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HARGAVEERTDHIEELELE,
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L. BRIz

ERBOFHME - TRMEORROIDITIL, B SCBSICES BEAERIRD IS, X
OIC, ITFONFEEIROERC LY | FiER SO T T A A S ER RIS
ENDFT, TNOOERSFEICYIEL T3 BB RIS = L S SEEOBE L 42>
V. RHUBOERE L WEOEATE 2016 (FAR 28 4F 6 A 2 AMIERE) 1BV TH, STHER
RFOEADBB LR D = L L ShTna, |

PRERT AT 2 ERS. RREARRAN T 0 7 7 A VDEEEOERS L e B
DILBBD, O, FIMERVRDEITIT B HHBMIN B £ TOR. YUHELSD
DEEZMRIT DT LAWR SN BBFITRH U CHERT 5 & L bic, BHERNSE LR /e
TR & B T & SRR R — R DB - R R - L SEETH B,

LEBST, FHA FT4 2Tl BIRBIRINE TIB O T B ESSS - RIS R
(CE3E  UTOERKOBE 2 A+ BB & LB T & 2 H R OESIRLTS,

BB AHA K74 1, ST TR AEESE R A S, A2 A B ARUERIS
—IBHEREA RART LA ¥ —22F U ARREBRES OB D b LR L,

B LIRDERS : ANVI T ME2mg, ANITY MEdmg (—8E : XY LF=7)
HRLROIPEXIHR : BARER CHRTHHRT b g ' ,
HRLRBRERCAR : BE, BRAITISY v F=F L LT4mg ¥ 1 B 1 EEROKET3,

R, BEORBIISC T 2mg IBR+3 L,
HEBRRESR: BRI—51Y V—Httt




2. AFIOMK. 1ERISHF

ANIT  bE2mg RUTRSE4mg (—fi%4 : NV F =7 LT [AH) i3, KE Incyte 1A%
ABLL7=, YXRFF—E (JAK) FEEHITHS,

AL, JAK-STAT 7/ F/ MmSEI & IE T 5ZHIThH Y . JAK-STAT EHIHERRIE U it
xF, L4, IS5, I-13, 1122, L3107 be—RTE% (AT, TAD)) OFSEAFICED
394 M hA L DEERY T FIURERED—oTHS (J Allergy Clin Immnol 2017; 139: S65-S76)
TEMD, ADITH L TRESRE T Z L AT Eh S,



3. REsRRst
BERER CHRFTHRT F MR 5 DR E 5 17 e ELBERRBROBIR 2T,

Moderate potency (AFRIZISIT BB TIIIF 4 T A~R hav 7y FAHYE T D) Yoz T
B FAHEE BT, ITCS)) CHRFHORDSENSEED AD BE (FEFEL 300 5] (S8

(E_EERI TSRS A, @E P VS, 10 DEXNDER RS h-,

FHE - FIRIL, K02 mg, 4 mg"I 7/ K% | A | H 16 BEENRES 3 - & LivEsh
Ko R—RTALD2EM GVREHED Xt 4 ER (SEAHE0 §iDINESAEEAI< AD
TSR EPIES 2 2 L L Sh, 14 BULEAT SRR 258 L IS B2 - b & &h
Too RIo, R=RFA LY TCS HFEBIAL . RBIUCK LI AICPIET 5 - & & ShD,
it 2 BV EERASTEE LI BRI, 352 BRI SO O B S ok,

&5 16 BEOEMZ X 22BEHUBR 2 725 1 LLFA>~—Z T4 L b 2 PR LiciEE
DFEE (CAU/1ERE) RULEDRBIERE X 276 L7 EASI R a7 HR_—2 54 W Hvd 75%
UALSE L BRE OIS (EASETS EARE) A% co-primary endpoint & Shfs,

HREL 72D BHEIL 18 BLL LD AD BET. 22 —=VRACL T ORIz L L &h
7

(F/asiratne)

> KEBRFRERIC LD HA FIA ATES3E 12 5 ALERIC AD L35

> IGARaT 3PLE EASIRa7 16 Uk, HREMICED S AD FEDEA 10%SLE

> 6 WALAIZ TCS THRR+THS EDTENH S : TCS THRFHLS &1, Moderate
potency LLED TCS (MBS L THN Y =a2—Y LHAZHER (LT, FTCL) %580) %4
BRI B TR SN B BB OV FhAE FOMRIER LT, BE oy b
v (B1:1GA 23T 2 LUT) TEARVN XL AD i35 2SR CHRTHITHEH T
LLERSNE, |

