committee Z 5% & L, SIB % AESI & L TaX
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iE L7z, SIB Adjudication Committee /%, HEEXIIIFEEICEDL LT, FANIHIE 7z Frio A
IZRES T 5HES (PT) OWMEE%Z ), SIBIZHEYT 0% HE LT,

e HE /B (SMQ)

e PT NBERE

e PT [MBFEAYIEEHR S

o SEWERDARNVETORLE

FL SIB Adjudication Committee DHTEIZ L D2 FRITH 2, 5 3 FHRERTIL, 5 2L OE W
% Z N PHQ-8 Jo 1Y eC-SSRS % FHIWT, R— R T A VIR N L LI E IR EEAM L 7=,

AMEECIE, 2.1.5.5 THT SOC MRS [ZY T o FEFRG, EERAEFLN OGP ILICE
ST FERESL FEFELL L THRESNT I D (EFIL APPENDIX 1 M) . WNZ SIB
Adjudication Committee THJ%E &7= SIB % 3 L 72, eC-SSRS K& T PHQ-8 DO Fix. 4B CSR
IR L7,

1.1.4 ER PR AR fE

TBERIR L OB B B9, BREEAYIC B B AR MR A K MR A AV 2 A 5 D EF R A OfE B &
SR L7, BERFREEIZ. NCICTCAE &% 5 RAZAWT L — REN08E LT,

AMMECTIE, Ta—2 TN F =70 TYK2 BIRWEZHRT 5720, JAKI~3 OBEHIO/ A F~—
H— L 7 DA A RRIZRMM L, MR FERIREME (~Era ey U U NBRE, AP EREUL Ui/
WA ETe) | MRAENLFRAEME (ALT, AST, BV LEY, 7L T7F=2 KW GFR #5Te) | &
B (FVZ V%V R, abRTo—LaxET) ZEICER Lz, £72. %6 2 HEEERER 011
MR CTOFRICEK X, AEFLL L THESNLTWENENCE ST, CPK® EHF (ULNX2.5LL
) Z323HETIM L7z, £7-. MFHEREREMICEE T2 HEFES (&KX APPENDIX | &) %
3213 T L7,

115 RAZNY A v ROLER

BB & OBEMEIZBI D 57, BRRAICEE /23 X vV o K OVLEK O Fw 2 300 L7,

1.2 B R IREEIRDL

Controlled Safety Pool D% 5- 0 3 ~52 i }2 () Phase 3 Safety Pool D7 =— 2 7 /N F =7 OIggR R
% Table 1.2-1 {2777,

Controlled Safety Pool

5 0~16 T 1 B RIRBREL TG SNTWRENLT 22— IV F =TT 826l 77

RREA9 BT 7L 2T X MRE422 6T, IREEHIM O T IEITWTOR G TS 1120 HTH-

7oo 16 HFLL RInBRIEZ & G S - oFI 51X, £hEh 90.7% (764/842 i) | 83.8%
(351/419 f51) 2T 85.5% (361/422 ) Td 7= (M5.3.5.3-5 Global ISS, Appendix Table S.4.1.1) ,
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5 0 ~52 30 T 1 ML BIGBEA R G SNVIERE LT =2 — 27 I F =7 T 1364 6, 7T &R
FET 666 B, 77 LI TR MRET 422 #C, BRMIMOPREIZZNZN 2520 A (P : 1~400
A) . 113.0 B (&P : 1~210 H) | 168.0 A (#iPH : 3~392 A) ThH -7z (M5.3.5.3-5 Global ISS,
Appendix Table S4.1.3) , T =2—7 7130 F =7 % 52 WM LL LG SN -8B 1% 503 61 (36.9%)
T, T a—2 IN\TTF =T ORIEFERIL 969.0 NMETH -7z,

Controlled Safety Pool D45 0 ~24 3, W TN 046 B K OF 047 FRER D % DOFRER OBEER LT LA
TZRT,

e Controlled Safety Pool D #¢5- 0 il ~24 1 (M5.3.5.3-5 Global ISS, Appendix Table S.4.1.2)
o 046 7Bk (M5.3.5.1-2 046 CSR Table S.4.1.3.2)
o 047 7Bk (M5.3.5.1-3 047 CSR Table S.4.1.3.3)

Phase 3 Safety Pool

Phase 3 Safety Pool T 1 [RILL BT o2 — 7 I N TF =T 2 HG5 SN HERFIT 151961 TH Y | g
O JEIL 588.0 B (#iPH : 1~1038 H) Thoto, T=2—27 730 F=7% 52 BMLL kG L T
B 5 SN 1T 1068 5 (703%) Tholz, T a—27 T3V F =T ORIBFELIRIL 2166.9 A4
Tdh-o7-, (M5.3.5.3-5 Global ISS, Appendix Table S.4.1.4)

Table 1.2-1: TEBRIEDIREFE IR (Controlled Safety Pool & (X Phase 3 Safety Pool, T =
— 7 INTF=T)
Controlled Safety Pool Phase 3 Safety Pool
(IM011046 and (IM011046, IM011047, and
IM011047 only) IM011075)*
DEUC 6 mg QD DEUC 6 mg QD
N=13064 N=1519

At least one dose (%) 1364 (100) 1519 (100)

At least 16 weeks of continuous exposure (%) - 1405 (92.5)

At least 26 weeks of continuous exposure (%) - 1312 ( 86.4)

At least 52 weeks of continuous exposure (%) - 1068 ( 70.3)

At least 16 weeks of total exposure (%) 1257 (92.2) 1407 ( 92.6)

At least 26 weeks of total exposure (%) 1050 (77.0) 1317 ( 86.7)

At least 52 weeks of total exposure (%) 503 (36.9) 1141 (75.1)

At least 78 weeks of total exposure (%) - 855 (56.3)

At least 104 weeks of total exposure (%) - 296 (19.5)

Total exposure in patient-years 969.0 2166.9

Exposure is summarized according to the number of subjects exposed to BMS-986165 6 mg QD only.
Total exposure in patient-years is calculated as the sum of exposure from all subjects divided by 365.25.
Frequency of exposure in weeks is a cumulative frequency.

Continuous exposure is based on longest exposure of BMS-986165 6 mg QD.

Source: M5.3.5.3-5 Global ISS, Appendix Table S.4.1.3 and Table S.4.1.4
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? as of data cut-off date ._.—2('_

1.2.1 COVID-19 D&

046 FBR & O 047 3kliR, 075 3R & O 066 kiR 2 Ehi iz, H#HRAY72 COVID-19 X7 X » 7 h354
L7z, RBROFERMBEFHIENZENER DD, WTNORBRTH COVID-19 N7 X v 7 ORI L
V. KBETE Ao e XITKREE U T — b CHEE LI ERE S o, BB 2K Lo 125 A
AAVERHM R ONEBREEIT G- L2 o T, BBREDIRBE A U £ — b CEME L72%a . LRt
(AEFGT — % OIUER OB M E R C ORI A) &£ L, 16BREA A5 LT,

046 FABRCTH72 < &b 1 [EERE L7 798 E 1 25 il C. KRR LZao 7-mliduifsk Kk 2 [mTH -
7o 047 RER T < &b 1 [BEREE L7ens o 7o BRE 1L 45 5T, KBE Led o 72 FEUT K 5 BT
b ol RAERVEMNTFHEIMAT B EICHEEOEY TH Y, COVID-19 OEIZ LA EH X/ o
7=,

COVID-19 D& BR D Ffi ~DERL, %K7kBi> CSR 27~k L7z, Controlled Safety Pool & (X Phase 3
Safety Pool TR H 172 COVID-19 BIEHG OFEMIL 2.1.5.1.4 THIZ R LTz,

1.3 TRBRXIGERM O N ORI RE R O OO RFE

Controlled Safety Pool /% Tf Phase 3 Safety Pool fi#AT X REEMIC IS 1T 5 X— R T A D N O HERHFERIFRENE
K O BB 2 LRI R,

1.3.1 N O REEHERI R

Controlled Safety Pool

Controlled Safety Pool ™ A AFEFHFHIREEIT, FGHEF CREREWT o772 (M5.3.5.3-5 Global
ISS, Appendix Table S.2.1.1) .

o EMOEEEIL 46.6 7% (SD : 13.41) TH Y, A OELU LD 40~64 K ThH o7, 65 LA
FoWBRFEOFEEIT10.0%TH o7,

o HEREDZIBHME (66.8%) LTHAN (87.2%) Th-olz,

o (KEOFHHMHEIL 90.71 kg (SD : 21.719) TH 7=, BMI D FEJEIL 30.54 kg/m® (SD : 6.885) T
HoT,

Phase 3 Safety Pool

Phase 3 Safety Pool ® A\ AFEFHFHIRHEIL, Fln, MERI. AFE, (KELXOBMIE %, Controlled Safety
Pool & [FIEETdH - 7= (MS5.3.5.3-5 Global ISS, Appendix Table S.2.1.2) .

1.3.2 R BRI

Controlled Safety Pool

Controlled Safety Pool D ¥&BAFMEIL, & GHEM TR EREWI o7 (M5.3.5.3-5 Global ISS,
Appendix Table S.2.2.1) .
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o HIEERIEFEROFEEIMEIT 28.8 5% (SD : 14.92) T, FREMIMOFEEIEIL 18.65 4 (SD : 12.614)
TH-o7T,

o RX—XTA L@ PASI A7 OF¥HEIT 21.19 (SD: 8297) Thotz, _X—ATA D PASI A
2T N 20 BT o T WERE DOEIEIE 42.5%, BSA 28 20%H8 T > 7= WA 1% 49.7%, sPGA A =
T4 L ETod o T gBRE 1L 202% Th - 72,

o HZIEE KX OBIEE M RIS )T 2 R H AR RIE A A L TV BRE OEIA 1 575% CTh o7z, Z
D 9 HLAYFERANEEE 28 L T8RS OFIG1X 34.8%., WHRIKIEEEZH LT\
B OEIG1X 402% Th - 7= (MS5.3.5.3-5 Global ISS, Appendix Table S.4.4.1) |

Phase 3 Safety Pool

Phase 3 Safety Pool DY BAFMEIT, HzMEIZ KT D IRMEEZ & . Controlled Safety Pool & [FlIEk T - 7=
(M5.3.5.3-5 Global ISS, Appendix Table S.2.2.2 K UF Table S. 4.4.2) .

1.3.3 BEE R

Controlled Safety Pool

FRBEEEIT SOC BT Tk L Ok E ] (39.9%) . ABRB LOWNELE]  (34.7%) KOY

MEEE]  (33.8%) Tholo, BERE D 10%LL EIZFRD DAV BEAERE TG (11.3%) . @R
JE (104%) . 2 BUBERRSR (10.3%) K OVEIME (31.3%) TdH-o7= (M5.3.5.3-5 Global ISS, Appendix
Table S.3.1.1) .

BEERE D2 < INEARZ (89.6%) KOV (44.5%) (ZHZFEDREFEZA L Cu o, BYEVEMERZRE O PR
D& HHERF X 18.4% T - 7= (M5.3.5.3-5 Global ISS, Appendix Table S.3.2.1) .

R 72 BRI DB M5.3.5.3-5 Global ISS, Appendix Table S. 4.2.1 [Z/r L7z,

Phase 3 Safety Pool

Phase 3 Safety Pool ®EEfE/EIT, Controlled Safety Pool & [Flfk Tdh -7z (M5.3.5.3-5 Global ISS, Appendix
Table S.3.1.2 2O Table S. 3.2.2) , &MHI72IRHRIE DO EKIIE M5.3.5.3-5 Global ISS, Appendix Table S.
42212 LT,

1.3.4 GiviiE 3

Controlled Safety Pool X U} Phase 3 Safety Pool Dt & fEHTIZOFHERIZE D22 o 72, 046 3R, 047 i
BB N 075 IR O 4 DFRBR TR S 7= ORI, £ 2o CSR D% Table (£ E4UMS5.3.5.1-
2 046 CSR, Table S.4.3.3, M5.3.5.1-3 047 CSR, Table 6.5-1, M5.3.5.2-2 075 Interim CSR, Table 6.5-1) |Z
LT, WFIORBIT LRI (80%LLE) OBERE AT & AR A B LT,
PERSIZTE R T R ) T2, A7 TR T2y TREFAFYFAM, A RALIL, V7Y
WO WASALF 7 80, SRR ORI LT Y . BBk o S/ BHER (FIE, B
MOERIERE) & —B LT,
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2 AEES
2.1 B EEL O

AT, Controlled Safety Pool Z H.CoZFE# L 72 (1.1.2.1.1 ZHZ /) , Phase 3 Safety Pool D42 T D
ML, MS5.3.5.3-5 Global ISS (/< L7z,

Controlled Safety Pool

#5 0E~16H
Controlled Safety Pool D #z5- 0 3 ~16 1 D2 MO EK % Table 2.1-1 12777,

BEOH~16 DT 22— 27 TN F=THTOAFEREROREIREIAI1L557%E . 77 BAREE (49.6%)
FobmE<, TV I TR ME (57.6%) CRBEETHo7-, 5 0H~16EOHIM CTHEE 1 HOF
3FINFELE Lz, ZHD3FNIWT LB IR & B2 L &l Sz GECICBE L CIEABEEE 2.1.2
HBM) o Ta— 2 INVF=TIHOBRERAFFLRORIEIGIL 1.8% LK TR (2.9%)
KOT 7L T A RME (12%) LRBETH Tz, BHEFILIIESTAHFEFRLORREEIL 24%T
HO., IR 38%) MOTFLITAME (52%) L0 HIEoT,

5 0 H~16 W TOREHH CTHE L IZAEFFZOBIR (100 NMFEHTZV) X, Ta—27 TR Y
F=7T 3057, 7T BAREET 2632, T7LITAMET 3413 Tho7e (M5.3.5.3-5 Global ISS,
Appendix Table S.5.4.1) , EELAEFRZOREELE (100 NEHTZD) 1L, 72— TN\ TF=TF,
TITRERHLORT T VI T A METENZLI 6.0, 99 K1V 4.0, BHGFILIZE ST EFROREER

(100 NFEH7=0) 1%, ZNZ48.0, 132, K179 TH -7 (M5.3.5.3-5Global ISS, Appendix Table
S.5.8.1.1 & U} Table S.5.10.1) ,

Table 2.1-1: ZEMEOER) (Controlled Safety Pool, #2501 ~16 1, As treated ££[)
BMS-986165 6 mg QD Placebo Ppremilast
N = 842 N = 419 N = 422
IR/ IR/ IR/
Adverse Event Category (%) n (%) 100 pP-Y n (%) 100 p-Y n (%) 100 P-Y
AFs 469 ( 55.7) 305.7 208 ( 49.6) 263.2 243 ( 57.6) 341.3
REIATED AEs 164 ( 19.5) - 65 ( 15.5) - 109 ( 25.8) -
SEVERE: AEs 15 ( 1.8) - 11 ( 2.6) - 9 ( 2.1) -
SAEs 15 ( 1.8) 6.0 12 ( 2.9) 9.9 5 ( 1.2) 4.0
DISCONTINUED TREATMENT DUE TO AEs 20 ( 2.4) 8.0 16 ( 3.8) 13.2 22 ( 5.2) 17.9
DEATHs 1 ( 0.1) - 1 ( 0.2 - 1 ( 0.2 -

Includes events with a start date between first dose and the Week 16 visit date.

Treatment associated with the event is the treatment the subject was taking on the event start
date.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AF) /total exposure time for the selected AE under each treatment.

MedDRA: 23.1.

Includes data from IM011046 and IMO11047.

