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TAVEMERT DL ELTVET,

N T =T B BRAFIR IR CORA 372 T b B PERFRICK L T
BEHT 2EROBEBHEHICON T, Bl EAHEET A F7 A L LTI
VT =T AN ORBEEAHEET A BT A (BEFRRTHRSN 53727 b e
—HPERER) O —IUEIZ DWW T (450 6 42 3 H 26 H A 1 IR K5 7 0326
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IR ATV, WEMRE CTHRAEZEZ2ITH> 2 L2k,
RO ELZHRT DL, MEOMEREAT D
BE R O OGN b 5 BT, S 0 R
JEIZOWTRIERBRA AT A& #EEEO T, JHAlE L
TARAIEGRNCHEH) Rz RET L2 8, YL
7V VRISREFEORENBEOBEIZEWT, 5%
HEEMER AR O bl s S TW5b, KAIEE
X X MREEO#EURMRELZ EMICITY R L
MEORBIIEHoICEET S 2 L, BT L, %
R IEIRDBH LG (Fkid 2%, BEE) 120X
RN EIREICHEE T 2L OWMAT L2 &,

(%)

NIRRT ANV A EETe T AV ADFIEEE (RS
) MHMEINLTWD, £, HAANEHE Y v~FBFE
TRDOONTEEREYIED 9 B < NEE R HIRE
BTholzZ &, FFHEMEFREZ RO TND Z L
D NIRRT A L RSO B O eSS R O 5%




BUTHERE T2 2 &, HEPIER DS BN R
i, BEY 2T LB L, AR O A il
LN 2 E 21T 5 2 &, £,

Db NIZ A

ANV R AT A

WAPSND T AN ADEEELICOEET S5 L,

12)~19)  (#%)

H) NEOHBETERE RO R#EE XTI 5

HY) 7o

(&% 3CiHR)

T MOV ERBIRA A KT A > 2024 </\§ffil?£A SR

BR s/ —BEEE AN B ART L —

= )

BUERT 2 2 &, BESIERDOEIANTE O b7 HE

iE BEICEZBZT L L OBMM L, ZIKﬁIOD?’“’%L%EPLﬁL

RSP REEZAT O Tk, Flo, NIRRT AL

APS DT A N ADHFFMACICBIEE T D2 L,
12)~19)  (I%)

(&% k)
7%5—@&?%@%ﬁ4F?%Vﬂmlﬁﬁﬁlﬁkﬁﬁ
RIER S/ —RAEHENEART LV X —%2 §R®)




G

INARAEMTE N B AR AT Z

HARESS
NTEARE N B ARG R 2
—AEEVEN R ART L —n
NARAEEHE N B AN R R 2

— LA N R ARNE T Lo =
H A B R B FHEE =
INARAEME N B A Bl 2=

— AL TE N B AR B AT =
HAA =T 14U U =Rtk

MSTAT BRI S A R IR R A 1 B A
A5 1 5 A SR



T A N T A >
NY)F=7

~7 bV E R~

SR28 12 A (5F 845 AHGET)
(B4 E4E)




HX

AN

XL HIT
AFNORHE, VIR
BRI RIS
IO T
Belxtg b7 BB
BHITER L CRETR&TFE

P2
P3
P4
P15
P17
P18



1. IXC®WIZ

ESESOGRE - ZRVEOMRDT-DITIE, WA SRSV BN RD b D, S
BIZ, ITFEORFEAMOMANT LV | SUREIGEOEZ S EIIT 26 2RI VEGE
SNHHFT, ZHODOEIRN A BV L3 2 BETHEUNCE T 5 2 LB O & 7e > Ts
0| REFEGEE L UOEOFATTEF 2016 CFEK 28 4 6 H 2 ARRERE) (2B TH, EHiiER
e F O OFE HEEZ XD Z & & STV,

BOSVERBr 2 A3 2 3, SEEMERCR 2T 1 7 7 A VST OESES & B 5 /N B
HZENDD, DD, ARMER OIS HF WA T @RS D £ TOM, HizEHER
DOREZES 2T 5 2 LA SN BEITR L THEAT 2 & & bic, BIFERAEL LB
7t & B 2 & AN ARE e — TE OB AT T RSB O T2 Z N EETH 5,

L7 T, AAA RTA 2 TlE, BIRREPERL Z N E TR BT D ERAAY - Bl it
(IS E LU DEIE O 7o A HEtE S 28LE0 6 BB B2 RO EFEE T,

R AIA T A AT MSATBAE NETE L R O, A HHEN AR BRI 2,
—WAFNENBART L —222 —BAENENAANL T LL¥—22 N HEEAN B AN
FFR M OV A AR B ERHES O 0 b AR LT,