4 mg BUTRID fH7 I BRED 5 b, BISAEEE (0SGFR<60mLAYIBm) A+ 5EBE L2 mg BBE-Shi-,

? BRRROEBHENE MO LT R Y 7 AV 0 01%2 Y —b (RIFEEOHAD TCS, AOSMECILIF 4 7 A~R b
BV FAMETS) %181 L. WAL LIESICE Faalsy 2588 (RIMEREDIIHD TCS, AHic
BIIBHMTILY 4= ~IF 1T A7 FAIHAYTZ) KEVE2 1 B 1 E7 BEERG. B3 s & Shi, BRLS
B M7 A/ or01%s Y—h (RIEREOHHD TCS) itk KoalFy L 25%8% (RNFREDSHO TCS) &
T L L &his, Thbd TCS TR LAV AT, Highpotency GHIOAETIER kB F~_Y—R koL s 5 Ric
ART3) DLED TCS Iz & AR a3 - L L &shiz

? High potenicy ELED TCS & DBRREL. +SHCEIS LAy BAIIRHILEEE (BORF o4 FERITSMERT 0l Fiteppin
¥ OBRENFTIREL Shich, SSSHESELHRLBAIT, DIEORSRNIC I 5 1B oE TR S hi-,

4 .



[&3R]
(FEEhME)
D co-primary endpoint T3 B¥5- 16 BRHIIIT 5 IGA (0/1) HAR KUY EASI-T5 ESRIT
FK1DLBYTHY, 7T EFREEL 4 mg BEE ORHEITBNT, WFNOFHIEPEE 2oV T bt
HEMICAERENRD b, 77 ERBHIAT S 4 mg BOBEMENRRIESh,

1 FHEOEEEMHEIAE wﬁzﬂi (n’r p:d

5 16 BERC BT 5 IGAV/1)ER B 23.9(26/109) 306(34/!11) 14.7 (16/109)
7R EEL DE [95%CI 92[—14,195) 160 [4.9,26.6)
Vg p Y 0083 0.005
-5 16 ABRICI31) D EASL-75 @R 431 (47/109) 47.7(53/111) 229 (25/109)
Z5RHBE L D [95%CD 202[7.7,31.8) 24.8(122,363) -
DR p {99 - 0.005

% B
8) MR, N—RFA L DIGA AaT, BEHLBALKRL Lica P27 1 vy 7 EIRET LV

b) Mgk, N—RFADIGA X7, LB, ~—RFA D EASI Ra7 A RATKE Liza VAT 4 v 7 EREF N
¢) HEAEFR 5%, FRRREDSREOTELEL LTS F7 40T 7a—F (BiomJ2011;53:894913) MRV Hhiz,

(&2t

AEFERIT. 2 mgBES6.0% (61/1094)), 4 mgBE57.7% (64/111 ), 7"7&RE38.0% (41/108
) BN, ERFRIR2DLEBY Thols,

FELIIERD bhigd o T,

RIS EHEIE 2me BE 1.8% (2/109 ), 4mg BE3.6% @111 B), 75 &BE3.7% (4/108 §1)
IZEBHON, 2mg B F] (7 FE—EBER) . dmg B 1 ) (W), 77 &R L1H) (hxY
77 A= HHIRERY) 1oV TIRIEEIEL ORRIHRIDTE Shizh o7,

PILITESFHEHRIL, 4mgiEds% N116), FT7EREE0S% (/108 5 IZBBD b,

EWERIL, 2mg B£21.1% (23/109 #1) . 4mg &% 18.0% Q0111 #), 7F&HEE 12.0% (13/108 )
RO LI,

§2 u\mnmatczwmwanfﬁm &ﬁmf&m

12 (110) 17(15 3) 13(120)

