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1. 1 XLWIT ,

ERLOEIE: - ZLMOBROLDIT, TTESIIESOEEERERARDOhD, &
BIZ, EFORFEIROEC L0, FAERSREOETNCEHRIEET2H T 2 ERLIVEE
ENBPT, ZhoDEERERILVE L T3 BEITHINTIEMT 5 2 L NEROBEL o T
D, BRMEEE LREOESSEH 2016 (FAL284E6 A 2 AMERE) IKWTh, EHWEE
EEDERADRBEIHEELRHD 2 L L ENTVS,

PR EREF LA A ERANE. BBEERRESN T v 7 7 A MBBEEOERM & A SR
LZERDHDB, Z0id, AEMERUZSEICET 2588+ 0ERIN ETOM, YHEER
OEEZBZTA T L BRSNS BHICH LTERTS L & bic, BWERSRER LB SE
RAIGE & D I L AR —EOB A ESE AT Z EAEETH B,

L7ci3o T, RAA FT 4 Tid, BEREERSINLETIZE LR TV B ESFSCEY - Bl R
(CEOE T OERGOSEREREHEET 2880 b ERE St X T RUEERY T,

TR AT A BIA AL BNATEIEA B ERARA SIS, QIS EIEA AARERIES,
—IAFEA RET VAR —2R, —AEHTEA BANRT LA —22 ARHREA RANE
PRV B REFREERESOBAOL L fER L,

HRERDERS : VoV a v 78 75mg, Vo Ua v 78 15mg, Vo4 v 7§30 mg
(R4 1 DRE L F =T IKF)

HELROPBIIPE « BETEARCTHRA+72T ' — i g5k

HELRDPERVAR BE, AKX L F =L LT 5mg % 1 B 1 BEO#EET 5,
. BEORBEIIS U T30mg % 1 A 1 BERET A2 ENRTES,
BHE, 12 - ofE 0 kg ULEO/NEIZIZT ARSFF =T L LT
15mg % 1 B 1 ERAZET 3,

MERRT % EF: Ty 18R8H




2. FFIOWE, TR

Vo y 78E75mg, FEE 15 mg RUFBE30 mg (b : v/3F F=77Kfn, LT 4
&) 13, KE AbbVie HAMIRIL e v X A% —¥ (LLTF [JAK)) FBEETHY, VI HVRER
ERETEMACET (BUF [STATI) U VEMEOREZA L TREMETA M4 OV FNGEZ
45, '

7 h R 8% (CLT TAD)) OREMFFITIZ LA, 13, IL22, 31, FIBRmEREY %R
FERTF. IFNsy ZO8EOYVA F oA BEAETAZ AL T2 (ActaDerm Venereol 2012;
92:24-8, AutoimmunRev2014;13:615-20, AEKESFE2017;13:821), AL, ZhbDHA ba
A v DI TFIMEEC ST S JAK-STAT 7R a4 RET 5 2 Lhb, AD ITHL T
PR AT LR N B,



3. BRERRLHK
BEAERE TR H207 AD ORI IFEE AT Fe X 2 BB O e =T,

ERCLFSINER (M16-047 38 | 274 RARIRGEHRE
[BEoEE]

A7 aA FARE (T ITCS)) FLL N v=a—) AEARE T TCl) ThaEFR
+43. XiZ AD iIZ0 3 2 2B RREOIRRERH D AD B (BEFIE 810 F] (EEE270F)) xiE
i, TCS BFRT COZ 7 R 2 AR OBMMR CE S ERFT 570, 77 ER%HRER
AMEZEERATHEHERBREAA, KE, 1 TF%E0 22 ORIHIE TEES

AZRBI 28 (CEER : #5168 T, REGEREN 15 16 B 260 BET) ML
. S, Y- BRI ZEERCEASE 15me. 30mg Xix7 7R e, MRS, —ES

BICARIDR S SN BET _ B L R LEROFR Y, —HERIICT T ERRiE &
NIAHEREIIAE 15mg L 30mg 2FNFh 1 A 1 E@EO#RET3 2L ERESNE, ~—27F
A VRO 7 BLALRINHRE 52 WETHREAERE | B2EATAZ L LEN, ~—RTA1
REL 0 TCS IREBItE L, FEDUGE LIsBAIThibd2 2 & L &hih, BE 4 BRIEIZERD
WEPFT e O RO IR SN, i, 8BS 52 BURKIEMOEETT AD (o0
DHFFREEIBITT S Z L NFHEE Sh., EORE, Y AREIEGERR L 252 & T, AD
WX D ESEREOBMOAERFIRRE LTRVIRS L & &hi,