KR LR DRSS - N TF =T

KRG L 72 DIIRESUIBNR | B EBHR COURA 3727 b B —MERE 2

KR LD FER O E - A @, NS F =7 L Tamg % 1 H 1 [HROKET S, 72
B, BEEOREIIE LT 2mg IZETH 2 &,
AN IEE, 2 A EOBEIIHAEIS CANY o F =T L LTULR
OEHEZ 1 B 1 ERO&EST 5,
+30kg LAl EHE, 4mg & L, BEOREIZIG U T 2mg IZEET 5

Z &,
- 30kg A : 1BHE, 2mg & L, BEOREIZILE U T 1mg IZREET 5
Z &,

FUERTEHE - AAA—T 4 ) U —kRA&tt




2. AFIORHR, TERITF

NYTF=7 CUF, RA) 1Z KE Incyte R L7, ¥ XA%F—8 (LT, JAK))
FREARITH 2,

AHNL, JAK-STAT ¥ 7 /Unistfik A BRET 2341 TH 1 | JAK-STAT R IHIREE U o AR
TF 2, IL4, IL-5, IL-13, IL-22, IL-31 207 F LSRR (LT, TAD)) OREMTICRED
YA S HA L DEERY T IURERIKEO—>TiH 5 (J Allergy Clin Immnol 2017; 139: S65-S76)
Z &b, AD IR L TIRIFESIR 2~ 2 L lifr S D,



3. ERRAGE
D) BEASE TR 5727 bE—leE% () K02 [ (NG OAGRICHTIA4T -
7= Bl R BR O RGE 2 7R,

1) BRI CORATHRT PE—ERER (A
EFSLFEF RS (BREEZE-AD7 35R)

[RBroMEE]

Moderate potency (AFRIZFIT HFETIEI T 4 T L~A M 77 T AN T 5) U bEOAT
aA RANHEE (AT, [TCS)) THARA372PEEEN O EAED AD B (BRI 300 #i (FHE
100 f51)) Z%I52, TCS P T COARBIDAIMER DL EIEZ G D72, 7T B RxHRIEEA
b —HEERIA TR GRS AR, WHE, FA Y%, 10 OFE IR CHE Sz,

FHE - AEX, AFI2mg, 4 mg) X377 R%E 1 B 11 16 BERAOERSGT 52 L ERESIN
Too N=RTA D2 HEE GHIREE) U488 (EEaEE) B bEEEINIEREZHR< AD
TERERE IR 5 2 & & S 14 BULER DB 28 U CIRBsVREEZ A2 2 L L &h
7o Flo, N—RA T A ULV TCSIRFEZ BRI L, WEDMUR LT A1ZITPIET 5 2 & &SP,
i 2 B IERAVIEE L 7oA, 55 2 IR LA SRR TR D3RR S Uz

516 HEOEMIC L HEMEHMIA 2753 1 LR D=2 T4 )b 2 PR U7 gl
DEE IGAO/N)ERSR) MO OREIEREZ 2 a7 LIz EASI A 3 7 I8R—Z T A b 75%
UL Rl U7 OFE (EASIT5 #55%) 73 co-primary endpoint & S4172,

KGR L 72 B BEIL 18 1A ED AD BE T, A7 U —=V VAL FOHEER R & & Sh
77
(7L )
> KERERFRICE DA RT A AZHSE 12 1 ALERNZ AD &2
» IGA A= 3L, EASI A7 16 DL E, RKIAFHIC D5 AD HEDEIE 10%LL 1
> 6 WALAIZ TCS THRRATTHDEDEDH D « TCS THRAASr &£1E, Moderate

potency LA LD TCS (MBI U TH Y =a— Y UPHESNHEE (LT, ITCU) #3800 %4
TR TR SCETHER S A BB Wi ORIRER LT, HEE v b
—L (B : IGA 227 2LLT) T&7RW, XX AD ITHT 2 2FMHER TR THD
& LER SN,

D4 mg BAZEID (1 SIVIBRE D 5 b, BHEREREE @0=<eGFR<60 mL//)/1.73 ) %A DHBREIZIL 2 mg AL Sz,

D R SEROTEENEDS B OEATH LT R Y T AV 8 01%7 U —2 CUIFRREEDZNIO TCS, AHO/PHETIEI T 4 T L~A K
0y 77T AT D) &1 TEEEA L, BRSO L7-%Ice Reand v 25%E CUIRBYEDRID TCS, AR
BIBNETIIT 4= ~IT 4 T AT FAGEET5) (UL 1 H 1817 BREER%, PiEdaZ e ani- BERLEE
Alx, FUT LAY u00%7 V—2 CUIFREEDZNIO TCS) Xtk Ru v d> 2 25% 8 CUIRIEEDZh 1D TCS) %
HERTA 2L &N, T B0 TCS TR L7220 AT, Highpotency RIRODSFHTIZA hu v/ ~RY =2 ha 77 5 A
FMT5) DLED TCSIC L ARFIBRE MR 5 2 & & &z,