Source: M5.3.5.3-5 Glcobal ISS, Appendix Table S.5.4.1 (AEs), Table S.5.8.1.1 (SAEs), Table
S.5.10.1 (AEs Leading to Discontinuation), Table S.5.1, and Table S.5.7.1
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5 0~24 8
Controlled Safety Pool D #¢5- 0 i ~24 ## D22 & 1E DK % Table 2.1-2 12787,

BE 0~ HOF 02— FALF = TRCOFEELOREAL (100 MEHT-D) 1L, Fo—V
FGNRUF=TRET 2813, TFLITARMET 3054 Thol-, Ta—0 IR F =T HOEERA
FEHRRZOREBR (100 NEHTZD) 1269 THY, TT7VITFTAME 45) LRABRETH-T, #E
HILICE S TZAEFRROEIE (100 NMEHTZY) 1E, Ta—27 IV F=THET62THY, 77
LI T AN (141) EHASTED?S T,

$ 50 l~16 1 & i LT, &5 0l ~24 M CTHI-RETIT RN oTe, Ta— 2 IR\ TF=T DR
FEHERLOFBEFE (100 NMEHTZV) 1T, 85 0H~24 (281.3) THEE0#E~16# (305.7) &~
T -o 7o, BEELAFEFGORBIE (100 NMFEHTZV) 1385 0 H~24 1 (6.9) TEEH 0#H~16
#H (6.0) LHNTRBETHY, HEFINCESTZAEERSIRG 0H~24 7 (6.2) THRE O~
1638 (8.0) & H~_TEMNSTZ,

Table 2.1-2: ZEMEOER) (Controlled Safety Pool, #25- 01H~24 1, As treated ££)
BMS-986165 6 mg QD Placebo Ppremilast
N = 1199 N = 419 N = 422

IR/ IR/ IR/
Adverse Event Category (%) n (%) 100 P-Y n (%) 100 pP-Y n (%) 100 P-Y
AFs 680 ( 56.7) 281.3 208 ( 49.6) 263.2 281 ( 66.6) 305.4
REIATED AEs 219 ( 18.3) 0.4 65 ( 15.5) 59.9 123 ( 29.1) 86.6
SEVERE: AEs 25 ( 2.1) NA 11 ( 2.6) NA 14 ( 3.3) NA
SAEs 29 ( 2.4) 6.9 12 (1 2.9) 9.9 8 ( 1.9 4.5
DISCONTINUED TREATMENT DUE TO AEs 26 ( 2.2) 6.2 16 ( 3.8) 13.2 25 ( 5.9) 14.1
DEATHS 1 (¢ 0.1) 0.2 1 ( 0.2 0.8 1 ( 0.2) 0.6

Includes events with a start date between first dose and the Week 24 visit date.
Abbreviations: n = number of subjects; NA = not available; P-Y = person-years of exposure based
on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AF) /total exposure time for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one
event.

MedDRA: 23.1. Includes data from IM011046 and IM011047.

Note: The Apremilast-controlled Period (Treatment Duration Week 0-24):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to
DEUC at Week 0, or switched from placebo to DEUC at Week 16.

Placebo: Includes subjects randomized to placebo at Week O who received at least one dose of
placebo during Week 0-16.

Apremilast: Includes subjects randomized to apremilast at Week 0 who received at least 1 dose
of apremilast during Week 0-24.

Source: M5.3.5.3-5 Global ISS, Appendix Table S.5.2.1 (Safety Summary Week 0-24 Controlled
Safety Pool) and Table S.5.7.2 (AE by Severity Week 0-24 Controlled Safety Pool).

Fo. &5 0 H~24 HORK 5-E M OZ 2D ER % Table 2.1-3 (279, JEBL=ER (100 NMFEHT-

V) KOVERIRPIZERNIL, {REREEZ ) B 2 729 2 5 O 72 Astreated 22 D ¢ 5- 0 1 ~24 I Dfif
Wris R ERETH - T,
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Table 2.1-3: LZRMDER] (Controlled Safety Pool, &5 01 ~24 8, #kfiik 5-HEH)
RMS-986165 6 mg QD Ppremilast
N = 842 N = 422
IR/ IR/
Adverse Event Category (%) n (%) 100 pP-Y n (%) 100 pP-Y
AFs 552 ( 65.6) 278.9 281 ( 66.6) 305.4
REIATED AFEs 184 ( 21.9) 59.2 123 ( 29.1) 86.6
SAEs 25 ( 3.0) 6.9 8 ( 1.9) 4.5
REIATED SAEs 3 ( 0.4 0.8 3 ( 0.7) 1.7
DISCONTINUED TREATMENT DUE TO AEs 24 (1 2.9) 6.6 25 ( 5.9) 14.1
DEATHS 1 ( 0.1) 0.3 1 ( 0.2 0.6

Includes events with a start date between first dose and the Week 24 visit date.
Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first
onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AF) /total exposure time for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one
event.

MedDRA: 23.1. Includes data from IMO11046 and IMO011047.

Subjects that switched to a different treatment group during Week 0 through Week 24 were
excluded.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.2.4

5 0E~521
Controlled Safety Pool D¢ 5- 0 ~52 I D22 14D I % Table 2.1-4 127”7,

5 0 H~52 MOBFEFRROFHE (100 NEHT-D) 1L, T2—2 T F=TET292, 77
LITJAMET2811 ThHhote, Ta—2 IRV F =T HOEERAEEFROFIE (100 NMEHT-
D) 1X 57 THY, 77LITANE (40) LRBECH-T-, BEFILICEST-AFEFROREL
F (100 NEBHTZV) 1F, Ta— 2 IV F=THT 44 THY, 77V I T2 ME (11.6) L~
T »o T,

BhE 0 l~24 MR L T, T a—27 IV F=TRETHT-ARET 1 H (AFE) RAmsSh

GEMIL 21 2BMR) B2l ot~y Ta—0 IRV FoTRHOFERES EEDEERERLKD
BHEFILICEST-HEFRROREBR (100 NEHTZD) 2 EFATHEENTZED LR Tz,

Table 2.1-4: ZEEOER) (Controlled Safety Pool, #2501 ~52 1, As treated ££)
BMS-986165 6 mg QD Placebo Ppremilast
N = 1364 N = 666 N = 422

IR/ IR/ IR/
Adverse Event Category (%) n (%) 100 pP-Y n (%) 100 pP-Y n (%) 100 pP-Y
AEs 995 (72.9) 229.2 347 (52.1) 217.4 299 (70.9) 281.1
REIATED AEs 304 (22.3) 37.1 96 (14.4) 43.0 127 (30.1) 71.3
SEVERE AEs 49 ( 3.6) NA 18 ( 2.7) NA 15 ( 3.6) NA
SAEs 55 ( 4.0) 5.7 14 ( 2.1) 5.7 9 (2.1) 4.0
DISCONTINUED TREATMENT
DUE TO AEs 43 ( 3.2) 4.4 23 ( 3.5) 9.3 26 ( 6.2) 11.6
DEATHS 2 (0.1) 0.2 1 (0.2 0.4 1 (0.2 0.4
Includes events with a start date between first dose and +30 days post last dose date or upon

rollover into IM011075.
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Abbreviations: n = number of subjects; NA = not available; P-Y = person-years of exposure based
on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AF) /total exposure time for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one
event.

MedDRA: 23.1. Includes data from IMO11046 and IMO011047.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to
DEUC at Week 0, or switched from placebo to DEUC at Week 16, or switched from apremilast to
DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of
placebo during Week 0-16 and subjects who switched from DEUC or apremilast to placebo at Week
24 in IM011047.

Apremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose
of apremilast during Week 0-52.

Source: M5.3.5.3-5 Global ISS, Appendix Table S.5.2.2 (Safety Summary Week 0-52 Controlled
Safety Pool) and Table S.5.7.3 (AE by Intensity Week 0-52 Controlled Safety Pool) .

F 7z, FH 00 ~52 0 Ofke s 5 O 2 MO B & Table 2.1-5 12787,

B 5 0 H~52 BOMKGEE GEM DT 2 — 7 TN F =T RHUIEB W T, AEFRORBILRILO 2RI
IEENT. BB AV B 2B A 25 0T As treated B DT = — 7 IR F =T HEOFER L[]
HCThoto, #5 0~52 WO GHEMICHN T, AEFRELOEERAFFLORIE (100
NEHTZY) BT a— T IFINF=TREET T LI T A MNETBBOARBE CH- 720, HEH
IHNCBESTEAEERIT 2= IRV F =T HTT I LI TR MEL AR TEN -T2, Ta—2 T
N F =T HOGEFGOREE (100 NFEHTZD) 1312341 THY | #HOE~16 HOT 7 wREE
(263.2) LRIFRETH-7= (Table2.1-1) .

Table 2.1-5: LZEMOER) (Controlled Safety Pool, #%5- 038 ~528, Mkkesk 5-5£H)
RMS-986165 6 mg QD Ppremilast
N = 692 N = 160

IR/ IR/
Adverse Event Category (%) n (%) 100 p-Y n (%) 100 P-Y
AFs 544 ( 78.6) 234.1 117 ( 73.1) 245.5
REIATED AEs 180 ( 26.0) 37.2 55 ( 34.4) 65.7
SAEs 33 ( 4.8) 5.6 7 ( 4.4) 6.7
REIATED SAES 2 ( 0.3) 0.3 2 ( 1.3) 1.9
DISCONTINUED TREATMENT DUE TO AEs 32 ( 4.6) 5.4 26 ( 16.3) 25.2
DEATHS 2 ( 0.3) 0.3 1 ( 0.6) 0.9

Includes events with a start date between first dose and +30 days post last dose date or upon
rollover into IM011075.

Abbreviations: n = number of subjects.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AE)/total exposure time for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one
event.

MedDRA: 23.1. Includes data from IM011046 and IM011047.

Subjects that switched to a different treatment group during Week 0 through Week 52 were
excluded.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.2.5

Phase 3 Safety Pool

Phase 3 Safety Pool DZ &M D EH) % Table 2.1-6 |2/~ 77,
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Phase 3 Safety Pool TiZ, COVID-19(ZB# T 5 HERAEFFRNL GRH LAY, Controlled Safety
Pool D5 0 H~52 ¥ & it L THEFS, BEOAFFR, HERAFFRLORGPIRICE-S
TAEFZROFEBE (100 NMESHTZV) 25 BT 2 mIEERD biv/eh > 72, Controlled Safety Pool
DFE- 0 W ~52 3 & AT, H7FETD 6 Bl S, €D 5 HO 5 4% 075 SR Tl Shiz
COVID-19 (2B 51 Th o7z, COVID-19 DFEMIE, 2.1.5.1.4 HITR LTz,

Table 2.1-6: ZeMEOER) (Controlled Safety Pool, #25- 01H~52 1, As treated £ K%
X Phase 3 Safety Pool)
Controlled Safety Pool Phase 3 Safety Pool
(Week 0-52)
BMS-986165 6 mg QD BMS-986165 6 mg QD
N = 1364 N = 1519
IR/ IR/
Adverse Event Category (%) n (%) 100 pP-Y n (%) 100 P-Y
AEs 995 ( 72.9) 229.2 1188 ( 78.2) 162.1
REIATED AEs 304 ( 22.3) 37.1 370 ( 24.4) 21.1
SEVERE: AEs 49 ( 3.6) NA 114 ( 7.5) NA
SAEs 55 ( 4.0) 5.7 130 ( 8.6) 6.2
DISCONTINUED TREATMENT
DUE TO AEs 43 ( 3.2) 4.4 66 ( 4.3) 3.0
DEATHS 2 ( 0.1) 0.2 8 ( 0.5 0.4

Abbreviations: n = number of subjects; NA = not available; P-Y = person-years of exposure based
on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of
subjects with the AE)/total exposure time for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one
event.

MedDRA: 23.1

Controlled Safety Pool: Includes events with a start date between first dose and +30 days post
last dose date or upon rollover into IM011075.

Includes data from IM011046 and IMO11047.

Source: M5.3.5.3-5 Glcobal ISS, Appendix Table S.5.2.2 and Table S.5.7.3

Phase 3 Safety Pool: Includes events with start date between first dose and +30 days post last
dose (discontinued subjects) or through safety cutoff.
Includes subjects who were assigned to BMS-986165 in IM011046, IM011047, ﬁw

Includes data from IM011046, IM011047, and IMO11075 (Safety Cutoff Date =
Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.2.3 and Table S.5.7.4

2.1.1 EHMEI RN FEES
2.1.1.1 ERAEEL

Controlled Safety Pool

BE5 0E~161

#5038 ~16 32 Controlled Safety Pool DU NFFUNDEET 2%LL_EDOHKERE (ZFRD H 7= SOC Bl DA
EHEL L Table 2.1.1-1 (2, WTFHNDORET 2% EOWERE (RO Sz PT BIOAESES: % Table
2112 12T, WINNDOFET 1% EOFEBREIZRD b2 AFHFFRIT M5.3.5.3-5 Global ISS,
Appendix Table S.5.5.3, WFALNDEET 5%LL O IZFEO A EFFLRIT M5.3.5.3-5 Global
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ISS, Appendix Table S$.5.5.1, JRERIE L BAH D & 5 FHFSRIL M5.3.5.3-5 Global ISS, Appendix Table
S.5.3.12 12/~ 9,

Ta— I IR F2THTEI AL (5%LL ) SOC BIOFEFERESRT NEYE R L OVFAE BIE
(29.1%) . THEBEEE] (12.0%) . [EEBS IO THEEES]  8.9%) . [FiERis L0
ARAMRPETE ] (7.8%) . THRREREEE ]  (72%) KO TERBAE] (62%) Tholz, D95 b,

HHREGNT 2a— 2 INVF2THTT TERHELORT LI TR MELD bEPoT-OIE, T
JIEB X OFERIE] (T a2a—27 I F =T 1 291%, 77 BREE : 21.5%, 7 7L ITF A |
BE 1 22.0%, LAFRIA) KO TRGR KO FRRREES ] (8.9%., 53%. 5.9%) Th -7, FILE
BNT 2= TNV TF =T HLOT T ERBECTREET, 77V I TR MECEN2T2DIE, [H
bl (12.0%. 13.1%. 25.8%) . [HiEHRE LOR GRS (7.8%, 7.6%. 102%) KU
MR REEE ] (72%. 62%. 147%) Tholo, BEAEEGNT 2—7 I T F=2THET TR
BCRRET, 77V I T A METENP o720, THRBRE]  (62%. 6.9%. 1.9%) ThH-olz,

Ta—7 IR\ F=THTEIS AN QWi E) PT BlOoAERESLIE, EWHEEE (9.0%) . EX
EEYE (5.5%) . UEIR (4.5%) . T (4.4%) . I CPK #4900 (2.7%) MK OEETH (2.3%) Th
Sy ZDL, BBREEGNT 2— 20 INVF2THTTITvRELOT LI T A MELY bE
MoleDix, EREEG (5.5%. 4.1%. 4.0%) &ifd CPK M (2.7%. 1.2%. 0.7%) ThH-o7-,
A CPK HAIOFEMIX 3.2.3 TR L7z, BEHELWTNOHTHLRBE TH -0k, LIHSE
£ (9.0%. 8.6%. 88%) LUBEHE (23%. 1.9%, 28%) Thoiz, Ta—2 TV F=THELW
TITERHEETHBRETTY 7L I 7 A METRIABIENEN-T-OlE, 3W (4.5%. 4.5%. 10.7%)
& THI (4.4%, 6.0%., 11.8%) ThoTo,

0¥, 046 B, 047 RER KON 075 RERORER = L OFEFELOFKEE (100 MEHT-V) 1TFNFE
UL TFICE DT,

o 046 ABR (%5 0~161) : M5.3.5.3-5 Global ISS, Appendix Table S.5.4.39

o 047ABR (&5 0M~161#) : M5.3.5.3-5 Global ISS, Appendix Table S.5.4.40

o 075 W (5 0 ~075 By v b7 R LS P 1 - M53.53-5 Global ISs,
Appendix Table S.5.4.41

1
1
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Table 2.1.1-1: WD ORET 2%LL EIZFR Y B 7z SOC BIDOAFEZES (Controlled Safety Pool, #5- 0 ~163, As treated £
Si))
BMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
System Organ Class TR/ 100 TR/ 100 IR/ 100
n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y