#E 16 BRHOREENIC L 5 EREOSGHEA 27 (MGA-AD ZI7) 31 LA TFAw22 BLEE
D LIARBREOFIE (VIGA-AD (0, )RR . ROBEEREDTEN - EEE4 A 2 7{ L7z EASI 2
3T P8 TS%LN L LT ERE OBl (EASL7S R 35 co-primary endpoint & XFUi,

RRLIRDBAEIL 128U LD AD BE T, LITOEERTRICT L L Ehi,

(A GRR I HE)

»  Hanifin & Rajka > AD R2MREAEC 0% AD LB, 3 FLLERNTERE

» EASIR27 16 LAL, vIGA-AD 227 3 PAE, (RRERRICEHD S AD MEDEE 10%LLE,
BURAEALERT 7 BRI 5% DEREGHRA 7 — (NRS) A2 7 O 4LLE

»  TCSEHLL X TCL CERFTOXIT AD [THT LS FHEDRELE T 8D 6 ALN
DEEEN S B

> 12RELLE 18 R OB AR 40 kg BLEY

0 EZRESOTERMEASER VI Medim potency {FAOMRTIR bu sy SAREINRY) OTCS% 101 L., BBty
AL ITIBTWRLICEAYIT 3 HRHER LS, Lowpotency (BADMRTIEIF 4 7 A2 5 AREITHEY) O TCS ~519
#AT1IATET7 BRHEAL, ZOHTCS 252 & L Shiz, B R (5T, 3957, RIEREROMERD it Mediun
potency 0 TCS PEL TRV EEX LIVAEHT (FNESHEINIS) 1213 Mediumpotency 2 TCS b ¥ 12 Low potency ¢ TCS X1
TCIREAT B2 L& Sh, BEL- LRIk ke Shis,

D AT L O SO LTS, o ORI HES L SR, 5 4 EE~24 BET : 2 ROl S5

THT EASL-S0 JRERR, 05 24 HLS ¢ SRS EASIS0 RSk

¥ High potency 35 L. < 1T Very high potency (BFDHATIIRY —RA bR S 7 FA~R bud R b 7 XEEICHY) © TCS 3l
TOMD AD TR ASHFEEL VREAT A & & 3., 7 ARLEAVEIRES S LT b ISRy, 28 REoEs
FEshio,

12 5ELLEOD/NR AD ST AARIOREEE - AR, FEI0kg L EDBEEIC ISmg 2 1 B | BEORETHS (L 12T
tz) [s RExE L 2o HEE) 2R,
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A3 co-primary endpoint T BHE5- 16 WIS B VIGA-AD (0, EERER IR EASETS 325
IR 1DEBYITHY, 77 ERHE 15mg BERUT T EHREELE 30 mg B & OFTHEITIW
T, WTNOFHRER IZ YW THBEEFRICEERENRBD b, 7 Z R 5 1Smg 3k
TR 30 mg BEOEEEESHRES L,

#1 EE 16 WRFITIIT B VIGA-ADLQ, 1NEEREUNEASI7S AR (MT M S, NRICY)

FHREE 15 mg B 0 mg B TR
vIGA-AD (0, DigREH: 39.6 (119/300) 58.6 (1741297 10.9 (33/304)
T ERREL o [95%C] ¥ 28.5[22.1,349] 47.6[41.1,54.0]
Tl p & B - <0601 <0.001
EASL-75 38 64.6 (194/300) 77.1 (229/7297) 264 (80/304)
T EREE o [95%CT) ¥ 38.1 [30.8,45.4] 50.6[43.8,574]
Tl p A B <0001 <0.001

% (FED

a) UFORBIERE L/ LA S e 723, BENamiaEY.) LA o —k Shir, .
- $E LIS ORI T b AR H— LR SN T RS, MESRBEE Tl L AR F— Lo,
» COVID-19 (ZBBE L 72 E, FEisekt- Ay vTiliseT 5,

b) N—R T D VIGA-AD A7 (3 ik 4) RUEEES (18 BURIRUY 18 ML) %8 & Lz Cochran-Mantel Haenszel #
= .