3 High potency LA Fo> TCS LV BHMA L, +INISIE LIaWEEIIEIIRREE (ROAT v A RIS HEIEAT 1A RG]
3) OEEMTIREE ST, RETREERA A LI25A12E, DIRRORBRIIR R HIEeko g 53k S,



(3R]
(HZE)

HZMED co-primary endpoint T 5% 5- 16 1

TRHZIST 5 IGA (0/1) 2R OV EASI-75 ZRCRIT

F1OLEBYVTHY, 77 0REEL 4 mg BE L ORIHENZHBWT, WFNOFHIE H 2oV T Hhit
FHFHINCHBERZENRO DIV, 7T BRRHIKT % 4 mg FEDEMEDSRRIE S T2,

#1 AOMEOEEEHMEE ORGE (TT ££H], NRD)

2 mg A 4mg B TR
516 HIFFIZ 51T D IGA(0/1)EERE 23.9(26/109) 30.6 (34/111) 14.7 (16/109)
7T R AREEE D [95%CI] 92[—14,19.5] 16.0[4.9,26.6]
AL p (A9 0.083 0.005
516 WIFFIZ 51T 5 EASI-75 R 43.1 (47/109) 47.7 (53/111) 22.9(25/109)
7T R AREEE D [95%CI] 202[7.7,31.8] 24.8[12.2,363]
e ol b)) — 0.005

% (%

a) Mk, _—RFALDIGA A2 T, BHRAFIEIE Liza VAT 4 v JEIRET IV
b) Hillk, =T A LDIGA 2T, Fh#E N—RATA LVOEASI AT EJHLSL L Lica VAT 4 v 7 FIEET N
) A EKUEMIH 5%, (EUREDLRMEOFFITEL LT/ T 7 4 V77 u—F (BiomI2011;53:894913) 2SHW B,

(Zat)

HEFERIT, 2 mgBE56.0% (61/109 151) . 4 mg & 57.7% (64/111 )

) ITRD B, FEeFRIFR2DELEBY ThoT,

FET]

D'l)y) E)ﬂfﬁﬁ)o 7?:—-0

7T AR 38.0% (41/108

A EFRL 2mg B 1.8% (2/109 f1)) . 4mg £ 3.6% @111 1)) . 7°7 & REE3.7% (4/108 1))
IR B, 2mg BE 1] (7 b E—MERER) . 4mg BE 161 (WZERRYE) . 7T BREE LB (R

7T A= PHIREGY)

(DN

YRR & ORIEEWRIIEE S o7,

HIEICE S T-AEFEFGUE, 4 mg#E4.5% G114, 77 2HREE09% (1/108 f51) |

LIJALA y) 6“7";0

BIVERI, 2mg #E21.1% (23/109 1)) . 4mg B¥ 18.0% (Q0/111 %) . 77 & 7REE 12.0% (13/108 4i)

ICRH b,
£2 WTNDOORET2%LL RO DI ATERS: (RN SAE)
2 mg #f 4mg #f 77 BREE 2mg #f 4mg #f 7T e

A (109 f51)) (111 1)) (108 51)) s (109 $1)) (111 1) (108 1))
BES5ETS 12 (11.0) 17 (15.3) 13 (12.0) T 1(09) 327 1(09)
FOR 4(3.7) 6(54) 0 FIPRE B 2(1.8) 2(1.8) 328
AL 4(377) 4(3.6) 0 FEEL 0 1(09) 3(28)
S 1(0.9) 4(3.6) 1(09) TR 0 1(2.8) 0
TR 0 4(3.6) 1(09) e CPK #81 3(2.8) 0 0
HRGERG 8(7.3) 3Q2.7) 2(19) R 12.6) 0 0
il LA 1(09) 327 328 T UL E—hR 0 0 3(2.8)

B %)

a) VBB S R e U Qmg BE39 9, 4mg BE36 1, 77 &ARRE 38 )