TOTAL SUBJECTS WITH AN EVENT 269 (55.7) 153.4  305.7 208(49.6) 79.0  263.2 243(57.6) 7.2 341.3
BUWER L O e 245(29.1) 211.2  116.0  90(21.5) 107.6 83.7 93(22.0) 109.7 84.8
E TS 101 (12.0) 230.4 43.8  55(13.1) 111.3 49.4 109(25.8) 100.6 108.3
REE L OV FREEE 75(8.9) 236.4 31.7  22(5.3) 118.7 18.5  25(5.9) 120.5 20.8
AR TRIS J USRS 66(7.8) 241.3 27.3  32(7.6) 117.8 27.2  43(10.2) 117.1 36.7
T 61(7.2) 239.2 25.5  26(6.2) 117.5 22.1  62(14.7) 112.3 55.2
BepR R 52(6.2) 240.8 21.6  29(6.9) 116.5 24.9 8(1.9) 123.8 6.5
AR HaElds  ONHerEE 34(4.0) 246.6 13.8  16(3.8) 119.8 13.4  11(2.6) 123.2 8.9
i - SEEERS L OWE B oOREE 33(3.9) 246.0 13.4  14(3.3) 119.8 11.7  13(3.1) 122.7 10.6
P L USRI 29(3.4) 246.1 11.8  21(5.0) 119.1 17.6  16(3.8) 121.9 13.1
e thisds L ONYE S OHE 27(3.2) 248.2 10.9  14(3.3) 120.3 11.6  19(4.5) 121.8 15.6
FaphlEE 23(2.7) 247.8 9.3  10(2.4) 121.1 8.3 12(2.8) 123.1 9.7
AEEE 19(2.3) 248.4 7.6 3(0.7) 122.2 2.5  13(3.1) 123.2 10.6

Includes events with a start date between first dose and the Week 16 visit date.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure time
for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

MedDRA: 23.1. Includes data from IM011046 and IM011047.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.4.1
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Table 2.1.1-2: WD OEET 2%, EOHBRE 1RO iz PTRIOHFEES (Controlled Safety Pool, #2505 ~163, As
treated ££ )
BMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
IR/ 100 IR/ 100
IR/ 100 P-Y

Preferred Term n (%) / n (%) pP-Y n (%) pP-Y
TOTAL SUBJECTS WITH AN EVENT 469 (55.7) 305.7 208 (49.06) 263.2 243(57.6) 341.3

_HREES 76(9.0) 31.7 36(8.6) 30.6 37(8.8) 31.1

FROEREG 46(5.5) 18.8 17(4.1) 14.0 17(4.0) 13.9

7)) 38(4.5) 15.6 19(4.5) 16.0 45(10.7) 39.1

THF 37(4.4) 15.2 25(6.0) 21.3 50(11.8) 43.9

-7 U7 F iR AR —Hn 23(2.7) 9.3 5(1.2) 4.1 3(0.7) 2.4

BEEE 19(2.3) 7.6 8(1.9) 6.6 12(2.8) 9.7

B 15(1.8) 6.0 1(0.2) 0.8 11(2.6) 8.9

573 12(1.4) 4.8 14(3.3) 11.6 9(2.1) 7.3

LD 14(1.7) 5.6 7(1.7) 5.8 42(10.0) 36.4

R 10(1.2) 4.0 5(1.2) 4.1 11(2.6) 8.9

B2 7(0.8) 2.8 5(1.2) 4.1 10(2.4) 8.1

Includes events with a start date between first dose and the Week 16 visit date.

MedDRA: 23.1. Includes data from IM011046 and IM011047.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure time
for the selected AE under each treatment.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.4.1 and Table S.5.5.2
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BE 0:8~248

Controlled Safety Pool CH¢5- 0 i ~24 FIZFE & H L7 A FHEH L % M5.3.5.3-5 Global ISS, Appendix Table
S.5.4.212, 1RBRIK L E#HO B 5 HEHF S % M5.3.5.3-5 Global ISS, Appendix Table S.5.4.36 |27~ 7,

Ta—I IR F2THETEIIALNT (100 NMEHTZ Y OFBLEN 20.0 LLE) SOC BlofHHS:
Do h, TEYWER X OFARIE] ORBE (100 NMEHTD) 1 ET 2—7 TRV F=THLOT
U T ARETENL 110.6 KO 844 (LUFENE) . THEBREE) X351 KOV 851, [HEk
F OB FAEMERE ) 15274 ROVI8.L, B #&-RIs L ORE A MRS 13 23.0 K18 32.0, [H#R
P X 22.8 KON 447, TERERFRAS) 1% 207 XY 11.9 Th-o7= (M5.3.5.3-5 Global ISS, Appendix
Table S.5.4.2) .

Ta— IR TF=THETISELNAT (100 NMEHT- D OFBLEN 4.0 L0 ) PTHIOAFEFERD
H, Ta— 0 INRNVF=THTTTUITAMELDIREEER (100 NMEDHTZD) BErolcAEE
Bix, BHIAR (T 2—2 I F=T7H 329, 77U I T A ME 280, LUFFENIE) . EXGER
e (175 K W0143) | i CPKIEM (6.5 X 13.4) . BEK (48K&WN1.1) | WHEAZK (4.3 K 1r2.2)
EOEE 41 LN 0) Tholzy, Ta—7 IRV F=TREIDT 7L I T A MECRERNFE -
TAERESL, R (13.8%0830.5) . A (12.5%0833.2) . BHEWE (6.7 %107.9) | @i+ (5.3
FON7.9) FOELD (4.1 (V28.5) Tholz,

[EkEE ] ORBE (100 NMEHTZY) 1ET 22— TV F=THLOT 7L 7 A MNEOWT

NOBETHEE 00~243 (35.1 & 1185.1) T, &5 0#~161 (43.8 x11108.3) LV HiK -7z
(Table 2.1.1-1) , ZNERE, Ta—0 IRV F=THLOT 7LITAMNMECTEIL AONTFE
HLORBUMEE K OMEAE, &5 0H~24 &5 0f~16E TBBURAKETH -7,

T, FBhH 0 E~24 BOMKE R G EM TR DN FEFSR%Z [M5.3.5.3-5 Global ISS, Appendix
Table S.5.3.13.1] (27”3, HEE (100 NMFEHTZV) KOREAZEAIL, GBS Z )0 B 2 72 ik
H a7z As treated F2H O 5 0 ~24 B OMNTHRER L R TH - 7=,

®E 0E~528

Controlled Safety Pool CH¢5- 0 i ~52 BIZFE & H L7 A FHFHLR % M5.3.5.3-5 Global ISS, Appendix Table
S.5.43 12, WT I DRET 2%LL EOWRF RO H vz PT BIOFFHFHG % Table 2.1.1-3 1273,
TRERER L BEE# 0D & 5 A E H L 1E M5.3.5.3-5 Global ISS, Appendix Table S.5.4.37 {2/~ L7z,

Ta— I INUTF=THETEICAELNT (100 MESHTZY OIEBLED 20.0 LL L) SOC HOFEHEHSL
Do H, TEYWER X OFARIE] ORBE (100 NMEHTD) 1 ET 2—7 TRV F=THLOT
TUIFARETENEN 954 KOV T77.0 (LLTFEIA) . THBEE] X234 XO071.0. TREB X
OV TR ) 1320.7 LV 16.4 TH - 7= (M5.3.5.3-5 Global ISS, Appendix Table S.5.4.3) ,
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Ta— 2 INVF2THTIIALNE (100 NMEHTZ 0 OFELEN 400 1) PTHIOFEFELIL

BmRgEA (26.1) . BRGERY: (13.4) | 5ESE (8.5) . U (7.3) . BAEWE (5.7) . ifnH CPK AN
(4.7) . WHEAZ (4.2) KROGEIME (4.0) Thol, 205 b, EHIAK, EXGEKY L OBEETR
DOFELF (100 NMESHTZD) ITWTHOEETHRRE Th o7z, IMH CPK M ONMEEE %K DI HLH
(100 N EHT=0) 1 E, Ta—F IR F=TRTT LI TAMELY bE -T2, B, TH
FOEIMEORBE (100 NMEHTZD) 1, Ta— 2 IR F=THLOT T2 REEL T, 7
TUITARNETENST,

BeH0~24 LB LT, B 0H~2HETT 2—27 INVF=TRHTEIL ARb SOCHOH

EEGORBE (100 NFEHTZ0) TN ->7, PTHITH ERBAEFROFKHZR (100 AM4E

%k@)m\ﬁ&hE@gﬁf&ﬁo H~16 8 K OBES- 0 ~24 BIZHE~ B 5 038 ~52 3 T

ST HEHE OHE~2 BT, BRHOT 22— IR F=2TEEICLY, FEFERORARN EHT S
XITH T RO FEFERNRD LN D &V AR S NR o T,

Fo, B 0 E~52 BHOME GEM TRD b AEFES % [M5.3.53-5 Global ISS, Appendix
Table S.5.3.13.2] (27”3, HELE (100 NMFEHTZD) KOBEAZEAIL, 1EBEEZ 8]0 B % 72 ik
FHEWT- As treated EF DO 5 0 B ~52 BOMENHE R L FFETH - 7=,
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Table 2.1.1-3: WD OEET 2%, EOHBRE 1RO biviz PTRIOHEEES (Controlled Safety Pool, 25 0 ~523, As
treated ££H])
BMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422
IR/ 100 IR/ 100 IR/ 100
Preferred Term n (%) P-Y pP-Y n (%) P-Y pP-Y n (%) P-Y pP-Y
TOTAL SUBJECTS WITH AN EVENT 995(72.9) 434.1 229.2  347(52.1) 159.6 217.4 299(70.9) 106.4 281.1
_HREES 229(16.8) 875.9 26.1 54(8.1) 237.7 22.7 54 (12.8) 208.1 25.9
B RG 124(9.1) 924.0 13.4 33(5.0) 243.7 13.5 27(6.4) 218.3 12.4
FIEL 80(5.9) 944.2 8.5 21(3.2) 245.4 8.6 53(12.6) 204.0 26.0
T 69(5.1) 948.6 7.3 28(4.2) 243.3 11.5 54 (12.8) 203.9 26.5
ESET ) 55(4.0) 963.5 5.7 21(3.2) 245.7 8.5 17(4.0) 221.9 7.7
7 L7 F o R AR F—EHN 45(3.3) 963.9 4.7 11(1.7) 246.4 4.5 8(1.9) 223.8 3.6
NEEES 41(3.0) 968.0 4.2 4(0.06) 248.9 1.6 5(1.2) 224 .4 2.2
ElfnE 39(2.9) 965.6 4.0 5(0.8) 249.2 2.0 16(3.8) 221.0 7.2
A JVAME FROERG 30(2.2) 972.1 3.1 6(0.9) 249.0 2.4 3(0.7) 225.7 1.3
573 29(2.1) 973.5 3.0 31(4.7) 242.5 12.8 10(2.4) 222.7 4.5
PRI 29(2.1) 975.6 3.0 8(1.2) 247.5 3.2 4(0.9) 225.2 1.8
g 28(2.1) 970.6 2.9 1(0.2) 250.0 0.4 0
A~ LA 28(2.1) 972.5 2.9 2(0.3) 249.6 0.8 2(0.5) 225.5 0.9
SE R 27(2.0) 974.9 2.8 4(0.06) 249.1 1.6 5(1.2) 224.9 2.2
FalRk 27(2.0) 973.4 2.8 0 2(0.5) 225.9 0.9
L lE 27(2.0) 973.0 2.8 8(1.2) 248.5 3.2 17(4.0) 221.8 7.7
B4 26(1.9) 975.0 2.7 5(0.8) 249.3 2.0 11(2.06) 222.1 5.0
TN 20(1.5) 972.9 2.1 10(1.5) 247.2 4.0 47(11.1) 205.4 22.9
M- 18(1.3) 978.5 1.8 7(1.1) 248.0 2.8 9(2.1) 223.7 4.0
AP 13(1.0) 980.4 1.3 3(0.5)  249.9 1.2 11(2.6) 222.4 4.9
Includes events with a start date between first dose and +30 days post last dose date or upon rollover into IM011075.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the
for the selected AE under each treatment.

MedDRA: 23.1. Includes data from IM011046 and IM011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

AR) /total exposure time

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to DEUC at Week 0, or switched from placebo

to DEUC at Week 16, or switched from apremilast to DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of placebo during Week 0-16 and subjects who

switched from DEUC or apremilast to placebo at Week 24 in IM011047.

Apremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose of apremilast during Week 0-52.

Source: M5.3.5.3-5 Glcobal ISS, Appendix Table S.5.4.3 and Table S.5.5.1.2
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2.1.1.2 Logical Group (20 L - EHES

R L B o — 2 RIS SN FR % 7 DD Logical Group (EXGEEY:, SIEKEZ, OFEN
B, B EGe BRIEB Y, H o U ARG, ARG IOl Ta—2 IV TF
=T ORENY T VR LTz, 4 Logical Group DEFIL, 113 1HEZROZ &,

AIHTIX, Controlled Safety Pool ®#t5- 0 ~16 HOFEREZ R L, TSN DOFEFIL, M5.3.5.3-5
Global ISS IZ&Z 7=,

Controlled Safety Pool

BE5 0E~1618

Controlled Safety Pool D #45- 0 #~16 JH T L7 Logical Group 2708 L7 A EF G4 Table
2.1.1.2-1 1T,

[RGB ORBREGIE, Ta—27 730 F =78 (189%) . 77 HREE (14.8%) . 771
IT7 A MRE (16.6%) Thole, [ZERREZ] . TAPENEG] KO THHA~ LR 2R 0%
BEGIE, Ta—0 IRV F=THTT T ERBELOT VI TANELYE»o T2, FBEFIEIT
Yipnb oD THARIEE | }SZU\ (Do DG T 2= TNV F =T T TR CRE
FHENFERETHY, THEMEYE ORBEGIE. Ta—2 IV F=THTT I RHELOT 7
VITJARMELY 1K o7, &KE LT, Logical Group (/07 L 72 A EFLDL < IFFEBL L 7=H
BB DD BEREM OB OIRITINGE T - 72,

Table 2.1.1.2-1: Logical Group (24338 L 72 A EHES (Controlled Safety Pool, #5- 0l ~16
B, As treated ££[)

4

DEOC Placebo Apremilast
Pigical Grouping® N = 842 N = 419 N = 422
n (%) n (%) n (%)
respiratory infectionsP 159 (18.9) 62 (14.8) 70 (16.86)
REE S 76 (9.0) 36 (8.6) 37 (8.8)
R ER 46 (5.5) 17 (4.1) 17 (4.0)
NEEEZS 10 (1.2) 0 2 (0.5)
A VAN RGBS 10 (1.2) 5 (1.2) 2 (0.5)
Bl 9 (1.1) 2 (0.5) 6 (1.4)
B 7 (0.8) 5 (1.2) 10 (2.4)
ke 3 (0.4) 0 0
SRS ER 1 (0.1) 0 0
WEFESS 1 (0.1) 0 1 (0.2)
JRtkEFRE 1 (0.1) 0 0
= 1 (0.1) 0 0
R 1 (0.1) 0 0
Acneiform rash 30 (3.6) 1 (0.2) 42 (0.9
g 10 (1.2) 1 (0.2) 0
S 8 (1.0) 0 1 (0.2)
WX 8 (1.0) 0 2 (0.5)
SIERREZ % 2 (0.2) 0 0
NEE 1 (0.1) 0 0
NEEER 2 1 (0.1) 0 0
"z 0 0 1 (0.2)
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) ) DEOC Placsbo Apremilast
Pigical Srouping® N = 842 N = 419 N = 422
n (%) n (%) n (%)
Oral ulcers 16 (1.9) 0 0
77 A MEEE 11 (1.3) 0 0
FIEPNIRIIERK 2 (0.2) 0 0
TR 2 (0.2) 0 0
A 1 (0.1) 0 0
Herpes simplex infection 17 (2.0) 1 (0.2) 2 (0.5)
ST 11 (1.3) 1 (0.2) 1 (0.2)
Hiffi~ LA 4 (0.5) 0 1 (0.2)
(£ NP3 1 (0.1) 0 0
AT A JU R 1 (0.1) 0 0
Herpes zoster infection 2 (0.2) 1 (0.2) 0
BRI 2 (0.2) 1 (0.2) 0
Candida infection T (0.1) T (0.2) 0
Ofes o O HHE 1 (0.1) 0 0
SR U ANE 0 1 (0.2) 0
Tinea infection T (0.1) 3 (0.7) Z (0.5)
S 1 (0.1) 1 (0.2) 1 (0.2)
FIfERY 0 1 (0.2) 0
Py 0 1 (0.2) 1 (0.2)

? Adverse events that were potentially descriptive of similar medical events were grouped to avoid splitting of terms
and ensure that incidence was adequately reflected.