ER R 4337 6(54) 0 i s 2(1.8)
ORI 437 4(36) 0 R , 0
i 1(09) 4(36) 1(09) HRALY 0
v 0 4(36) 1(09) sk CPK #350 329
HGEmi 8(13) 3IR7 2(19) [ 126)
RE~L~X 1(09) 327 3Q28) T UNX—ER% 0
D)

a) FoESBRENEBE LCHE QmgBi39 4, dmgBE36 4. 7T EABE38 5



Moderate potency LA ED TCS THRF+53, #>03 7 0 2RV CRRAF+4y TR FomE
BENOY Y 0 AR Y LANERE IR PN LEIED AD B (BB 500 5 (1 mg ¥ 100
Bl. 2mg B 200 i, 4mg B 100 B, 7' &ARRE 100 B)) FRHEIT. TCS BERT CoFF DA
RUZLMERIT 270, 7’7-1271*?]‘?5%1’@%{13_@‘-‘&12%!’%1:%75 SAER, koY, 7
ZUNME, 14 OEX IS IS,

FRABL2H (5 2 WET: ZEERI, 85 52 B~200 BET RGeR e (CEER))
DO SN, ZEERIAOMIE - AR, 5 1 mg, 2mg, 4 mgV X7 R% 1 B 1 [BEN
BETBZLLERESNI, ~—2T4 20280 GHELHED. 48K (REEHE0 TdE
B 5 18 (EUBGR) Hid>DIRBAREERERS AD WFERE DI 52 & & Sh. 14 BRI
AP &8 LIRS SR B - L L &ahye, e, "—RJA ALY TCS 14 Bath
L. REDCRLIBRITHTIES 2 2 L & SN2, ity VERASE L7Baii, Bgiamey
PFESNIZ, NGRSO - AL, 1GA 227, SEREOESIZL Y . A5 1 mg, 2
mg, 4mgXRiI77€R% 1 B | EEOBETD 2 L LBEShE,

5 16 BRATISIT 5 EASLTS SR ERA S EREE & Shi-,

Por- -3 2B %EL 18 BRULED AD BE T, 7Y —*x%#l&)?@%ﬁ%iﬁmx Li&h .

. .

(TR E ) :

>  KERERERICLAHNA K54 VNTESE 12 0 ALLERNC AD L2

> IGARIT3LLE, BASI =7 16 BIE, HRERIC S AD HEOSIA 10%ELE

> 16 AHLAIC TCS THRF+HTHEEDRENH S : TCS THREF+HSE L. Moderate
potency AED TCS (WS L THNL Y =a—Y EESMNEE (LT, FTCy) ZiBm %4
RN 308 CHER S M B BBIRI OV v AMEY Y OMIRHER LT b, K%®av b
—NV @1 IGA X272 8UF) T&RV, XITAD tuﬁémmﬁ%—i—ﬁ%’c&)é Z
L EEBRIN,

» Yr7uxRY ik 67‘*&7)%%7f<+ﬁmi7l<i§?§‘t‘&>6 & O“Eﬁwf&’oé v ruRRY AT
OB RERL 1L, 7 nRRY /ﬁﬁlkﬁﬁ‘éﬁﬁvﬁ FHlTar l‘ 0 —/VARR ORI
EFOEFAIRIB, > 7 0 2R Y AT L BREES MRV BWERE U< IR OB~ DREE
ERZBRIEDY 20 20T 52 L UIBHIRESAER Sh T3 2 & L ERShE, o2
g xRY VTRRATR LI, 25~5 mghkg/day DY nRHY LHREIZ LY 6 B8R (UL
MSETRESN OB LIPIREE 2 ha— T, U 5-mg/kg/day D
IBARY VBLBEL BB L LEBSNE, T, AR THUECL, BBREXILTTOR
BA Y7 a ZRY AL BERCRE L CORVES b BIEIEE L Shi,

“High potency S0 TCS RUSESMIREEE DBREL., i Lizy MBI HEHEE CHFOLIEIBE LN okl
HEIREL SNIoH, JRFRESHEFIARENRS AP, SENArEEstE LI BRITiiIsRSEnB s £ Pik45 - L L sh
o .
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(2]
(FhE)
AHIMEOEEHERA TH 5B 16 BEFCIIT 5 EASITS ERRIIR 3 DBV THY, 77
BAREEL 4mg BE L ORHBICBO THEHEENICAERZNRD b, 77 ERBHIN T2 4mg B