©) HEAMEHR 5%, (ERREOZEMORERCREEE LT, 778 lEE 30 mg BOTREFRE 2B 5 T TR
ICHERENBL NIRRT, 7OEAEEE 15 mg REOREEMEE I8 5 e ThiL o 3l & Sivk,

(Z24t)

516 ETORERSIT, 15 mg#E66.7% (200300 61, 30 mg FE724% (1529741, 75
EARE62.7% (190303 B) ([ZFBH LN, ERBRIIR2DLE D Thots

FELHERD bhigdsoiz,

BERLHEERIT, 15mgBE23% (7300 81), 30mg B 13% @297 B, 7 EFBE3.0% (9303
B} [TRROLI, ZD5H 1SmgBE4 I FRERIEE, SR, EBERE, MkE1H), 7R

141 (7 FYSREMERINAE) 1oV TiIRRRIRE DERBIRITE EhRd o7,

PUICE TR FERIL, 15mg B 1.3% @300 ), 30mg B 1.3% (@207 ). 77 ERFE23%

(7303 B) 1ZFBD B,

BERIVL. 15mgB#373% (112/300 B1), 30mg #43.4% (129297 ) . 7"7 & EE21.8% (66/303
£ iR b,

#2 WThOETINLERS SRR (R 16 B2, ReMAHTEHRER)

5mgf | 30mgH#E | FFERH BmgHE | 30mg® | 7538

i Good | corin | Gosgw Wi (Goof) | CorB) | GoagD
RS 37{123) 40(13.5) ¥ | AvFrTF 1137 7(24) 2007
iR 30(10.0) 41(13.8) 6(2.0) AR 167D 3(L.0) 1(03)
R 21(7.0) 23(7.7) 2073 | 7 PRk 1137 2(0.7) 20(66)
T 15 (5.0) 14 (47 1550 | plE~etn 1033.3) 23(1.7) 5(L.7)
P2 L7 Tk AR —EHN 13 4.3) 18(6.1) 7(23) E 327 HEn - | 3(10)
U3FET 13 (43) 11(3.7) 4(1.3) DS 6(2.0) 9(3.0) 3(1.0)
FHl 11(3.7) 12 (4.0} 7(23) R 5(1.7) 137 6(2.0)
g ) ‘




RACHERE DS 52 B E TOFEFERIL, 15 mg 5FP804% (356/443 ). 30 mg F 459
86.0% (375/436 B TR i, EARTRIIRI OLBY Thots,

FELTERSD b o7,

ERZAEFRIE 15mgREF56% (25443 1) 30mg B545162% (27/436 ) (5B o,
ZD5%H 15mg TEF) 10 5] GEEFEE, BmiE+ THIBRE, RER, SV ERTE, EFERIES
R, RS, B, Mgk, BRAR, FkE 160, 30mg BEFTH GRR
52 B, HILEMAERRIEE, BIWEEE, B~ X, BEESRINES, ~F 7o e v mids
L) T oW TiHRRRIE L DEEBRIIEE SN2 o7,

FIIZBE S RAEERIL, 15 mg 50 4.1% (18/443 F), 30 mg #5F13.7% (16/436 F1) 1258
Do, :

EERIL, 15mg 3E5P1467% (207/443 ). 30 mg 350 54.8% (239/436 #il) 1ZERD BITE,

#3 WIhhORRT I RS b ERR (05 5238% T, TEMATHRER

15mg 356 | 30mg &M 15mg 54 | 30mgiEH

HRA (43 ) (36 67 Tk @43 ) (365D
J-nEpEss 76 (17.2) 73(167) BrARE 18{4.1) 28 (64}
5 62 (14.0) 81(18.6) LT 17(3.8) S(LD
T b AR 47 (10.6) 2967 T 1503.4) 19 (4.4
e 45 (10.2) 45(10.3) Bil» 15(3.4) 17(39)
M7 L7 5ok Rk —EHIn 37(84) 49(11.2) A Az 15 (3.4) 11(25)
e 29(6.5) 28 (6.4) A wF AL RS 12327 16(3.7)
N 23(52) 26 (6.0) ik 122.7 13(3.0)
T 23(52) 24(5.5) FReBR 11(25) 21 (4.8)
DR~ AR 20 (4.5) 35(83) EREEhN 9(20) 14(32)
By 19(43) 21(4.8) SEER 8 {1.8) 13(3.0)
Fah 1933) 18(4.1) T 0