EFSLFEF RS (BREEZE-AD4 35R)
[RBroMEE]
Moderate potency LA D TCS THHRANIy. 2307 0 AR L CRURAA T E 2 o
N5 7 1 AR U AR SR FRERIE ) S BED AD B (HAEEI# 500 41 (1 mg #F 100
B, 2mg &£ 200 51, 4mg FE 100 5, 7" Z7BAREE100 1)) Zx5UZ, TCS O FCOARKOAZME
MO it 2720, 77 A R b HERIATRHIEGES S A A, > 7
7 UNVAE 14 OE X THMECTHEE S 7,
AL 2 ) (Be5- 52 B E T EERL B 52 8~200 1 £ T - fikgek G (CHEER))
DOAER S, —EHEERMOME - HEE. A4 1 mg, 2mg, 4mg) T 7TEAR% 1 H 1 [ERED
5352 L ERESI, N—RATA D2l GMVHERED . 4 (SEREE) U
WD 515 CEHRAD R SRENAEEZERS AD RFERAZ IS5 2 & & &, 14 HLLERTDD
AR 208 U TN A DT 5 2 & & Sz, F7o, X—RA T4 UL D TCS 164 Bikh
L. DGR LIZ3GAI I3RS 2 2 & & &2, itz E ERAEEL LI35A 101 E, Bakinge
INERAS S AT, et G0 T - I3, IGA A =7, ROFIRIROAT IS 2 1V | A% 1 mg, 2 mg.
Amg"XI7 78R % 1 B 1 ERO#EEGT 52 L LrESN,
516 RH 2381 5 EASI-T5 BERGER FERHIER & S,
R L 72 B BEIL 18 1KLL ED AD BE T, A7 U —=V VRHZLL FOHEER R & & Sh
77
(7 PULHE)
> KEBERERCE DA RTA AZHSE 12 W ALLERNC AD 721
> IGA A= 3L, EASI A7 16 DL E, RKIAFHIC D5 AD IHAEDEIE 10%LL 1
> 6 WALAIZ TCS THRRATTHDEDEDH 5 « TCS THRAASr £1E, Moderate
potency LA LD TCS (MBI U TH Y =a— Y UPHESNHEE (LT, ITCU) #3800 %4
TR IR SCETHER S A BB Wi ORIRER LT, HEE v b
—L (B : IGA 227 2LLT) T&7RW, XX AD T 2 2FPHER CHRA T THD
& LER SN,

> V7 aARY AL DIREDIRA T IS T D B0 H L 7 n AR Z
LDV L 1T, 7 v AR Y RN A EUE, $EAITa s b r— R E O
JEEOEFAMRAE, 7 v AR Y AL DR SHRWENERA L < ISR~ DR ESe
FEPEYYED Y 27 2HT 5 2 L UL MER S CQnDd Z & EERINT, v 7
0 AR TR B IR 2.5~5 mgkg/day D7 1 AR Y LAREIZ LY 6 R CUTER
FSCETHE SN TODHIM) DINICEREZ 2> ha—/LTERV, T 5 mgkg/day B
JRARY UPMEEL 72D T & EEFRSNL, FT, AFTIELL R Z, #ERE T DF
W3 7 m AR AT L HIHFZFE L TORWES S SRTRE L SHU7s,

4 High potency LA 0> TCS ROYEKMERIEL W BLGE L, +o0ChUE LIRWEAITESTRE BHFOSSTERECUIEDRAD oth-
MAREE SDS, YEERREISETI AR OB 52 T U, SETREE M LA ok 52 hikds 2 L L &h
72



(#5581
(HZhE)
AIMEOEEFHIEE CTh D5 16 BRHIZISIT 5 EASETS FERERIIER 3 0BV THY | 77
TAREL 4mg B & ORI THGEHFANCA B 205D b, 77 AR T % 4mg #

DOEEMEDRES LT,
3 AWEOELFHEE H ORRE ITT M, NRI)
1 mg fif 2 mg ff 4mg Bf 77 R
¥e b 16 HIFFIZ 31T 5 BASI-75 #EAHE 22.6(21/93) 27.6 (51/185) 31.5(29/92) 17.2(16/93)
7T RREEE D 54 104 143
[95%CI] [—62,16.8] [—04,19.7] [19,262]
R p {9 — 0.078 0.032

% (B0

a) Hil,, _—2F4 L DIGA 227, ¥5RE, _—RAF A LD EASI A7 ZilE L Li-n OAF ¢ v 7 EIRET IV
b) A EKUENHR 5%, (EREDSZEMEORHEINEE LY T 7 4 V7 7a—F BiomJ2011;53:894-913) MV SN,

(Hﬂ/\/

#5163
75.0% (69/92 f31) .