OEBEMSREES N,
23 #%ﬁwiﬁmﬁlﬁﬂ mn&tﬂt (ITT 48E. NRD
LmgBE HEmg B R e A S
#1516 MEFIZI51F 5 EASI-75 BB 2621/93) 276(51/185) 31.5(2002) 172(16/3)
TS5 ERELOE 54 104 143
[95%Cl [—62 1638) [—04,19.7) [19,262]
fkicd Y 0078 10032 -
% P

2) MR, ~<—RTALDIGARTT. BEBE ~—RFA LD EASI 237 EBEMKE LR UAT 4 v SEHRET
b) AEKHTEE 5%, (BREOSEEDIESIEL LTS F7 4 #AT7a—F (BiomJ2011;53:894913) AV Hht,

(Z2th)

B 16 B ETOREERIL. 1mgB624% (803 4. 2mgBE67.9% (125184 Bi) . 4mg B¥
75.0% (692 ), 75 EABES3.8% (5093 4) (TR B, If.r%!ﬁ4 DLBY THoTe,

FECIRD bhizhoTs,

BERLAEERE Img B 43% W93 4], 2mgi¥1.6% (/184 41, 4mg3¥65% 69260, 7
SEREE22% (93 4) RO, 2mg B 15 (7 b —HEBRER), dmg B2 4 (7 b
BeRide, 7 FURBBYY ., 7R 1 5l (7 bR R— R 1TV TIIARRIE,
DRRBHRITE Shird ol

FULICE ST HFERIL. 2mga¥ 16% (3/184 §1), 4 mg B 1.1% (1/92 B, 7T EREE 1.1%

(1/93 ) 1B b,

BIERIE. 1mgB%£269% (2593 B1). 2 mg ##26.6% (@9/184 #71) 4mg3¥272% Qs f)., 7
SEARBE237% (293 ) (D Bh,

"’5ﬁ4 V\W'O&“L‘Wm&nf“m& (&5-161@'#&‘(‘ mmm

_BUERSR lO (10 8) 26(14 1) 24(26.1) 12(129) Bl 0 7(38) 2(22)
SR 3(86) 11(6.0) 7(76) 6(6.5) PR 5G4 | 633 22 -
A VTN 3(32) 8(4.3) 6(6.5) 222 o 1(L1) 6(33) 2222)
T v 1(L1) 6(33) 5(54) 3(32) B 2(22) 2(LY) 2022 .
DR~ 3(32) 422) 5(54) 332) | wak 1 | 633 1(LY)
L . 1(L1) 3(16) 5(54) 2Q2) fep CPK K3 332 2(L1) 1(L1)
B~ 0 4Q22) 4(43) 1(.1) | %8 1(L1) 2(1.1) 1(1.1)
SRIAETAT 0 0 4(43) 0 [T 0 2(L1) 1(1.1)
[ 1(L.1) 6(3.3) 3(33) 3(32) FaR 6(6.5) 633 | 0
FRERGI 1(L.1) 422) 3(33) 0 o 0 2(L.1) 0
P 2(22) 422) 3(33) 3(32) FRREE 332) 1(0.5) 0
[0 1(L1) 2(LD) 3(33) 1(L1) NS4 T4 0 0 0
ey 1(L1) 1(05) 3(33) 1(L1) % %)




BREEZE-AD7 mo BREEZE-AD4 %ﬁ?ﬁkm 527’:%’“}11‘% B ORGEDOHERBIIR S &
UR6DERY ThHhoiz,