® Includes upper respiratory tract infections + viral upper respiratory tract infections.

Note: N is the total number of subjects in the treatment group. n is the total number of subjects with the specific

adverse event. Subjects were counted at most once per logical grouping or preferred term.

Source: M5.3.5.3-5 Global ISS, Appendix Table S.6.5.1, Table S.6.10.4, Table S.6.10.1, Table S.6.10.3, and Table

S.6.10.2

SYBRREE . Bl LSRG T D A K OV B GR DASR O Logical Group (2380 L 7= A& 5
42 @ Controlled Safety Pool D¢ 5- 0 i ~24 #H DO#E 5% [MS5.3.5.3-5 Global ISS, Appendix Table S.6.6.1] |
B 500 ~52 HORER % [M5.3.5.3-5 Global ISS, Appendix Table S.6.6.2] . Phase 3 Safety Pool D 5
% [M5.3.5.3-5 Global ISS, Appendix Table S.6.6.3] (2”7,

Logical Group (Z3 AL 72 BAEHEFRO O B, &5 0l~24 1, $5- 0~52 i K U Phase 3 Safety Pool
TOIFERLS, B LSRG v U H G R O ARG % M5.3.5.3-5 Global ISS, Appendix
DLLTFORIZAR LT, Bl /L~ Z G kO A L, 5l A 2.1.5.1.3 T T2 OMOEIYE] 12
FoE L7,

o 5 0i18~243 : Table S.6.11.10
o &5 01~5234 : Table S.6.11.11
e Phase 3 Safety Pool : Table S.6.11.12
T H G

o 5 0i18~24 : TableS.6.11.1
o 5 0i18~52 : Table S.6.11.2
e Phase 3 Safety Pool : Table S.6.11.3
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B fi~ LR R R

o 5 0i18~24 : Table S.6.11.7
o 5 0i18~5214 : Table S.6.11.8
e Phase 3 Safety Pool : Table S.6.11.9

Sp 3R]
o 5 (0i~24 3 : Table S.6.11.4

o 5 0i18~52H : Table S.6.11.5
e Phase 3 Safety Pool : Table S.6.11.6:

}JZI—‘& L., #5168 % H 2 72 W] T? Logical Group |27 L 7o A EFHGORBEIX, 5 0B~
HEFRSOTER T 2@ bz, BHOT 2a—27 I F=T7H 521D Logical
Group |20 38 L T2 A EFLRORBIEN ERT IR SN2 ho T,

2.1.13 EEENOAEES

Controlled Safety Pool

B®E5 0E~1618

Controlled Safety Pool T 45 0 #~16 W IZFB S b - BHIEE O FHFHS % [M5.3.5.3-5 Global ISS,
Appendix Table S.5.7.1] 12”7,

ZEAEDHEEREGIINTIULOM CTORE IHEE ThH o7, REOHHEFRLOFBBEEIAITKL,
T a— 7 FNUF=TEET 1.8% (15/842 B) . 7T AREE 2.6% (11/419 f5) . 77 LI 7 A Mf
2.1% (9/422 f5l) Thotz, MEOHERSIL. 77 B REETRO SR (2419 61, 0.5%) %
frE. WTHhOHELRSL 1HloATH -7,

BE5 0E~248

Controlled Safety Pool T#:5- 0 ~24 8258 b= BHIEE RO F EFEFR%Z [M5.3.5.3-5 Global ISS,
Appendix Table S.5.7.2] 12”7,

ZEAEDHEEREGZIINTIULOM CTORE IHFEE ThH o7, REOHHFEFRLOFBBEEIAITKL,
T o= TN F=TRET 2.1% 25/1199 ) | 77 L7 A MEET 3.3% (14/422 #)) Th o7z,
BEOHEESREGIT, T UI T A MECRO LR (2422 6], 0.5%) ZFRE, WThoFES
LBlOHTH T,

B®E 0E~528

Controlled Safety Pool T 5. 0 #~52 WIZFR S b - BHIEE O FHHG % [M5.3.5.3-5 Global ISS,
Appendix Table S.5.7.3] 12”7,
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FEAEOHFEFZIINVT O CHRE IITEE T, BEOFFFZORBBEIGIXRI o7,

FEOHEFEROBBENEIL, T 2a—7 TN F =TT 3.6% 49/1364 ) . 77V I T A Mt
T 3.6% (15/422 i) TRBETH -7z, 2 FILL IR ONIEEmEOFEERERIL, T 2—27 T3
F=TRETHIEE (2/1364 B, 0.1%) . %2 (2/1364 B, 0.1%) K OVEMEREE (2/1364 . 0.1%) .
TV T A METHAE (242261, 05%) Tholo, T a—27 T F =T RUED b= A
EEOFENE 3.2.2.3 THIZRT,

IRE LT, AEFROBEEEIIVTNOHB THIZEA EPRE X IFEETHY, L<ABR
f:ﬁ%%%%@ 5 Biﬁgb)%g@$%§iii& AE ntu&b %ﬂ’biﬁiﬂo 712_0 ﬁﬁﬁ@Tl"—y TN TF = A
BHICLY, BEOHEFEZOEREG N LA HHEMIZERD bikioT,

2.1.14 R OF EER

AIHTIL, Controlled Safety Pool D¢ 5- 0 #H~52 #H TRED b V=B EFG 2 R BRI MRE L 7=,
Controlled Safety Pool M #¢5- 0 i ~52 i Tﬁ%%i@%%%umb%ﬂtﬁ£$%%4 HEZ &I

[M5.3.5.3-5 Global ISS, Appendix Table S.5.6.3] |27~ L 7=, Phase 3 Safety Pool DF&HLRFHARI DA EH
4213 M5.3.5.3-5 Global ISS, Appendix Table S.5.6.4 (27~ L7z,

WTHORETH, AEFLORBAESIIHRG 0~ B CRbE» -7, Ta—7 TV F=TRET
135 0 ~4 7T 20.7% (283/1364 %) | # 5 4 H~8 1 T 12.4% (164/1323 f5]) K OHH- 8 H~12
T 12.9% (167/1323 #i) TH Y | £ OERKEFFAIZHED T 2 m AR~ L, &5 48 #H~52 T 5.7%
(30/527 B)) Tdotz, T EREE (BE 0l~16 ) LT 7L T A METHRBEOBN R
L oYY W

Fa—0 TN F=THOKRE 0 i~4 BCTI AN AESEL T, FHEEL 32%) . ¥R
QWJ THI 2.1%) KO EFRGERRYE (1.7%) Thol-, EHEEGICLEV, UER M O T RO I

BIEHEAIO 4 BUBART L=, BIRFER KON ERGERRGEOREE ST 24 B TR B R FRE
’C“%of:o

R GV BEOREFZOREREG O LH UL 22 A EFROFH R L ORFET X H
MIERRD b hote, RHOERBEMEZ RET 2 EFFRITBO LNR T,

2.1.2 T

Controlled Safety Pool D#5- 0 #H~52 M TlL, 72— 7 IV F=TFT2H4], 77 BAFREET 141,
77U T AT 1 BIOF 4 BIOFEL 3 s S,

Phase 3 Safety Pool "Ci%, Controlled Safety Pool D7 = —27 Z /Ny F =78 2 HlINZ T, 075 3Bk

Cll =LA R Y FA7) T 6 BIOEE S EE S, 78 IO S S, 075 38R
THESNIZ 6610 55 54175 COVID-19 [ZBHH§ 5L TH D | 1 FlIIREREIEZIZ L DT T
HoTz,
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Controlled Safety Pool }2 O* Phase 3 Safety Pool TFEL= L 7= #¢ik# D —% % Table 2.1.2-1 12779, COVID-
19 B9 THE L L 7= Phase 3 Safety Pool D 1 ffil A FRE | WAL HIRERIE & ORI R E S 47z,

REMERE LERBRO b, RBHETICEC LRI oRBR Lo —ElZ, LToEs0,
ZRERD CSRIZENE IR LTz, 066 3kBR & O 011 3RBR TIIFECITRED bR o 72,

o 046 7B% : [M5.3.5.1-2 046 CSR, Appendix 6.2]
o 0477B% : [M5.3.5.1-3 047 CSR, Appendix 6.2]
e 075%B% : [M5.3.5.2-2 075 Interim CSR, Appendix 6.2]
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Table 2.1.2-1: HBFIZ3D HNTFEL [IMO11-046 38R, IMO11-047 38R, 1M011-07538: Q£ A rr > F42) ]
Age/ Treatment Cause of Death/
PID Sex/ Study Day/ Relevant Medical History Other relevant AEs
Sequence
Race Relatedness

Controlled Safety Pool (046 3RER X1 047 RER T T L7 HBRE)

IM011047-0063- 75/F/W DEUC DR K OBRIfLE/ Hypertension, hypothyroidism, obesity, NA
00091 (WO0-16) D13/ Not related anxiety, rheumatoid arthritis, cardiac
pacemaker, prior cerebrovascular accident
IM011046-0060- 57/F/W Placebo B I R O FRyY Obesity, sleep apnea, ADHD on NA
00344 (W0-16) D23/ lisdexamfetamine
Not related
IM011047-0079- 76/M/W  Apremilast i K& OV 15 H i/ Type 2 diabetes mellitus, hypertension, SAEs : & E B IRa R/
00100 (W0-16) D138/ Not related hyperlipidemia, GERD, former smoker (D135), B (D135), 5
AR 2 (D135)
IM011047-0110- 54/M/A  DEUC JFABAEsE/ D298/ Not  Hepatitis C (treated), Type 2 diabetes mellitus,  AE : &I/ J50m/ NI/ 5%
01477 (W0-52) related Latent TB (treated), prior biologic therapy, no g/ iin {4t/ 14515 H i/ 75 ¢,

family history of malignancy, no use of
alcohol or NSAIDs within 3 months before the
event

JR (D208), fE/K (D218),
fiEsEs (D224)

Phase 3 Safety Pool (075 3Bk CIEI- L7=#BRE)

IM011075-0043- 58/M/W  DEUC COVID-19/ D157 Obesity NA
00063 (W0-52) (~515 days on DEUC)/
(IM011047- DEUC (075) Not related
0027-00125)
IM011075-0094- 84/M/W  DEUC (W0- COVID-19 fifiZ¢/ D111 Renal agenesis, high cholesterol, coronary Y EREEDS 2 45 (D191 in
01111 52) (~476 days on DEUC)/  artery disease, angina, hypertension, GERD, 047, D43 in 075)
(IM011047- DEUC (075) Related basal cell carcinoma, squamous cell
0097-01283) carcinoma, low platelet count, and pulmonary
fibrosis
IM011075-0011- 61/M/W  DEUC (W0- COVID-19/ type 2 diabetes, hypertension, NA
00187 52) D274 (~639 days on hypercholesterolemia
(IM011047- DEUC (075) DEUC)/
0160-00277) Not related
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Age/ Treatment Cause of Death/
PID Sex/ Study Day/ Relevant Medical History Other relevant AEs
Sequence
Race Relatedness
IM011075-0171-  58/M/W  Placebo (WO0- KEhfJREEmk Smoker, hypertension, obesity, sinus FROg R AST #5800, 184
00885 16); DEUC /D221/not related tachycardia WEgs . [RMEARSESS . RN
(IMO11046- (W16-52); IR WEBEZ
0140-00955) DEUC (075)
IM011075-0132- 64/F/A Apremilast COVID-19 12 Lk 56 Diabetes, asthma, sleep apnea, hypertension, 075: none
00616 (W0-24); OfE/D203/not related /P breast cancer, non-smoker, obese (BMI- 047: 5 Ll J (N R RE s
(IMO11047- DEUC 30) (D 92-117), HARSH (D150)
0047-00681) (W24-52);
DEUC (075)
IM011075-0125- 60/M/W  Apremilast COVID-19/D186 /not Gout, hypertension. 2 BUBEFRIP (D43)
01037 (W0-24); related
(IMO011047- Placebo
0142-01172) (W24-52);
DEUC (075)

Bolded treatment is treatment at time of event
Sex; F = Female, M = Male: Race; A = Asian, W = White, NA = not applicable
For IM0O11075 events, the parent study PID is provided in parentheses.
Source: Refer to Appendix 6.2 and Table S.600 (Safety Narratives) of the M5.3.5.1-2 046 CSR, M5.3.5.1-3 047 CSR, and M5.3.5.2-2 075 Interim CSR.
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Controlled Safety Pool /2 T} Phase 3 Safety Pool CHET- L 7= #BR#H DFEM (FBEE 5 D% OFEIINILIE
) ZLLFICRT,

Controlled Safety Pool

B®E5 0E~168

e IMO011047-0063-00091 (0244 K OV SE)
047 FRERD 75 A NLtE, SRR CORGHIIT 2— 7 I\ F =T Th o7, BEEREIC
FORARBEREIR TAE, M 1B, HERBICEIE, R—2 XA —h =33 EEH) v~F, B
MR ORLZERNHY . JFAZEIERE (L7Lv ) I R) OFERICLY DaydlZT 2 —27 T30 F =T D
B %2Hik L7, Day 8 ICRHIHFIED7ZDHREE L, ZORFRTHEFRKL UL XL A D
BT E S o 72, Day 12, #EBRF 1 XERAEALE & £F 5 M8 Ik OFIEE EEREPE L L CABE L,
FH (Dayl3) . FLE L EFHRLVRE SN, ERIT, DAL OIINE CTH - 72, ML
T T, WPEOERLEIIAT TE R o0z, RRIYEMICE YD . AFECIXIEEREE & BhE
72 Ll ST,

e IMO011046-0060-00344 (& i EVELM R )
046 RO 57 AN, FECRER CORGHILT 7 R Th o7, IHFERICIEN (BMI
w)\%%@@ﬁﬁﬁ@&ﬁ@ﬁ&oAmm()27%%/71&\/&5)@&D\mww
WCHERICE D EBEDORy RTHLELTWD EZAEERIN, FERITEMEEERTH -
7o TR YSERNIC LD . ARFECITIRBREE L B L &l S 7=,

e IM011047-0079-00100 (fifies K OV B H i)
047 58RO 76 1% N B, %tﬁ5f®%5ﬁ177v:?xhﬁf%okoﬁﬁ‘%kbfz
TR . L, & AE B AE W R B OWRERE DS 8 - 1=, PEBRE 1 E R, R
B, W, wgﬁ&%ﬁﬁb\mwm7 ZIARSFRTOIRAE T ARBE L=, Day 109 (2T &
£F 9 I/ NI s & 2 S A7z, TRBRIED &4 G- B 1L Day 105 Tl o 7-, Day 135, {H{LE
M & OV L 0 ABE, & DH% AR A Y ZRIZHERE L, Day 138 IZAET L7z, SERIEMHEE & ONE L
BHMTHolo, IRRISEMICEIY, AFECITIRERIE L B2 L &l S,

BE 0E~528

e IMO11047-0110-01477 (FFHAasE)