EBULFE I ERARY (M16-045 BA8Y) : BEfhi 68k
[FEofE]

TCS L <1 TCL TEIRAT5r. AD Iixti 225 FREOERENRH S, Xideh: FomEhs
P DANTRREAHEB S RV AD B (BEERB 810 6 (BBE270 F1)) %%, 7T ERIRH-
BAFNOERNER VRS E R 2700, 77 Bl R A L B S TR R SR A
A, HE, HFYEO 4 OEXIMISECERSRE,

AL 2H CEERY 15 16 BE T, MG 85 16 HEFE 260 8FET) AR
&h, B - BRI, ZEERYICIEAA 15mg, 30mg Xt T vR%y, MEREHcly. —8S
BT AR BRE SNTEREIIEERE LR LREOARE, “EERIICT R8s &
NI RERE AR 15mg T 30mg 2FNEN 1 A 1 ERRRESTHZ L LRESNT, N—RTF
A VBEO 7 ALLERDOHE 16 BE TRENAES 1| B2 AT 28 & Eh, #5480
IIEROBES TSR AN IR RFOIFE SN, £, 85 16 BEIBIEOHETC AD
T DB EIEMY S Z LFREL Sh, EOEA, LISV EREIRERRL IS

8 5RO Fl-St,

9 EART L D EEERSNE L S S, AOROBHESINES L SN, B 4 BUE~24 W T 2 EOME 2R
BT EASLS0 IRk, 14 24 B « SEERAT BASESD SEERE

N SHBERE L Y BitET A T & & S, 7 AUUSTRREEE T L T LR AAEAICIE. SaERRo=ERER ANk,

6



T\ AD TR AR REOBINOLEBFaRE LTRVIES 2k & &,
KB ERDBEL, 12D AD BE T, UTOEELRE-TIL &It

(F7R5RREEHE) |

»  Hanifin & Rajka D AD 2HIEMEICE-D& AD L2, 3 FLLERNCSRAE

> EASI A7 16 b, VIGA-AD 217 3 BLk, HREMICA®HS AD FECEE 10%ELE,
ROMBEAALERT 7 BRJICIIT 2% HBFENRS A2 7 OYESE4 DAL

> TCS E LI TCI CHRFT-4XIL AD IZH 2255 EDBRESB T 50 6 A ALUA
DRGEFEH D, XiiTett EOBRSEHbIARRESER S

> 12FRELE 1S RIS AR E 40 kg LLED

[#5R]
Bz
FhED co-primary endpoint “Cdh BHE 16 RFIZEIT S vIGA-AD (0, 1)EER SRR (X EASET5 3Rk
IR 4 OLBYTHY, 7T EREEL 15 mg RO FEREEE 30 mg & OFHEITB W
Ty WTNOFHEERR 122 THREEAICAERRENBO b, 77 2R T3 15mg R
TR30 mg BFOERIESHREES L,

4 5 16 WERICIS T B vIGA-AD (0, SR RUEASETS RS (ITT M 4ERA, NRI-CY)

FHRE 15mg B 0mg i TR
vIGA-AD {0, RSB 48.1 (1357281) 62.0(177/285) 8.4 (24/281)
TR E 0= [95%C0] Y 39.8[33.2,464] 53.6[472,600]
Fillp Y <0.001 <0001
EASI-75 SERGH 69.6 (196/281) 7.7 (227/285) 16.3 (467281)
FEERFL0E Oswe] P 533[464,602] 634[57.1,69.8]
Hllp ™ <000 <0.001

% (B0

a) BToOFBERE L, L AR-Z—Hiri i, SORERIHSLEH Y/ AR A —E &,
HE LR AOREVThS VAR A — EHE W T RE, BUSRER TV AR A — LT,
» COVID-19 ZBR L= iy, SEMeEE v TiseT 5,

b) ~—R T A RFDVIGA-AD AT (3 it 4) HUSEER (18RRI 18 #LLE) £B3IETL Lz Cochran-Mantel-Hacnszel
WiE, .