&5 Tcsmmmucwéi&mﬁmﬁﬁmm (ITT £5FR. NRI) ——

a) BREEZE-AD7 BEh bk 53R 51T LT._M%"@M (RESE FRROBLT 16 B Uk 36 ERFORED

. 21‘“83% il dmgBE ] T T b LR B il 75.2;1{#
238 7.3(8/109) 11.7(13/111) 7.3 (8/109) 75(7/93) 4.3 (8/185) 76(7/92) 2.2(293)
438 17.4 (19/109) 19.8 22/11)) 5.5 (6/109) 75 (793) 9.7 (18/185) 16.3 (1592) 4.3 (4/93)
A e 8@ | 23906109 | 2520w 13@109) | 9708) 1242¥185) | 196(18%2) 9.7 (9%93)
16 03] 1239 Q6/109) | 7306 GATH) | 147 (1610 7|21 29 (1283) | s ORIIRS) o] =217 0090 1.0.7(993)
28 - 21.6 22/102)° - 151(14%3) | 141Q6185) | 130(1292) 140 (13/93)
5238 — 235 24102)° — 161(1583) | 12423185 | 163 (1592) 140 (13/93)
238 19.3 (21/109) 26.1 (29/111) 8.3 (9/109) - 16.1 (15/93) 11.4(21/185) 18.5(17/92) 3.2(393)
48 26629109 | 387¢¥NY) [ 11903109 | 1720693) | 19506185 | 315(29M2) 6.5 (693)
EASLTS SR ' sﬁ 1 33.9 (37/19_9) 414 (46/111) ’ 14.7 (16/109) 21.5 (20'93) 2].6(40/1?5) 37.0(3492) _ ‘ 9.7(993) _
R (@] AT @709 | A Gy "%7251109;-:, 226 QI DTG SIS [ ATs G99 | & 172 (1693) -
3238 — 45.1 (46/102)° 253(24/93) 254(47185) | 250(2392) 183 (1793)
528 - 34.3 (35/102)? — 22.6(21/93) 20.0 (37/185) 25.0(23/92) 204 (19/93)
238 47.7 (52/109) 64.9 (72/111) 24.8(27/109) 34.4(3293) 405 (75/185) 51.1(4792) 22.6(21/93)
48 66.1 (72/109) 74.8 (83/111) 33.9(37/109) 43.0 (4093) 53.0 (98/185) 60.9 (56/92) 26.9 (25/93)
' EASLS03% lﬁ&‘-' 8 iﬁ 1 63_.3 ‘(69./199')7 748 (83/1] 1) 4470 (48/109) 46.2 (43/93) ’ 53.5 (99/!85) 62.0 (5792) 323 :
16 B 42 (OO0 S 703 (TR | AR (G0 | B T S (05 I85) | D AR o 535 S Gam3) i
! - 63.7 (65/102) - 39.8(3793) 4388 l/l85) 402 (37/92) 28.0(26/93)
i - 549 (56/102)¥ - 37.6 (3593) 35.1 (65/185) 32.6 (30/92) 25.8 (24/93)
4.6 (5/109) 63 (7/111) 4.6 (5/109) 75 (793) 3.2 (¢/185) 54(5/2) 0(0/93)
10.1 (11/109) 162 (18/111) . 55(6/109) 4.3 (493) 43 (8/185) 13.0(1292) 1.1 (193)
15.6 (17/109) 18 0 (20/! 11) 4.6 (5/109) 6.5 (693) 5 4 (10/185) 152 (1492) 3.2 (3M3)
EASL90 nisk DG D e e e s e T e |
- 21.6(27!102)" - 14.0(13/93) lO 8 (20/185) 14.1 (13/92) 10.8 (10:93)
528 — 17.6 (18/102)¥ - 14.0 (13/93) 9.7 (18/185) 14.1 (1392) 11.8(1193)
28 23.7 2397) 330331000 | 15416109 14111778 | 139Q3166) 22.4(17/76) 4.7 (4185)
438 34003397 | 520(52/100) | 106(11/109) 192 (15/78) 24.1 (4V166) 40.8 (31776) 8.2 (7/85)
Z5HEENRSZ4 K 8 3093097) | 470(47/100) | 154(16108) | 179(1478) | 235039/166) | 42.1 (32776) 82 (7185)
YEEER (RIS EER00D A0 ?;;ﬁ%zo‘éll 04) | P 188 0 D (66T o AR VIO D R | .
: 3258 - 40.7 (3701)® 20.5 (16/78) 16.3 (27/166) 22117177 12.9(11/35)
5258 - 23.1(18/78) 12,0 (20/166) 169 (13/77) 12.9(11/85)
% (BH% . & : BREEZE-ADT RUAD4 m«nmma % : BREEZE-AD7 mmimma — =L



%6 _Tcs Bfﬂims.ioﬂéifxmﬁ UJM (I’ITM NRI, *A"‘Bﬁ'ﬁ!ﬂi)