047 RERD 54 1% 7 U7 NBVE, HERER COHRGHLT 2 — 27 I\ F =T Th o7, BEE
JEE LT, C AR (REEA) | 2 BBERIE R O (REHE ) Bd o7, Day 212 (I
LOVERED CT A% ¥ o CA¥)—720855 (heterogeneous attenuation) % £ 5 #& HitE w23~ &
o, FFEZ L B2 bz, HEEOREFELIZLY Day 220 [IZFEi 7z MRI T, FFliEoEE
HAEMEZZHND 5 cm OJERENRO Hivlz, Day 238, a7 = h7'm7 A AEIX ER L, FHE
PH YU 2 SEARRIT &0 AR E R IR 23 ERE S 7o, Day 275 \ZGEFIEM BRI S =3, B¢
BRE OIRREN ZOHIZHE L L7272 Day 288 IZHIE & 4172, Day 298 (Z#BRFE 1T AT AIARHE 1 X v 38
U L7, 1GBRYERTIIC LY . AL CILIEERIK L B e U &l S vz,
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Phase 3 Safety Pool

IM011075-0043-00063 (COVID-19)

075 ARERD 58 AN BME, PHFRA L L CIEAH 7=, Day 150, COVID-19 L2Wisi, 7
ARV A AL DIEEERG L, AT 2—27 I F =T O 5% HIE L7z, Day 156,
COVID-19 OEEZWA 2 Shvlz, Day 157, #BRFIIALBET 2 2 L < BETHLE LTz, HR
DEOFEIIARHTH S5, JENIL COVID-19 TH -7z, RS ERIC LV, AL ITIARREE
& BEE R L &Ik S e,

IM011075-0094-01111  (COVID-19 fiti%)

075 HRBRD 84 A NBM, OHFHREAL LT, EREEEER, 2L AT o —/LEfE, dEiirE
B POME, IR, AR R, A . R BRI R A M OVt R A
ﬁz’)%oﬁ:o Day 90, JEBRIEDOFL G 2 1k L7z, Day 91, COVID-19 (RREEME) & 2Wrsn,
PR g OV SR 238D BTz, Day 96, EUIiL (BRFRADFIE 85%) MK OVEMEARELSE M iE P I
%%é@mb]\ﬁmw_o Day 99~104, Mo XA THpT OB F8D Hiv7z, Day 111, #ER
FILRBE L, FBBETEE L, JERIX COVID-19 ik Tdh o7, JGERHMEMICLY . A
CILIEBRIE &L B & 0 &l STz,

IM011075-0011-00187 (COVID-19)

075 FRERD 61 3k AN T, OFFRE L LT, 28R, mifER OS2 L AT a—VIlGER H
o7z, Day263, COVID-19 (FRekG: « FEN, KEAFRAE) &M, % 223 25k o Bk
D7D ABE LT, Day270, #EHT2 EIT 58 ARENHELL, Day 274, B0 ZF1E L7,
Day 274, #8R# 1% COVID-19 IZ XV FEL L7z, JRBRHYERIC KD . ARFECITIREREE & B
L & Sz,

IM011075-0171-00885 (K EhARAEALZL)

0757 BRD 585k A AN B, PHFRA L LT, miE, B, JFEMEEIRSH 0 . BEE CTH - 7=,
Day 221, #RFIIAETHEL L TND L AR INT, TN EmI, MEFIAFT
Xpipolon, FHUZWEIILLENE, BB REIIRE MR Ll STz, RS E
R L0 ARFEC IR & Bl e U &I S iz,

IM011075-0132-00616 (COVID-19 |2 X % A HiE)

075 RBRD 64 1% 7 V7 Nk, BEAEEICHENH 0 . OHERE L LT, BERM, WS, BERR
MR mifE, AR (BMI-30) 230 | IEMMEE Th oo, BERE IS 36 I REEE T,
TR 59 S i 125 SRR B U AT B ) A L 72 2SS S IRAL 2R D o T TRBRFENE RSB D 2 & » 71
O EN ORI O 2R LT, TR FICL D & PCR BRERMET, COVID-19
ICEDAPHEIC LY BE TR LT (Day 203) , ZHLLEOFEHRIIE SN TRV, 1RERH
HEMICE Y, ARIETITTREREE & B U & S iz,

IM011075-0125-01037 (COVID-19)

075 RERD 60 A ANFBME, OHFHEAL LT, WMELKOEMERH 7=, BN 2~3 A, mEk
23 10 AMfEWTE 72 BB IR BE ISR S 472, Day 173, COVID-19 MA&ERMETH |
Day 178 725 Day 185 £ CTABT L7z, ARt EBIAAMEIR L, BRI 70~75%. % D%
80~85% Td ~ 7=, MEFEAFIE N 78~80% T - 1= 7= O iz, WA 1L, BEobiAEmE.
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arFarTaA R, I hURCTHERK ~RU v BT AT v RVEREK U D
LHUF L EE MR, L BHESN ORI E M O E R R R R 5 S OB OIBR 2% T =08
RERDFIIE DN/ o7, Day 186, #5R#E X COVID-19 (2L VAL L7z, IRBRHYSERRIC
L0, ARECITIEHRIK L B L &M ST,

2.13 FOMOEE A EES

Controlled Safety Pool

B®E5 0E~168

Controlled Safety Pool T#5- 0 ~16 #2738 & 4172 SOC B D EEE /A H L % Table2.1.3-1 12, PT
MOEE A EFG % Table 2.1.3-2 12777,

BERAEFROBUAFNEIX, 72— IV F=THT 1.8% (15842 ) . 77 EHREET 2.9%
(12/419 B) | 77 LI T A MEET 1.2% (5422 ) L WTHOBETHIRS . HEGHETRE2E N
X727, kb ARONAEEELRAERSIL. SOC Bz BYYER L OFAERE] THY, ¥
BEAIIRGHECRBE Cholz, WThOHREERAEFELDY | flOLOFKEATHY | RE5HE
K CHERAEFROFER ORAHI S ITHEST XESEMITRDO RN T, Ta—7 TNV F
STBHCTHESINTET T 74 7% =D 1 BRI SN2 S D7 LrX—Ks (BHR
TLAX—) THY, TADAEBRED 1 flIZAZ 724 I BRICESZ LD THH-7-, SOC
Mk L OUREERES) O 2 FIFIEEMHEIRSEE R RERBAIEDOE 1 FITHY . WFhb &b HIkic
TES o7,
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Table 2.1.3-1: SOC BIOEERAFEESR (Controlled Safety Pool, 5 03 ~1631E. As treated £H])
RVMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
System Organ Class TR/ 100 P- TR/ 100 P- TR/ 100 P-
n(%) P-Y Y n(%) P-Y Y n(%) P-Y Y

TOTAL SUBJECTS WITH AN EVENT I5(1.8) 250.6 6.0 12(2.9) 121.0 9.9 5(1.2) 124.8 4.0

BUWER L O e 5(0.6) 251.7 2.0 2(0.5) 122.8 1.6 2(0.5) 125.1 1.6

I s 3(0.4) 251.8 1.2 3(0.7) 122.5 2.4 1(0.2) 125.3 0.8

BB L UYRIKEEE 2(0.2) 251.8 0.8 0 0

R 1(0.1) 252.0 0.4 1(0.2) 123.0 0.8 2(0.5) 125.2 1.6

G 1(0.1) 252.0 0.4 0 0

EE PR L OWESHHE 1(0.1) 252.0 0.4 2(0.5) 122.8 1.6 0

RS L O%ERE 1(0.1) 252.0 0.4 0 0

T A 1(0.1) 252.0 0.4 0 1(0.2) 125.4 0.8

PR HElds - ONHeEE 1(0.1) 252.1 0.4 1(0.2) 122.8 0.8 0

IAEREE 1(0.1) 252.0 0.4 1(0.2) 123.0 0.8 0

SR, FHRMERS L ONE s 0 0 1(0.2) 125.4 0.8

—f% « AEEER L O GENOIRAE 0 2(0.5) 122.7 1.6 0

B, MRS LORHIAHORAY) (38 O 0 1(0.2) 125.3 0.8

R LOR Y —7" %57

FsrhEEE 0 1(0.2) 122.9 0.8 0

B2 L O e 0 1(0.2) 122.8 0.8 0

Includes events with a start date between first dose and the Week 16 visit date.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE)/total exposure
time for the selected AE under each treatment.

MedDRA: 23.1. Includes data from IM011046 and IM011047

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Source: M5.3.5.3-5 Gladbal ISS, Appendix Table S5.5.8.1.1
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.3-2: PTRIDEE/LHEEES (Controlled Safety Pool, #¢5 0 ~161, As treated ££H)
BMS-986165 6 mg QD Placebo Apremilast
Preferred Term [n(%) m]2 N = 842 N = 419 N = 422
TOTAL SUBJECTS WITH AN EVENT 15(L.8) 18 12(2.9) 17 5(1.2) 8
NN S 1(0.1) 1 0 1(0.2) 1
B HHf, 1(0.1) 1 0 1(0.2) 1
FHERAS 1(0.1) 1 1(0.2) 1 0
EX LS 1(0.1) 1 0 0
BAIIAE 1(0.1) 1 0 0
V/%%n&-mr 1(0.1) 1 0 0
SOERY 1(0.1) 1 0 0
,[}@ﬂ; 1(0.1) 1 0 0
DA 1(0.1) 1 0 0
JCyEP AR 1(0.1) 1 0 0
R AR A 1(0.1) 1 0 0
REFEAE 1(0.1) 1 0 0
TFT 4 T~ 1(0.1) 1 0 0
KRR TR 1(0.1) 1 0 0
ik 1(0.1) 1 0 0
C hoph ERRTE 1(0.1) 1 0 0
2oV itigs 1(0.1) 1 0 0
Fimﬁﬂr 1(0.1) 1 0 0
i%%ﬁ% 0 1(0.2) 1 1(0.2) 1
BRJRPR 0 0 1(0.2) 1
HEEyR 0 0 1(0.2) 1
RE A2 0 0 1(0.2) 1
B e BE Ik 0 0 1(0.2) 1
Hiiifree 0 0 1(0.2) 1
BRI 0 1(0.2) 1 0
NEZTERE 0 1(0.2) 1 0
el O 0 1(0.2) 1 0
EFE R i 0 1(0.2) 1 0
NEHREPIRH TS 0 1(0.2) 1 0
JINIEZEFL 0 1(0.2) 1 0
HRNTEYT 0 1(0.2) 1 0
FET 0 1(0.2) 1 0
Jrasis i 0 1(0.2) 1 0
(SR R 0 1(0.2) 1 0
ARFHENRPAZE 0 1(0.2) 1 0
~L=T L 0 1(0.2) 1 0
B~V =T 0 1(0.2) 1 0
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PsO

2.7.4 FRIR Y2 M O ZE
BMS-986165 Deucravacitinib
RMS-986165 6 mg QD Placebo Apremilast
Preferred Term [n(%) m]2 N = 842 N = 419 N = 422
NP L] 0 1(0.2) T 0
HIfE 0 1(0.2) 1 0

Includes events with a start date between first dose and the Week 16 visit date.
AEs are sorted in descending order for percentage in the BMS-986165 treatment group
a n = number of subjects; m = number of events

MedDRA: 23.1. Includes data from IMO11046 and IM011047.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.8.1

and then alphabetically.
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

BE 0:8~248

Controlled Safety Pool TH#¢5- 01l ~24 258 D7 EHEE 72 A 5 955 % M5.3.5.3-5 Global ISS, Appendix
Table S.5.9.1 (27”77,

HELNAEFERORERR 100 NEHZD) X, Ta— 2 INXF =TT 69, 77V IT A MFE
T 45 Tholre Ta— 0 INTF=THIIBNT, WTFhOEERAESRESLY | F [FEEZE (100
NEHTZV) 02LLF] OIRIZED BT,

F7o, 5 0H~24 ORI 5L TR D - HIE e A F 5 4 M5.3.5.3-5 Global ISS, Appendix
Table S.5.9.34 12/~ 9, Mkl GEM DT 22— 27 IRV F TR TOEERAGEFZORIE (100 A
FEHT2V) 1269 THY ., IRBFEZ U R T IR 25 072 As treated SEH D5 0 T ~24 O T
2= TNV F =T HORNTER EFRRECTH -, BEMAEFRORBRIEN LR TH -7,

Beh 0~16 # & T, BEELRAEFLORIEN OHEIG ICRFET X EEMITFRD Lo
776

BE 0E~528

Controlled Safety Pool T#45- 0 JH~52 WIZWTNNDORET 2 BILL EICREO bW -EHERAEFSR %
Table 2.1.3-3 12, & TOEERAEFS % M5.3.5.3-5 Global ISS, Appendix Table S.5.9.2 (2777,

HELAHEFEZORER 100 NEHT=D) X, Ta—2 I F=TRETST, 77 REETST,
TTVITARNET40H -7,

FEAEOEERAEFERI N HIOROBETHST-, Ta2a—27 TV F =TT 2 HILLEIZEE

ONT-EERAEFRIT, ik [3/1364 ], HBLFE (100 NMEHTZV) 03] | SMEREE, S
JHEESE. COVID-19, L EAENE OVLESR [4 2/1364 fil, FBLHE (100 NMEHZD) 4% 02] Th
ST, TV ITAMEC2HILL EICERO DN EHERAFEFRIL, Bzt (2/422 41, 0.9)
Thotz Q154THEBM)

T, BEH 0B~ Bofkkik S5 EN TR ONZEELRAGER S %2 [M5.3.5.3-5 Global ISS,
Awmmekw&%]_mﬁoﬁm&%ﬁl®7:~77Av%:7ﬁf®E%ﬁﬁ%$ﬁm%
BE (100 NMEHTZV) 1£5.6 THY, 77LIT AN (6.7) L0 HIEh-70, BH 0l~52 8
T, BEERAEFEZORIE (100 NMEHTZD) 1, MR GERNOT 2—7 IV F=TRELIR
BRIEZU) 0 R Z TR % 5 072 As treated 8B DT = — 7 I NNV F =T RETCRIRECTH Y | EHER
BEFELOFBEM S RETH T,

BIRLE LT, BEOBE~24 B LT, BEOBE~2ETCT 2a— 7 I FoTHECTEHERAES
ROFBBBEEN EFS 5 UIH T RHEEOERDNZRBD 5D E WO AT R SN2 o T,
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

Controlled Safety Pool (04678 K (047 56k) T LI HERAEFRO %L [M53.5.1-2046
CSR, Appendix 6.3] MO [M5.3.5.1-3 047 CSR, Appendix 6.3] (2753, TOMORERT & OEERA
EFELNRROOLNTWHREO LS, LLTFTOLEY, £RBRO CSRICENTIVUR LT,

e 066 Bk : [M5.3.5.2-1 066 CSR, Appendix 6.3]

e 0117 : [M5.3.5.1-1011 CSR, Appendix 8.1.4]
e 075%B% : [M5.3.5.2-2 075 Interim CSR, Appendix 6.3 ]
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.3-3: WIFNDOBET 24U RIZBO b2 EERAEESR (Controlled Safety Pool, &5 0J8~521, As treated 5
=)
RVMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422
IR/100 IR/100 IR/ 100

Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
TOTAL SUBJECTS WITH AN EVENT 55(4.0)  969.1 5.7 14(2.1)  247.5 5.7 9(2.1)  224.3 Z.0

fitis 3(0.2) 985.4 0.3 0 0

A 2(0.1) 986.4 0.2 0 0

G AIED)] 2(0.1) 986.1 0.2 0 0

SVERgER 2(0.1)  986.0 0.2 0 0

COVID—19 2(0.1) 986.2 0.2 0 0

DS 2(0.1) 986.5 0.2 0 0

RN AE 0 0 2(0.5)  225.8 0.9

Includes events with a start date between first dose and +30 days post last dose date or upon rollover into IM011075.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure time
for the selected AE under each treatment.

AEs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

MedDRA: 23.1; Includes data from IMO11046 and IM011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to DEUC at Week 0, or switched from placebo
to DEUC at Week 16, or switched from apremilast to DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of placebo during Week 0-16 and subjects who
switched from DEUC or apremilast to placebo at Week 24 in IM011047.

Ppremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose of apremilast during Week 0-52.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.9.2
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

2.14 ZOMOEERFEES
2.1.4.1 BEHIFCE - HEES

Controlled Safety Pool

®E5 0E~1618

Controlled Safety Pool T#¢5- 0 i~ RO DN HR G IEICE > T B EFS % Table 2.1.4.1-1 |
NG I

BHERIFCESEAERESORBESIL., T2a—F TNV F=THET 24%THY . I REE
(3.8%) KONT 7L T A ME (52%) X0 HiE-T=,

FEAEDOREHILICEST-HERGIL, 1HORIED DL, FHET2HILLEICRD b E
FIRICE ST HEFEFLRIT, 72— TV TF =T TREKMERIEEFRD (0.5%) . FHl, 55 EO
RIRSE (% 02%) . 77 BREECHEE (1.0%) ROEH (0.5%) . 77 LI 7R MNETTH
(1.4%) . Bl (0.9%) . FLEKOFER (% 0.7%) . M. WX O (% 0.5%) Thoi,
T a— TR F =T RETHRO bV RERIRIEIR D O A DL ISR T,

SRERPRIEIB I K DB 5 k1, 046 385 K O 047 5B OTRBR FEfi a5 CHE L=, FRAET
eGFR 7% 45 mL/min Kl DA, 1BBRER G2 F T2 L0 PIEERBEIC LD Tho7z, iR
DEFEMEETHL7 7LV I T A ML, WRAIXET, Z7v7F=27 V77 A% 30 mL/min Al
D EE OB EEBEITH L 30 mg BID 705 30 mg QD ~DIENHE STV D, 046 RER KL 047
RERT, —HERRABRTHY, 7L ITAMOHAERBIITERNZ LD, 1BBRFEHE T
(BN &%%i~~274/ﬁ eGFR 7% 45 mL/min YA = TH ¥ | IBER GHIM I 7 A LINIZA T -
7o FH# A C eGFR 28 45 mL/min Kiii Tob 25 G 130K G2 H1ET5 2 L EHE L, Zofik
HAEZ XV REBRZ P I LT DI E A Bl N—A T A EFIZ eGFR A’ 50 mL/min (Z3ifi 72 72 WVEE
ETHY HBORPER O B T 45 mL/min K & 72 o 7R E CTh o 70, BHRE~OR IR
ZREE, 322 TR LT,
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.4.1-1: BEHILIZE ST HEES (Controlled Safety Pool, #5- 0l ~1618, As treated £)
RVMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
System Organ Class IR/100 IR/100 IR/100
Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
TOTAL SUBJECTS WITH AN EVENT 20(2.4) 249.5 8.0 16(3.8) 121.1 13.2 22(5.2) 122.8 17.9
SRR 5(0.6) 251.2 2.0 2(0.5) 122.8 1.6 1(0.2) 125.3 0.8
SREROE R 4(0.5) 251.3 1.6 1(0.2) 122.9 0.8 0
M7 L7 F o R AR F—EHN 1(0.1) 252.0 0.4 0 1(0.2) 125.3 0.8
777\/%]7?/@&‘7‘:/ oo x7x27 0 0 1(0.2) 125.3 0.8
—EH
FTHAER A Ty 0 1(0.2) 123.0 0.8 0
Kt 5(0.6) 251.5 2.0 2(0.5) 122.8 1.6 4(0.9 124.8 3.2
AIRSE 2(0.2) 251.8 0.8 0 1(0.2 125.1 0.8
1555y 1(0.1) 252.0 0.4 0 0
X4 1(0.1) 252.0 0.4 0 0
R 7 I 1(0.1) 252.0 0.4 0 0
N 0 0 3(0.7) 125.0 2.4
R ] 0 1(0.2) 123.0 0.8 0
KD DIR 0 1(0.2) 122.9 0.8 0
HESRE 0 0 1(0.2) 125.3 0.8
i 3(0.4) 251.7 1.2 2(0.5) 122.9 1.6 13(3.1) 124.1 10.5
T 2(0.2) 251.8 0.8 1(0.2) 123.0 0.8 6(1.4) 124.7 4.8
ilziE 1(0.1) 252.0 0.4 0 2(0.5) 125.2 1.6
M- 1(0.1) 252.0 0.4 0 2(0.5) 125.2 1.6
RN 0 0 1(0.2) 125.3 0.8
HiEEE 0 0 1(0.2) 125.3 0.8
(ESA 0 1(0.2) 123.0 0.8 0
i 0 0 1(0.2) 125.3 0.8
M bavE 0 0 1(0.2) 125.2 0.8
B EEEMERE 0 0 1(0.2) 125.3 0.8
NEf#EE 0 0 1(0.2) 125.3 0.8
TN 0 0 4(0.9) 125.0 3.2
i - BEEER LW GE L ORAE 3(0.4) 251.8 1.2 1(0.2) 123.0 0.8 1(0.2) 125.2 0.8
it 2(0.2) 251.9 0.8 0 1(0.2) 125.2 0.8
M 1(0.1) 252.0 0.4 0 0
V=T L 0 1(0.2) 123.0 0.8 0
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
BMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
System Organ Class IR/100 IR/100 IR/100
Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
IR L O e 2(0.2) 251.8 0.8 2(0.5) 22.9 1.6 1(0.2) 125.3 0.8
E 1 1(0.1) 251.9 0.4 0 0
fitize 1(0.1) 252.0 0.4 0 0
WEELYS 0 1(0.2) 123.0 0.8 1(0.2) 125.3 0.8
B 0 1(0.2) 123.0 0.8 0
FEERs J OB R 2(0.2) 251.9 0.8 5(1.2) 122.3 4.1 2(0.5) 125.2 1.6
Hzfi 1(0.1) 252.0 0.4 4(1.0) 122.6 3.3 1(0.2) 125.3 0.8
s 1(0.1) 252.0 0.4 0 0
KB 0 1(0.2) 122.8 0.8 0
5 0 0 1(0.2) 125.3 0.8
M L OV o SR 1(0.1) 252.0 0.4 0 0
U L SERE 1(0.1) 252.0 0.4 0 0
Ll 1(0.1) 252.0 0.4 0 1(0.2) 125.3 0.8
LT EIE 1(0.1) 252.0 0.4 0 1(0.2) 125.3 0.8
TEEESJJRASE LAE 0 0 1(0.2) 125.3 0.8
TEEIRAE 0 0 1(0.2) 125.3 0.8
AR R 1(0.1) 252.0 0.4 0 0
FFRHE AR, 1(0.1) 252.0 0.4 0 0
e e Alres 1(0.1) 252.0 0.4 1(0.2) 122.9 0.8 0
S EHEE 1(0.1) 252.0 0.4 1(0.2) 122.9 0.8 0
Y ERESTds L OSRE E RS 1(0.1) 252.0 0.4 1(0.2) 122.9 0.8 3(0.7) 124.9 2.4
PR 1(0.1) 252.0 0.4 0 2(0.5 125.0 1.6
fipae 0 0 1(0.2 125.3 0.8
HEfRRMEBERE 0 1(0.2) 122.9 0.8 0
R KOS 0 1(0.2) 123.0 0.8 0
ARRIHGE 0 1(0.2) 123.0 0.8 0
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
BMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422
System Organ Class IR/100 IR/100 IR/100
Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
PR AR 0 2(0.5) 122.8 1.6 5(1.2) 124.8 4.0
7)) 0 2(0.5) 122.8 1.6 3(0.7) 125.1 2.4
LEfR 0 0 1(0.2) 125.2 0.8
Rk 0 0 1(0.2) 125.2 0.8
A& 0 0 1(0.2) 125.3 0.8
B 0 0 1(0.2) 125.3 0.8

Includes events with a start date between first dose and the Week 16 visit date.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure
time for the selected AE under each treatment.

AEs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

MedDRA: 23.1; Includes data from IM0O11046 and IM011047

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Source: M5.3.5.3-5 Glcobal ISS, Appendix Table S.5.10.1
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2.7.4 FRIR Y2 M O ZE PsO
BMS-986165 Deucravacitinib

BE 0:8~248

Controlled Safety Pool Tt 5 01 ~24 WIZFRD b7 H-H ILIZE - - EFGL % M5.3.5.3-5 Global
ISS, Appendix Table S.5.11.1 {2737,

BERILCEST-AEFERLOREER (100 MEHT-V) 1T, Ta— 0 IR F =TT 62, 771
STARARET 141 T, Ta—0 INRXF=THEOTNERS T, T a—7 IV F 7T, IZ
A EDEEHIE] §otﬁ£$%i1m[%ﬁ4<moA$%tn)ozuT]@ALM@EntO

Fio, 5 0 H~24 O GER TR b HE G I E - - HE 4% MS5.3.5.3-5 Global
B&Amm®HMMSJn4_m¢Oﬂﬁ&ﬁ%l@71~77NV%:7ﬁf®&5¢¢K§ok
HEFRROFEE (100 NMEHTZV) 166 THY, T7LITAME (141) L0 Ko7,
5.0 #H~24 BT, IR GEMDOT 2—27 IRV F =T RHETOFRGRIEICE > 2 EFELORHRR
(100 NMEHT=0) 1T, IRBREEAU D R T %25 D72 As treated EFOT =—27 T30 F =7
FELFRBETH Y, IR bRKETH o7,

Beh 0~16 & HEA_T, BEHIRCE -G EFLOFE L OFEBLEIAG IR T AR
LR o T,

®E 0E~528

Controlled Safety Pool T#:5- 0 ~52 WIZFEH L7z PT BIOEGHFILIZE T HEFHG % Table
2.1.4.12 1”7,

TP ILCE ST AEFRZORBE (100 NMEHTZV) (X, Ta—7 IV F=TRT 44, 77 %
REETI3, 7TTVUVITARETILGOT, Ta— 2 INVF=THTRI -T2, Ta—27 T30 F=
THIZEBWT, ZEACOREGFINCEST-AFEFRRIT | 4] BEE (100 AMESHTZY) 0.1] O
DB TH-T-,

F7o. &5 0H~52 WO GER TRO bN T HKEF I E 7o FHEFL % [M5.3.5.3-5 Global
B&Amm®HMMS5n5]_m?oﬁm&5$l®71~75»&%:7ﬁ?@%5¢¢ﬁ§o
THEHERGORBEE (100 NMESHT-D) 154 THY, 77V ITAME 252) L0 HEo7,
¥eh 0l~52 T, MR GEADT 2 —27 IRV F 2T HTORETILCE S T-HEFRDORT
(100 NMEHTZV) 13, IBBREEE U0 R 2 I-905E 25 072 As treated £ DT =2 — 27 T30 F =
THELRBETHY , BEMEMbFERTH -7,

BERLE LT, HEOBE~24BEHRT, BEOWE~52BTT 22— I F=THTER G ILICE
ST A EFROIE ?EEZ SERT D XIH 22 FEEOERNEBO LD E WO BT R S o
77
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.4.1-2: PT B OFEHILIZE -T2 HEESR (Controlled Safety Pool, #5- 0 ~5238, As treated ££[H)
BMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422
IR/100 IR/100 IR/100

Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
TOTAL SUBJECTS WITH AN EVENT 43 (3.2) 980.8 4.4 23(3.5) 247.1 9.3 26(6.2) 223.4 11.6

SRERMAIE R 5(0.4) 985.7 0.5 1(0.2) 249.9 0.4 0

o2 3(0.2) 986.4 0.3 0 1(0.2) 226.3 0.4

A7 L7 F R AR —HEN 2(0.1) 985.9 0.2 0 1(0.2) 226.4 0.4

COVID—19 2(0.1) 986.5 0.2 0 0

T 2(0.1) 986.4 0.2 1(0.2) 249.9 0.4 6(1.4) 225.8 2.7

it 2(0.1) 986.3 0.2 0 1(0.2) 226.3 0.4

AIRSE 2(0.1) 986.4 0.2 0 1(0.2) 226.2 0.4

573 2(0.1) 986.3 0.2 8(1.2) 249.0 3.2 2(0.5) 226.3 0.9

M- 2(0.1) 986.5 0.2 0 2(0.5) 226.3 0.9

JE AR 1(0.1) 986.6 0.1 0 1(0.2) 226.4 0.4

JilziE 1(0.1) 986.6 0.1 0 3(0.7)  226.1 1.3

B SRRE 1(0.1) 986.7 0.1 0 0

AL 1(0.1) 986.6 0.1 0 0

SRR L 1(0.1) 986.6 0.1 0 1(0.2) 226.3 0.4

a7 a7 o E BN 1(0.1) 986.6 0.1 0 0

B 1(0.1) 986.6 0.1 0 0

e 1(0.1) 986.6 0.1 0 0

15 55y 1(0.1) 986.4 0.1 0 0

IR 1(0.1) 986.6 0.1 2(0.3) 249.8 0.8 0

FalRk 1(0.1) 986.2 0.1 0 0

fTHsRE R 1(0.1) 986.6 0.1 0 0

s 1(0.1) 986.6 0.1 0 0

T 1(0.1) 986.6 0.1 0 0

NN 1(0.1) 986.6 0.1 0 0

EHCE 1(0.1) 986.6 0.1 1(0.2) 249.9 0.4 0

1 > SEiiE 1(0.1) 986.6 0.1 0 0

U o SERIE 1(0.1) 986.6 0.1 0 0

X4 1(0.1) 986.6 0.1 0 0

PR 1(0.1) 986.6 0.1 0 2(0.5) 226.1 0.9

LM FRZE 1(0.1) 986.6 0.1 0 1(0.2) 226.3 0.4

TN 1(0.1) 986.6 0.1 0 5(1.2) 225.9 2.2

R 1(0.1) 986.6 0.1 0 0

PR RN 1(0.1) 986.6 0.1 0 0

N 1(0.1) 986.6 0.1 0 0

Jifigs 1(0.1) 986.6 0.1 0 0

LAY 1(0.1) 986.6 0.1 0 0

WX 1(0.1) 986.6 0.1 0 0
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
RMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422
IR/100 IR/100 IR/100

Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
e T(0.1) 986.6 0.1 T(0.2)  249.9 0.4 T(0.2) 226.4 0.4
Jiilk A 1(0.1) 986.6 0.1 0 0

LEFRS 1(0.1) 986.6 0.1 0 0

g 0 0 1(0.2) 226.3 0.4
NS 0 0 3(0.7) 226.1 1.3
TANRTXNET ) NI AT = 7—8HN 0 0 1(0.2) 226.4 0.4
WS 0 1(0.2) 249.9 0.4 1(0.2) 226.4 0.4
S 0 1(0.2) 249.9 0.4 0

(G 0 1(0.2) 249.9 0.4 0

HEREER 0 0 1(0.2) 226.3 0.4
Ao 0 1(0.2) 249.9 0.4 1(0.2) 226.2 0.4
SIBE 0 1(0.2) 249.7 0.4 0

g 0 0 1(0.2) 226.4 0.4
RS 0 1(0.2) 249.9 0.4 0

B R 0 0 1(0.2) 226.3 0.4
2 0 0 1(0.2) 226.3 0.4
SEJG 0 2(0.3) 249.8 0.8 3(0.7) 226.2 1.3
~L=T L 0 1(0.2) 249.9 0.4 0

EifnE 0 1(0.2) 249.9 0.4 1(0.2) 226.3 0.4
R 0 0 1(0.2) 226.3 0.4
FUEER 0 0 1(0.2) 226.4 0.4
JPRAsHERAT L 0 1(0.2) 249.9 0.4 0

KHNH 0 1(0.2) 249.9 0.4 0

I 0 0 1(0.2) 226.3 0.4
R 0 0 1(0.2) 226.4 0.4
HREMEREETE 0 1(0.2) 249.8 0.4 0

=% 0 0 1(0.2) 226.3 0.4

Includes events with a start date between first dose and +30 days post last dose date or upon rollover into IM011075.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100%¥365.25* (total number of subjects with the AE)/total exposure time
for the selected AE under each treatment.

AFs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

MedDRA: 23.1. Includes data from IMO11046 and IMO011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to DEUC at Week 0, or switched from placebo
to DEUC at Week 16, or switched from apremilast to DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of placebo during Week 0-16 and subjects who
switched from DEUC or apremilast to placebo at Week 24 in IM011047.

Apremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose of apremilast during Week 0-52.
Source: M5.3.5.3-5 Glcobal ISS, Appendix Table S.5.11.2
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2.1.5 BB RIS ITERRERA FEER OB

ARIETIL, AESI & L CORYYE, /@B, BmIEEE, MACE MOV ZERE, SIB Z5t# L
7=. 4 AESI DFEFEIX. 1132 HICEH L,

2.1.5.1 JRRGE
21511 RYYE (SOC NRYWER X OFAEHRSE] )

Controlled Safety Pool

BE5 0E~1618

Controlled Safety Pool T#¢5- 0~ 162\ N0 DEE T 1%L EOWERFIZFRD ST EHPE (SOC
NRYWER L OFARIE] . A 21511 HIZBWTLLEFEEE) % Table 2.1.5.1-1 12737,

JBYEDRBLENGIX, T2 —27 IV F=TRE (29.1%) TTZ7EREE 21.5%) KOT 7L I TR
RNEE (22.0%) XV Ed o7z, b L ALNEYEIL EHIAR TH 0 | BEEIS & GEM T
FRECTHoTZ (Ta—2 I F =T :9.0%, 77 vREE:86%. 7717 A M : 8.8%) .
RKNTEL AN FREREORBEEGX, Ta2a—27 73V F =78 (55%) TT 7 REE
(4.1%) K77V I T A ME (40%) LY b@Emnrol, oM, WTFNHOEGEET 1%L Lo
WBRF RO ONTZBIHEDHEEHLED I L, T a— I INVF=TRHTT T BRBELOT 713
TAMELVBBREEDNEN S TCHEFRERIT, BOK, NPEAVASZROMHER Th o7z, SRR
BOONT-WREDEZITZT LI T A ME 24%) TTFI7EBARHE (1.2%) KT 2—27 T30 F
=78 (08%) LV bHEhodz, BRE LT, BYYEOHEFROEREIXIT E A EMPRE X TH
FETHY, MEOEIEODHEFRORERBNGIIREHFCRBE TH-o72 (T2a—27 7V F
=T 0.6%. 7T BREE:05%, 77 L7 A ME:05%)  (M5.3.5.3-5 Global ISS, Appendix
Table S.5.7.1) .

728, Logical Group [IZ/0H L7 A EFG L LT I EXGERBY] ZMET LIRS 2112 HITR LT,
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Table 2.1.5.1-1: WO EFET 1%L, EOHBREIZRD b N2 BYWE DA EESL (Controlled Safety Pool, #5038 ~1638,
As treated ££H])

System Organ Class BMS-986165 6 mg QD Placebo Apremilast
Preferred Term [n (%) m] N = 842 N = 419 N = 422

RBIYER L OGEEHRIE 245(29.7) 322 90 (21.5) 111 93(22.0) 112
_HREES 76(9.0) 88 36(8.6) 40 37(8.8) 39
HRoERG 46(5.5) 50 17(4.1) 18 17(4.0) 17
FAR 14(1.7) 15 0 0
A~ A 11(1.3) 12 1(0.2) 1 1(0.2) 1
NEBAZS 10(1.2) 10 0 2(0.5) 2
7 A J)VAME FROEEG 10(1.2) 10 5(1.2) 5 2(0.5) 2
BRI S 9(1.1) 10 2(0.5) 2 6(1.4) 6
R 8(1.0) 9 4(1.0) 4 3(0.7) 3
B8 7(0.8) 8 5(1.2) 6 10(2.4) 11

Includes events with a start date between first dose and the Week 16 visit date.
n = number of subjects; m = number of events

MedDRA: 23.1; Includes data from IM011046 and IM011047.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.3.1
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B 5 0~ 16 BIZFRD ST BE /RRYYIE % Table2.1.5.1-2 12789, BEEQEYYEDRBEIAIX, T
2= INRVF =T, TTERE, T VLI TAMETEREN 0.6%., 0.5%. 0.5%, IR
(100 NEHT=D) 1X2.0, 1.6, 1.6 TH Y (M5.3.5.3-5 Global ISS, Appendix Table S.5.8.1.1) . W\ T4
DOEEHIRLS . GBI CRBRE CH 72, EERBIYEIINTHLOELSY 1 fIOLDOHBTHY |
WS —IRAYZAEE SUL D A L ARG T, FRERY R RSP AALE L L SRR IR RIE LT,

HERBIYED I L, T2a— 7 INUF=TRICRD b 1 FIBSUIAE Z £ 5 DR L VBT
L7z (RHEBRE OFEMI 2.1 2 HBIR) . EEREYIED 5 bGP IRICEsT-F5L, 77 AR
KOT 7V I T A MNECROONTZERERDE 1 flOATHY, Ta2a—27 TNV F=THTITRD
bivignote, EEE L IR MEOREERY:, #E%3E B REGYEITFES bignoT,

7ok, W BUGNENT CIE, T2 — 27 IV F =T DOgEEE (AUC OfEFEIE CTh 5 Cavgss) 1X
HERRYYENGRD DR L RO LR o T HEBRE CTREE CTH Y | RE | %th@
MR SN2 o7 [M2.7.2, 3.6221E] ,

Table 2.1.5.1-2: EHERRIYE (Controlled Safety Pool, #5- 0 ~161, As treated ££H])

System Organ Class BMS-986165 6 mg QD Placebo Apremilast
Preferred Term [n (%) m] N = 842 N = 419 N = 422

E@yﬁkiwﬂr -6) S 2 (0.5) 2
l_‘é}{ 1

B R

e

L P ERGE MR IE
OB

EERA

DR

Includes events with a start date between first dose and the Week 16 visit date.
n = number of subjects; m = number of events

MedDRA: 23.1

Includes data from IM011046 and IMO011047.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.8.1
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=
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BehE 0 l~16 IO b5 F IEICE - 72 8YYE % Table 2.1.5.1-3 IZ7R7,

B HFIEICE S T2 BYHEORBEIRIL, Ta—2 I\ F=TJf, 778REE, 77LITA M
TZNZERN 02%. 0.5%. 02%., FEHEE (100 NMEHTZY) X, 0.8, 1.6, 08 TH Y (M53.53-5
Global ISS, Appendix Table S.5.10.1) | & EGEEF CRIRE CTH o7z, HEHILICE S TZEGMEIX, W
TG 1 BIOBDERTH -T2, T a—7 INVF2THETRD LN EEH ILICE - 72 BYYEIT
FBEARKLOIHROL 1HIT, WTFNbHIFEE TH ST,
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Table 2.1.5.1-3: BEFIEIZE S 2 RYSE (Controlled Safety Pool, #5 03@~1638, As
treated ££ )
System Organ Class BMS-986165 6 mg QD Placebo Apremilast
Preferred Term [n (%) m] N = 842 N = 419 N = 422
REER L 0% ERE 2(0.2) 2 2(0.5) 2 1(0.2) T
FalRk 1(0.1) 1 0 0
fifige 1(0.1) 1 0 0
BT 0 1(0.2) 1 1(0.2) 1
i 04 0 1(0.2) 1 0

Includes events with a start date between first dose and the Week 16 visit date.
n = number of subjects; m = number of events

MedDRA: 23.1; Includes data from IM011046 and IM011047.

Source: M5.3.5.3-5 Glabal ISS, Appendix Table S.5.10

BE 0E~248

B 50 i ~24 HOREGYE DB (100 NEDHTZY) (X, T2—27 I\ F=TFT 1106, 77
2T A MET 844 TH o7z (M5.3.5.3-5 Global ISS, Appendix Table S.5.4.2) , X< B ON7-EYLEIT,
FHEER (Fa2a—2 IRV F =R 329, 77L& ME 280, LUFRENE) MO E&5E K
(17.5, 143) ThH-oT-,

S 7R EYE S O - R o T2 JEYE OSBRI < (FEFE 72 EYME 1.7, &5HILICE
STEYIE £ 0.7, 0.6) . WTHMOHELL 1 FlORITED Sz (M5.3.5.3-5 Global ISS, Appendix
Table S.5.9.1 2 X Table S.5.11.1)

5.0 #~24 W TORYSEDOFBFE (100 NMFEHTZ0) X, #5 0H~16 1 (116.0, 84.8) &I[Ffz

EThHY, BYYEOTEHIZFEETH -7 ( [M5.3.5.3-5 Global ISS, Appendix Table S.5.4.1 % TN Table

S.5.42] ) . EEREYIER OG- IEICE - 72 EYYE O R BRI ONCHEE &5 0 #H~16
(M5.3.5.3-5 Global ISS, Appendix Table S.5.8.1.1 }2Tf Table S.5.10.1) &Rk TH -7z,

F7o, BH 0 #~24 HORE 5ER TRO LT EIMEDRBE (100 NFEHTZV) 1TT 2—7
TNRUF =TT T LI T A METENTN 1103 KO 844 T, 1RERIRZY) 0 B2 - 9iBrE %
@72 As treated EHIORR L FFRE TH Y | FHEUEFM b FEL TH > 72 (M5.3.5.3-5 Global ISS,
Appendix Table S.5.3.13.1) . [FEEIC, MR EGHEMADT 22— 27 TRV F =T RHETROONT-EE
JEIME DB (100 MEHTZD) 13 1.9 THY | 1EBEEZ U B2 IRE 23072 As treated £
DT 2—0 TN F=THORBELFEETh -7z (M53.5.3-5 Global ISS, Appendix Table
$.59.34) . BHEHILICESTLBYYE S . M GHEMOT 2 — 27 30 F =T RO R L IR %
0 B2 - 9rE 25 D7 As treated 2FEH DT 22— 7 IRV F =T HOEERIZFELETH - 72
(M5.3.5.3-5 Global ISS, Appendix Table S.5.11.4) .
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5 0E~52H
Controlled Safety Pool T 5 0 i ~52 I TV DHET 1% DHERFENZFRBO O I JEYUE DA FH S

%% Table 2.1.5.1-4 [T,

Bh 0 l~52 HOBYYEDRIE (100 NEHT=ZD) 1. Ta2a—27 TR F =TT 954, 771
T AT 770 ThoTo, MEORBIMEDRUHEEGIET 22— INXF=THET LI T AR
HECRIEE CTH-7= ( [M5.3.5.3-5Global ISS, Appendix Table S.5.7.3] ) .

HEREIEDOFRBLER (100 NMEHTZY) 1 ET 22— TN F =TT 17, 77 LI T AN 1.8
ThHV, [FRETH -7~ (M5.3.5.3-5 Global ISS, Appendix Table S.5.9.2) ., 2 BiILL EIZFE® S /-HE
BREYYEX, 72— 27 IV F=THOMK GHl 03) &XOCOVID-19 241, 02) Thol,
BHHRILCE S LEYYEDORBE (100 NFEHTZD) 1ZT 2a— 27 TN F=THT 05, 77117
A NRET 04 THY, FRETH-7 (M5.3.5.3-5 Global ISS, Appendix Table S$.5.11.2) , F=—72 F
Ny F =T RET2HILL EIZRD BTG IR E - 72 E&YEIT COVID-19 241, 02) Thotz,

WTILORETH 5 0 H~52 W OBYIEDOFBLE (100 NMFEHTZV) 1%, &5 0H~24 31 (110.6,
84.4) XV bR o7z, BhH 0 H~52 WOBEBEZREIIE (1.7, 1.8) KO EHIEIZE - 2 EYYE
(0.5, 0.4) OFBLE (100 AMEDHT-V) (X, &5 0 H~24 8 (EERBYYE : 2.1, 1.7, &5k
IZE ST EYYE £ 0.7, 0.6) CRIBRETHH-T-,

T, B OBE~S2EOMEGR GHEM DT 22— 27 T30 F = TRETRO LN TZEGYE DR B (100
NEHTZD) 12945 T, IBHIEZ U0 B2 T-95RE 25 07 Astreated £ DT = — 7 TN F =7
BHOBELRBEETHY . BHEMEW LR TH -7 (M53.53-5 Global ISS, Appendix Table
S.53.13.2) ., MkREHREGEMDT 7L I T X FHEOBIUEDREE (100 AMEHTZD) 1% 562 Th-o
7o MR BEM DT 22— 27 TRV F =T RETRO LN BEREYYEDORBER (100 AMEHTD)
X 13 THY., 1BBREAZU DR 2 BB 2 & D72 As treated BEH DT 22— 7 T XU F = TRHEOFER
& [FIFEE TdH o 7= (M5.3.5.3-5 Global ISS, Appendix Table S.5.9.35) , #&G-HIEICE > 72 RYWES | fk
Wi GHEMOT 22— 27 TR F = TEEORER E IR 2 Y) 0 IR 2 729833 %5 7= As treated £ D
T a—0 IR TF =T REORERIZFEEETH - 7= (M5.3.5.3-5 Global ISS, Appendix Table S.5.11.5)

BRWIOT 2= IR0 F=2TREICEID | BYYEOREFEFS, BERBIYE IR FILICE -7
JEGYE DO FEBLER DN B F7- 2 AT RFEEOBEIYEDR RO b b LW S AT R SR o Tz,
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Table 2.1.5.1-4: WTFNDOBET 1%L EOBERE IZRD SN EYHEE (Controlled Safety Pool, #2501 ~5238, As treated ££H)
BMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422

System Organ Class IR/100 IR/100 IR/100
Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y

Subjects with any AE in Infections and Infestations SOC

BYYEFR JLOVEAE HE 0636 (46.6) 066.9 95.4 158(23.7) 211.9 74.6 138(32.7) 179.3 77.0
_HREES 229(16.8) 875.9 26.1 54 (8.1) 237.7 22.7 54 (12.8) 208.1 25.9
HRoERG 124(9.1) 924.0 13.4 33(5.0) 243.7 13.5 27(6.4) 218.3 12.4
NEEESE 41 (3.0) 968.0 4.2 4(0.6) 248.9 1.6 5(1.2) 224 .4 2.2
A JVAME FROERG 30(2.2) 972.1 3.1 6(0.9) 249.0 2.4 3(0.7) 225.7 1.3
PRI 29(2.1) 975.6 3.0 8(1.2) 247.5 3.2 4(0.9) 225.2 1.8
A~ LA 28(2.1) 972.5 2.9 2(0.3) 249.6 0.8 2(0.5) 225.5 0.9
SE R 27(2.0) 974.9 2.8 4(0.6) 249.1 1.6 5(1.2) 224.9 2.2
FalRk 27(2.0) 973.4 2.8 0 2(0.5) 225.9 0.9

%% 26(1.9) 975.0 2.7 5(0.8) 249.3 2.0 11(2.06) 222.1 5.0

RIS 24(1.8) 973.3 2.5 4(0.6) 248.8 1.6 6(1.4) 225.0 2.7
A 7N 21(1.5) 976.4 2.2 6(0.9) 248.1 2.4 4(0.9) 225.7 1.8
i 04 19(1.4) 978.7 1.9 7(1.1) 247.9 2.8 5(1.2) 225.1 2.2
Jtkss 15(1.1) 979.1 1.5 1(0.2) 249.6 0.4 0
7 A IVAMEERGSR 13(1.0) 980.4 1.3 2(0.3) 249.9 0.8 4(0.9) 225.5 1.8

Includes events with a start date between first dose and +30 days post last dose date or upon rollover into IM011075.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure time
for the selected AE under each treatment.

AFEs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

MedDRA: 23.1. Includes data from IMO11046 and IMO011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to DEUC at Week 0, or switched from placebo
to DEUC at Week 16, or switched from apremilast to DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of placebo during Week 0-16 and subjects who
switched from DEUC or apremilast to placebo at Week 24 in IM011047.

Apremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose of apremilast during Week 0-52.
Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.4.3
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21512 BRCHER L2 RYWE

AIE I, BHCEE LEEREYETH D, A v 7AW, SRS . B RBYYE M OSSR % 3048
T4, BHCER LI-BYYEDERIL, 11321 HEITR LT,

Controlled Safety Pool D¢ 5- 0 1 ~ 16 I S UM% 5- 0 3 ~52 BIZFR D DAV FFICIER LT YYE 2 21
Z L Table 2.1.5.1-5 J¢ Uf Table 2.1.5.1-6 (27”9, &5 0 H~24 WOKFIZIER L7 EYWEIX, M5.3.5.3-
5 Global ISS, Appendix Table S.6.2.4 |27k L7=, F 7z, Phase 3 Safety Pool DFFIZIEH L 72 EYYE %2
M5.3.5.3-5 Global ISS, Appendix Table S.6.2.6 {2797,

ftim & LT, Controlled Safety Pool & (X Phase 3 Safety Pool CT7 = — 727 I N\ F =T HEIZLD . A~
T oW WS, BN REGYE M OERZ O BB S B R AR S R o 7o, Ez,
BWIOT 2 — 27 IR F=TREICEY . 2RO ORICIER LI EYYE DR BN LA 26 mi%
RENIRIN Tz, FEMRRE 2 DL FIORT,

1) A7

Controlled Safety Pool D% 5- 0 ~16 T cSMQ A > 7V | IS THHERL, T2—70 T
/\y%:ﬁi (4/842 5, 0.5%) . 77 &AREE (3/419 Fl, 0.7%) . 77 LI T A M (0 #) T,
it 7 BIZER D BTz (MS5.3.5.3-5 Global ISS, Appendix Table S.6.1.2) ., W T LD FEHL L Infection

Adjudication Committee (Z &Y A > 7L 9 LfE &7y - 72 (M5.3.5.3-5 Global ISS, Appendix
Table S.6.17.1) ,

B 0 ~52 3D cSMQ [ » 7NV P ITHEET D HELIL, T a7 ?/\“‘/%:7“%‘?% 23 WJ
(1.7%) . 77V T A MFETRE 4 B (0.9%) (23D HiL, £ORIE (100 NMEHTZY) |
2= INVFEZTEETRI22, 77 VITAMETI18 &, ARE TH -7 (M5.3.5.3-5 Global ISS,
Appendix Table S.6.2.5) , ZNOHFELD I L, T2a—7 FNXTF=TFD 10 #] (0.7%) . 771
Z A RRED 3 f] (0.7%) 7% Infection Adjudication Committee (2 & ¥V A > 7 /L= 3 LHIE Sz,
Infection Adjudication Committee (2 K U HE S N/o A 7V P ORBE (100 NMEHTZD) 1T
2= FGRUF =TT 10, 77 I T A MET 1.3 Tho7- (M53.5.3-5 Global ISS, Appendix
Table S.6.17.1)

eSMQ (A 7N TS THHELDHI L, BELOEGFIEICE ST FRITRD L)
- 7= (M5.3.5.3-5 Global ISS, Appendix Table S.5.9.2 2 (X Table S.5.11.2) , 7 =2 —27 IV F=TRET
B EDOELD 1 HIZFRO Btz (M5.3.5.3-5 Global ISS, Appendix Table S.5.7.3) .

Phase 3 Safety Pool ® ¢SMQ A 7 /L= W] (TS T HHFROREFE (100 NEHTZV) 135 1.4
T&HY (M5.3.5.3-5 Global ISS, Appendix Table S.6.2.6) . Controlled Safety Pool D¢ 5- 0 3 ~52 # & bt
~TIKA > 7=, Phase 3 Safety Pool T ¢SMQ A > 7V | (23S T 2 FHLRIIH 71T 6 Bl

HiL, £D 55 2417 Infection Adjudication Committee (Z L V) A > 7 /b L L4 417z, Phase 3
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Safety Pool C Infection Adjudication Committee {Z & ¥ I S 4L/ A » 7= o FOFBLE (100 NFE&H
720) 1. 0.6 TH-7= (M5.3.5.3-5 Global ISS, Appendix Table S.6.17.2) .

2) AriiEs
Controlled Safety Pool & Uf Phase 3 Safety Pool T ¢SMQ ({2 | 1Z#%Y L7=F4L., 4T Infection
Adjudication Committee (Z K V) | #iKIEZ & HIE S 7z,

Controlled Safety Pool D5 0 #~16 #H D cSMQ [HiRIEZ | ORBIFE (100 NMFEHT=1) 1TKL
Fa—r I F =78 (0.8, 2842 f5]) & 7T vAREE (0.8, 1/419 ) CTRIFEETH-7, T 7L
I T A MRETIZ cSMQ THRIRIEZ | 1TFRD biLZe o Tz,

BehH 0 B~52 D cSMQ [HRJEE ] OFRELE (100 NMESHTZD) 1T, Ta— T IRV F=THT
0.9 (9/1364 %) ToH-o7z, 77 LI T A MET SMQ [HIRIEZ | ITFEOD LN T,

Phase 3 Safety Pool IZ45V T, ¢SMQ [RikyEZ]) 13 16 FlICFRD Hiv, FHHL=ER (100 NMEHTZD) |

0.7 TdH->7= (M5.3.5.3-5 Global ISS, Appendix Table S.6.6.3) ., c¢SMQ [#AIRE | DRIRITHSG 0
HE~16 WL OFE 0 ~52 B & L CRRBETHY . REOT 2—7 I F =751

cSMQ [fRIEIZ | OFBIEN EF T HEMITRO b ennoT-,

Phase 3 Safety Pool C ¢cSMQ [HikiEZ | BB Lz 16 HlD 5 B, AKED 1 B Z R\ 15 FlOH:
RIIE 2 R U TR O — & % Table 2.1.5.1-7 1T T, 1 BICEEOEIREZENEZBD bz, Wi
NOFEREFEEIERIREZ TIER <, BERE IR GHIEICE A FRERITITZY Lo T,

B, BTG T, Ta—0 IRV F =T ORERE (AUCO)&*’%FT%%& Cavgss) |77
WIZ DNRBO LT IR & B DL o T BRE CRIRE TH D . R I L7 Hhi
ENnenotz [M2.7.2, 3.6221H] .

3)  H ARSI L Ui E%
HENII2G D SMQ HFRLEYYE | 1X. Controlled Safety Pool DWW LD H-RE LT Phase 3
Safety Pool THFH LALLM T2,

Controlled Safety Pool D5 03 ~52 M T7 7L 2T & D 1 I cSMQ B I FEYYE] & LT
T T ANVAT 4 AEGED 1 RO H iz (MS5.3.5.3-5 Global ISS, Appendix Table S.6.2.5) , MZIC
£V IgE EHABFED OGN, BETIEHRS, BEREEITRET, BEFILIZITEL RPN T,
Infection Adjudication Committee 75 L &= — U725 5%, B F0 RLUEGE & HIE Sz o Tz,

Phase 3 Safety Pool (075 #%) T cSMQ lHFIREGUE] & LTHA M AT T A )V ZREGL)N 15T

B B ALz (M5.3.53-5 Global ISS, Appendix Table S.6.2.6) ., A = 42X Infection Adjudication

Committee (ZFEH S 41, BEOERIZ Lo 723, SEEWEEIZBITA2Y A M AT v AL
—WIBDIERITH D LB Z Bz,
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BMS-986165 Deucravacitinib

cSMQ [#E#%] 122V TliX, Phase 3 Safety Pool TIEHMRFERED 3 BNZERD BTz, WL OBERE &5
BBk G2 L, FEOHA RT A4 it TREZOPBIRIFEZBE LZ, 3 Blapiniiize
M L7223, 240D OFBRE ITTHREIMERS B OMRITRD ben oo, S 612, IEEMEREZ (PT :
JfiAEEZ) 25 1 BNTEE STz, AEERE TR RIT L T\ D e &7 OHERE Th o7,

FA b AT v YAV AEGe S OCNFEMEREEE DA 1 B OFEM &2 LU IR T,

e IMO011046-0032-00644 (HA b A H 1A )L AJEYY)

67 kA NLotE, DHFRBE LT, WmAMEERE, N7 474, ZREEEERS Y, PEEEE L
THREMGE G GREIBBLGER FEME) | HE L O o LSRN H - 72, FictEo TH (Day
24) | FEL (Day26) KONFHEREEMREREDRO LI, B XTI RKORTE RN T I/ 722k
HiRR % T (WBREIXI IR S DOHESLENS Day 57 IZ[EE L7-) . Day 50, IgG LN IgM Hik
FRAEGIEIZ L O YA N AT a7 A )V AEGNHEE STz, RERITPFFEEDOHELEDOY A A
ﬁm74wxmm(#§%)fﬁb BEHILIZIEE S 2oz, Ta—07 IRV F =T DK
513 Day 37~Day 69 £ CTHIkrS /-, WRBRYEMICED . YA S AT U A /L ZRGLTTER
ML BEE A L & S i,
e IMO011046-0077-00396 (fififEE%)

BEOEAANT T ABME, 046 B TT 7L I T X Ma 52 &G i, BEEd 5 BEEREIL 7
Moz, 075 WBRD Day 380, JHBREMGHHE THE SN TWD IGRA RERETH-T-, TD
HOM CT A% x> (Day 396) (2 THM LI E —HT2RIEENRD b, #HERE X

FERZOIERIZE L TR o1, IEIMEREOERIZ IV T 2—7 IRV F =T D5 %%
LU, ZH0FREE (Vo777 Ty, mZ T b=, RO V=TV R) BNEiSNT,

F—2 Ty AT B TAREGIIEPE LT, RBRIY EMIC & AEL TP TIER
3L BEE Y U &l <7
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.5.1-5: BRZiEE U7ZRYYE (Controlled Safety Pool, 5 0 ~1618, As treated ££1])
BMS-986165 6 mg QD Placebo Apremilast
N = 842 N = 419 N = 422

System Organ Class IR/100 IR/100 IR/100

Preferred Term n(%) P-Y P-Y n(%) P-Y P-Y n(%) P-Y P-Y
TOTAL SUBJECTS WITH AN EVENT 469 (55.7) 153.4 305.7 208(49.6) 79.0 263.2 243 (57.6) 71.2 341.3
BYYER L OVEAE HE 245(29.1) 211.2 116.0 90 (21.5) 107.6 83.7 93(22.0) 109.7 84.8

2= 4(0.5) 251.5 1.6 3(0.7) 122.2 2.5 0

TR 2(0.2) 252.0 0.8 1(0.2) 123.0 0.8 0

T T ABNVART A 0 0 1(0.2) 125.3 0.8

Includes events with a start date between first dose and the Week 16 visit date.

n = number of subjects; P-Y = person-years of exposure based on time to first onset.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE)/total exposure time
for the selected AE under each treatment.

AEs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

MedDRA: 23.1. Includes data from IMO11046 and IM011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.5.4.1 and Table S.6.1.2
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2.7.4 BERWZ2 = ME O3 PsO

BMS-986165 Deucravacitinib
Table 2.1.5.1-6: RRIZTEE L72BRYYE (Controlled Safety Pool, #t5- 0 ~52 3, As treated 4£Ff)
RVMS-986165 6 mg QD Placebo Apremilast
N = 1364 N = 666 N = 422

IR/100 IR/100 IR/100
Preferred Term n(%) P-Y pP-Y n(%) P-Y pP-Y n(%) P-Y pP-Y
TOTAL SUBJECTS WITH AN EVENT 32(2.3) 972.8 3.3 7T(1.1) 248.1 2.8 5(1.2) 225.4 2.2
A TN 21(1.5) 976.4 2.2 6(0.9) 248.1 2.4 4(0.9) 225.7 1.8
RIS 8(0.6) 984.0 0.8 1(0.2) 250.0 0.4 0
AL LT L AR A L AR 1(0.1) 986.4 0.1 0 0
BIELL 7 L AR A L AR 1(0.1) 986.4 0.1 0 0
IEES S 1(0.1) 986.4 0.1 0 0
TTARNAT 4 ARG 0 0 1(0.2) 226.2 0.4

Includes events with a start date between first dose and +30 days post last dose date or upon rollover into IM011075.

Abbreviations: n = number of subjects; P-Y = person-years of exposure based on time to first onset.

AEs are sorted in descending order for percentage in the BMS-986165 treatment group and then alphabetically.

Incidence rate per 100 person-years of exposure (IR/100 P-Y): 100*365.25* (total number of subjects with the AE) /total exposure time
for the selected AE under each treatment.

MedDRA: 23.1. Includes data from IMO11046 and IMO011047.

Note: Exposure in p-y is presented in the table only for those PTs where there is at least one event.

Note: DEUC Exposure Period (Treatment Duration Week 0-52):

DEUC: Includes subjects treated with DEUC at any time. This includes subjects randomized to DEUC at Week 0, or switched from placebo
to DEUC at Week 16, or switched from apremilast to DEUC at Week 24.

Placebo: Includes subjects randomized to placebo at Week 0 who received at least 1 dose of placebo during Week 0-16 and subjects who
switched from DEUC or apremilast to placebo at Week 24 in IM011047.

Apremilast: Includes subjects randomized to apremilast at Week 0 and received at least 1 dose of apremilast during Week 0-52.
Source: M5.3.5.3-5 Glcbal ISS, Appendix Table S.6.2.5
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2.7.4 BERWZ2 = ME O3

BMS-986165

PsO
Deucravacitinib

Table 2.1.5.1-7:

HRIES & F8BL L 72 #%8%E (Phase 3 Safety Pool)

Received Action Taken
PID Age/Sex/ Treatment Preferred Term Study Day  Severity/ Antivirals with Study
Race Sequence of Event SAE (yes/no) for Event? T
reatment
(Yes/No)
IMO011046-0020-00362 agwyw  DEUC (W0-52); inikytiis 329 Moderate/ No ~ Yes Drug interrupted
(IM011075-0008-00264)* DEUC (075) (2 events, one in each study) (31) Mild/ No Yes Drug Interrupted
IM011046-0202-00803 27/F/'W  DEUC (W0-52)  #%iRHis 94 Moderate/ No  Yes None
) ) Placebo (W0-16); 41, 5 .
IMO011046-0070-00322 2IM/A- prue (W16-52) RIS 340 Mild/ No Yes None
IM011046-0165-00456 44/M/A  DEUC (W0-52)  #RiRiE2 347 Moderate/ No ~ Yes Drug interrupted
b Placebo (W0-16); 41, 5 .
IMO011046-0194-00896 36/M/A DEUC (W16-52) HARSE 2 318 Moderate/ No  Yes Drug interrupted
IM011047-0064-00065 67/M/W  DEUC (W0-52)  #niRis 222 Mild/ No Yes Drug interrupted
IM011047-0086-00186° 58/F/'W  DEUC (W0-52) Rz 88 Moderate/ No ~ Yes Drug interrupted
IM011047-0202-00894 56/F/W  DEUC (W0-52)  [R#FIIEZ 154 Moderate/ No  Yes Drug interrupted
Placebo (W0-16); #HikifE 102; Moderate/ No ~ Yes Drug interrupted
IM011047-0253-01540 S5/F/IW ’
DEUC (W16-52) (2 events) 156 Severe/ No Yes Drug interrupted
IMO11075.0095-00409 Placebo (W0-16) Mod No/ Yes Drug interrupted
- - s oderate/No
(IM011046-0133-00497) 3$/M/A - DEUC (W16-52) - Hrikfaiz (216) Related
DEUC (075 LTE)
Apremilast (WO0-
IMO11075-0193-00306 24) R
(IMO11047-0048-00510) 39/F/W DEUC (W 24-52) HoRSE 2 €2)) Moderate/ No  Yes None
DEUC (075 LTE)
Apremilast (WO0-
) } 24
IM011075-0236-00914 46/M/W ) HARSE 2 (34) Moderate/ No  Yes None

(IM011047-0248-01013)

Placebo (W24-52)
DEUC (075 LTE)
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2.7.4 g IR ) 22 M DR PsO
BMS-986165 Deucravacitinib
Received
. . . Action Taken
PID Age/Sex/ Treatment Preferred Term Study Day  Severity/ Antivirals with Study
Race Sequence of Event SAE (yes/no) for Event? T
reatment
(Yes/No)
Apremilast (WO0-
IMO01107