©) EEAEH 5%, (RENEOCSHEEOIEE . LT, 75RBEE 30me HOMHRER ITBiF 5 Tl oStz
BELRZNEDOISESIC, 7R Y 15 mg BOFRHEER 28T A RTINS & 2hi,

(T2t

#BE5. 16 COREERIT, 15 mg B 62.6% (176281 ). 30 mg B 73.3% (2091285 ), 75
EARFES9.1% (1662281 ) 15RO BAL, ERBRIIRS O LBV Thots,

FETIIRRD b7,

EEPAESERY, 1SmgBE2.1% (6281 F), 30mg B 2.8% (8285 ), 7T+ 2.8% (81281
) WD b, ZO3L ISmgFE2) (G, IRMEE 15D, 30 mgBE 15 (FEERE) . 75
ERFE2H (TN ERE, SHHRBMEREAE | F) oW TIRERIEL OREBRIIE
EEhieh oz,

912 5o/ NR AD BAEITHT HAROAGERE - AL, AR 0kg MEoBFIT 15mg & 1 B IEEDRSTHS (1L 130
12y 15, Bl BB B,



HUEIZE - BERRIT, Smg B 1.4% @281 61, 30mg E£3.9% (11285 §) . 75 EREE43%
(12281 ) |ZFBH BT,

BVERE, 15mgB£30.6% (867281 B), 30mgRE43.2% (1231285 8), 7S &RBE 19.6% (551281
) IR R, '

#5 W TMAOET 0% RS S A RS (55 168X T, RetAuTRER)

15mg # omegH | T EAREH 15mg¥ | 0mgl | TRy

il GeLED | Gss) | Gsié) fstal osti) | esskh) | osigy
T EoE 25(89) 38(13.3) 2000 | 7He—ENE 9(32) 4(14) 26(9.3)
_kmER 22(1.8) 33(11.6) 16670 | A 8(2.8) 10(3.5) 7(2.5)
B 15(6.3) 49(17.2) 6(2.1) PRE~AER 5(1.8) 14(49) 3L
M V7 Fr-mAFRR—EMm| 16657 16{5.6) 7(2.5) {EEN 5(1.8) 9(3.2) ]
[ 14(5.0) 19467 12d3) | ek 30D 13 (4.6) 1(04)
il 10(3.6) 10{3.5) 2007 EERE 2007 7(2.5) 9(32)

iz @

RHEHERE ORT 52 RFE TOREBRIT, 15 mg BE5HP75.8% (304/401 #), 30 mg FE545 9
843% (344/408 F) \TRRH BN, ERFHRIIR6 D LBV ThoTe,

FELIE 30 mg 15450 02% (1/408 41, LHHEZE) 2R B, MBI oRRIRITES
i, .

EECEEFST, 15mg R5H165% (26401 Fl) . 30mg B54I8.3% (34/408 ) 23R BA,
D35 15mg REH 124 (BF, BIER, avF o/ VRSER, RS, MRS, Mk, Mg
B, NP7 VTR AR —ERN, SR AR, MR, ERRAE, IR M
FER 160). 30mg #5451 11 4 (e, BEBRE 24, 20 VA VAR, ~NALARMERIES,
AVSRERIEE B~ RREEEERRES, WERE, 7 FUSERE,. SRS
& 1) 2o TR L ORBRBRIEE ST,