4#
43 (121) 6.3(1/16) 12.5 (216) 0(0/|5)
3 0(021) 6.3(1/16) 18.8 (3/16) 0(0/15)-
¥ 150 (3120) 0(021) 63(1/16) 125 (216) o@1s) | -
IGAO/)dRR TR |0 (a0) | . o5 orl) | T 125 QA6 TRa e 0005
328 - ll.swn)" - ©125Q16) 12.5 (/16) 133 (2/15)
5238 - 11.8N7)° - 0(0/16) 3.1(1732) 18.8 (3/16) 133 (215)
28 20.0 (4/20) 22.7(5/22) 9.5 (2121) 31.3 (5/16) 12.5(4/32) 43.8 (7/16) 0(/15)
48 25.0(5/20) 22.7(5/22) 48 (121) 18.8 (3/16) 28.1(9/32) 37.5 (6/16) 0(0/15)
EASLTS ﬁﬁtiﬁ 8 i ] 300 (6/20) 95 QQI) 18.8 (3/16) | 28.1 (9/32) . 59.0 (8/16) 13.3 (215)
IR 550 (1120) [Ea90 @R1Y:. | 188.GN6) T |ERIB U] e (16 | = 6a0NS) -
328 - 353(6N7)° - 250 (416) 344(11732) 313 (5/16) 20.0(3/15)
528 - 176 N7 - 18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 133 (215)
238 50.0 (10:20) 59.1(13722) 28.6(6721) 438 (7/16) 563 (18/32) 50.0 (8/16) 40.0(6/15)
48 80.0 (16/20) 54.5(1222) 38.1(821) 50,0 (8/16) - 68.8(22/32) 50.0 (8/16) 33.3(5/15)
EASI50 MR 88 700 (14001 54.5 (|2/22) 42.9 (9/2!) 50.0 (8/16) - 625 (20'32) 563 (9/16) 26.7 (4/15)
46,58 ]2 7650 (132055157540 ; IR UI6)E RS9 E (B! Ane)EE| 5267 @)
i - 58. 8 (10/1 7)" - 375(6/16) 594 (19/32) 37.5 (6/ 16) 26.7 (4/15)
= 529 (9/17)° = 313(516) | 37501232) 188(3/16) B3@15) .
50(120) 45 (122) 95@R1) 125 (216) 3.1(132) 125 (2/16) 0 /15)
10.0 (220) 9.1 (222) 48(121) 12.5 (/16) 94 (3732) 25.0(4/16) 0(15)
EASLO0 JER lO.Q mO) 4.5 (l/22) 48(121) 125 (2/|6) __ 6} (2/3?} !ZS (2/]6) 0 (0’|5)
|5E150 (3R0) 2 [ EE 0. (/20) Al 4E5143 (3121 125 (0156 G a S 0 @6Y. | = 0 (W1S) .
- 59(1/17)') 12.5(2/16) 3.1(1732) 18.8 (3/16) 133 (15)
- 59([/17)" - 63 (1/16) 3.1(1732) 12.5(2/16) 13.3 (2/15)
28 . 222(4/18) 35.0(7720) 14.3 (321) 20.0(3/15) 214 (6128) 25.0(3/12) 0(V14)
438 33.3(6/18) 40,0 (8220) 0(021) 200 (3/15) 35.7(10228) 25.0(3/12) 0(V14)
ZHEENRS24 &R 25.0(3/12) 0(0/14)
g 07 A 16 ¥ ; 1 e Rl Ea| 50 A
328 - 133 (2/15)° - 13315) 286 825) 83 (112) 143 214)
5238 o - 200 (3/15) 143 (4/28) 8.3(1112) 7.1(1/14)
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4. KBz T

FRDIEE & 12 5 BEDOBRRR O SAHEOUITL, BONATOID Z LBRDOIB, Fie.

FRIDBEIT & Y ERLBIERAZRR LRSS 5 = L SERie . UFOO~@n§~T

T IHERRICBWTERT A RE TH B,
O mz-ovT
® 7 hEMEERORIE, BBL Tk DU BR BE 7 BRI A K54

V) EREL, FFUTOWTOTHREEEE L, 7 F C—HRE R OBIR OTaTR osE T
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