FULIZESFESRIL. 15 mg#5H14.5% (18401 ). 30 mg 3E54517.1% (29/408 f) 1752
HHNIE, |

BIFERIL, 15 mg |541392% (157/401 ), 30 mg #&545)556% (227/408 #l) iZ38® v,

9 T EFRLOWHRA FlEET,




F6 WThADARTIRLED bhiAEER 5 52 W€ KoM

15mg #2550 | 30mgREH 15mg3EH | 30mg FEE5H

ek (401 ) (408 ) e 601 61 (408 )
B 53(13.2) 55(13.5) Bl 13(3.2) 14(34)
R 50(12.5) 49(12.0) s 13(32) 7(L7)
3 41(102) 99 (24.3) B~ LR 12 (3.0) 20(49)
7 bR 41(10.2) 25(6.1) HARE 12(3.0) 922
[ BED 24(59) Eh% 117 1947
M7 L7 F AR —ERn 22(5.5) 44 (10.8) 0 AR R 10(2.5) 15(3.7)
e 20(5.0) 1127 IR0 9(2.2) 16 (3.9)
SEn 17(42) 8(2.0) FZ=wT 2 bo A7 T—EHN 9{22) 13(3.2)
HiEE 16 (4.0) 24(59) A 8(20) 16(3.9)
SR 15(3.7) 21(51) - | EFPEREDEE 3(2.0) 14(3.4)
T A VAR 14(3.5) 1332 BB 5(12) 14(3.4)
B~ 13(3.2) 25(6.1) Y e hal 3007 153.7)
THi 13(3.2) 15(3.7 Eeiisd], 3007 13(3.2)
B @0 *

M16-047 a“%ﬁ&o M16-045 ﬁ%ﬁ@_ioh‘ézr‘;ﬁ*ﬂ%%lﬁ BOBREDOHRIIRTO LB Th

=7,




7 EAAUMEHRES O (T MEE, NRICY)

R

MI6-045 38 (ARids)

M16-047 B8: (TCS D

s FouR | 7R 7o | FSER
FHMIER # Wmgh | 30mgH 15 m B |30 mg I 1Smg#t | 30mgHt 15 mg BE| 30 mg B
. 164 201 107 219
28 | comy | s 1.1 (30281) i 43(13804)
; 13 474 00 465
4B | ey | assnss) 32(%281) @500 | (138297 72 @22304)
; 473 61 360 549
VI%A'I‘?D 8B | a0y | qeonss 7822281) (108800) | (163097 92 (285304)
o — 81 20 96 586
R (1638 (%) assnsny | a7nss) 84(241281) aion0) | (7anom 109 (33/304)
- 463 567 630 864 360 44 64 &3
a8 | qenss) | wuesy | seen | aosaoy | aensn | esnis | o)
g 297 534 675 %04 335 452 569 655
aa0n8) | asanesy | waesy | saen | aoison | asanon | esms | 09y
- 3.1 o 36010281) 310 21 prp—
(1077281) | (135285) : ©3500) | (131297 :
N 623 751 587 T4
4B | ggspany | 14085 89 (251281) a76300) | (15097) 148 (45/304)
- 608 %0.0 653 795
east’s | SE 1 (oensn | (osess) 132 (377281) 96700y | (23670m 1949304
R o 69.6 79.7 646 771
168 09| qoomeny | o) 163 (6281) R P 264 (805304)
- 680 719 746 540 572 725 790 541
asuasy | osnss) | wsss) | wven | amam | @seen | e | @my)
o 66.1 710 311 289 508 5.0 7. 847
asens) | @oonssy | sy | @ven | asson | eoseen | eins) | gsen
- 178 207 04281 37 189 26 @300
Goosn | (som8s) : @6500) | (56297) :
: 356 474 783 oY)
4B qoomsn | (asess) 28(8281) @5500) | (1307297 49(15304)
N 502 596 357 613
eastoo | 3B | aqa;ey | azonss 53(15281) (107500) | (182097) 66(20304)
AR . 5 58 4238 6.
168 | amsny | asmess) 8.1(23281) (128300) | (187097) 132 {40304y
o 555 93 639 81 414 04 607 )
ase2sly | aronss) | wves | eesn | g2am0 | aswon | eoms | mey
g 514 598 670 B18 34 539 611 724
qaazsy | azonss) | wass | ssen | aizsoy | asonen | coiisy | @)
- 04 pX] 07 44
28 | 0 | s 0(0281) o | aon 0(0304)
X 43 95 57 125
48| onsy | s 0.7 (2281) Q00 | (19m) 10304
N 103 242 107 72
eastioo | 5 | pomeny | eomes) 1.8 (51281) G200 | (51297) 07(2304)
b7 N 167 270 120 226
168 | woneny | (7mss) L8 (5/281) 66300y | (67297) 13 (4309
g B2 788 308 23 147 246 %52 ™2
sy | @) | pwes | esen | @ | o | eonis | ceon
o 28 292 308 509 133 76 270 2%2
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