FET]

BawR, 7 R EKEERGY) |

%)

LYY AWAVIESSY il
FEPAEFRI Img BE43% @93 41), 2mgf1.6% (/184 41), 4mg#E6.5% (6/9241), ~
TEAREE22% (293 1) (TR DIV, 2mg BE1 B (7 B —PERER) . 4mg BE2 B (77 ke —1E

TIRREEL B (7 R E

DRRBIRIETE TR T,

HIRICE ST A EERIL. 2 mg B 1.6% (3/184 #1) . 4 mg £F 1.1% (1/92 1) .
TR b,
BIERIE. 1 mg#E269% (2503 1), 2 mg £ 26.6% (49/184 B) . 4 mg #£27.2% (2592 1), 7

(1/93 f51)) |

TR REE23.7% (22/93 1)

77 v REE53.8% (50/93 f41)

;mu&b E hﬁ_o

—MERER/AR— )

4 WD ORET 3% RO DIV FFS (516 R E ©, VTS dER)

[ZDWTIHIEEREE &

W E COREFLIT, 1mgFE62.4% (58/93 #1) . 2mg #F 67.9% (125/184 1) . 4 mg 7f
IZROHBIL, ERFGUIRAD LB ThHoTz,

7T R 1.1%

1 mg & 2 mg A dmgHf | ST EAREE 1 mg & 2 mg A dmgHf | TR
e o3p) | asabd | o) | o360 e o3p) | asap) | ©2p) | o360
BELiEEEN 10(10.8) 26 (14.1) 24(26.1) 12(129) | HEl» 0 7(3.8) 2(22) 0
B 8(8.6) 11(6.0) 7(7.6) 6 (6.5 I EnRE 5(4) 6(3.3) 2(22) 1(L.1)
A TN 3(32) 8(4.3) 6(6.5) 2(22) GBI 1(1.1) 6(3.3) 2(22) 0
T 1(1.1) 6(3.3) 5(54) 3(32) W7 2(22) 2(1.1) 2(22) 3(32)
IR~ 3(32) 4(22) 5(54) 3(32) 2008 1(1.1) 6(3.3) 1(L.1) 0
IR 1(1.1) 3(1.6) 5(54) 2(22) ifnH CPK H#41 3(32) 2(L.1) 1(L.1) 2(22)
Bl L~ 0 4(22) 4(43) 1(1.1) LiisN 1(1.1) 2(L.1) 1(L.1) 3(32)
AP 0 0 4(43) 0 NEBRZE 0 2(1.1) 1(1.1) 332)
Jia 1(L.1) 6(3.3) 3(33) 3(32) Fask 6(6.5) 6(3.3) 0 1(L.1)
PRERIEG 1(1.1) 422) 3(33) 0 ) 0 2(1.1) 0 3(32)
MW 222) 422) 3(33) 332 IR 3(32) 1(0.5) 0 0
e 1(L1) 2(L1) 3(33) 1(1.1) RIATA 0 0 0 3(32)
Rz)iésr_‘@;fé 1(L1) 1(0.5) 3(33) 1(L.1) B (%)




BREEZE-AD7 3282, BREEZE-AD4 BBI-BT 3 E2E3MEHIE B D508
BREEZE-AD7 i & O BREEZE-AD4 #BRIZ331T 5 A MR HIE H O OHERRII3 5 &
E6DERLY TH-T,

K5 TCS BHHAENC I 2 /e AR HIE F Opiiit (T 4214, NRI)

S BREEZE-AD7 i BREEZE-AD4 i85 i
g 2 mg A 4mg A 77k 1 mg A% 2 mg A 4mg B 77
238 73 (8/109) 11.7 (13/111) 7.3 (8/109) 7.5(7/93) 43 (8/185) 7.6 (7/92) 22 (2/93)
438 17.4(19/109) 198 (22/111) 5.5(6/109) 7.5(7/93) 9.7 (18/185) 16.3 (15/92) 43 (4/93)
IGA/ )i 8 1" 23.9(26/109) 252 (28/111) 73 (8/109) 9.7 (9/93) 124 (23/185) 19.6 (18/92) 9.7 (9/93)
1638 (%) 23.9(26/109) 30.6 (34/111) 14.7 (16/109) 129 (12/93) 15.1 (28/185) 21.7 (20/92) 97 (9/93)
323 — 21.6 (22/102)? — 15.1 (14/93) 14.1 (26/185) 13.0 (12/92) 14.0 (13/93)
52 3 — 23.5 (24/102)® — 16.1 (15/93) 124 (23/185) 163 (15/92) 14.0 (13/93)
238 193 (21/109) 26.1(29/111) 8.3 (9/109) 16.1 (15/93) 114 (21/185) 18.5(17/92) 32(3/93)
438 26.6 (29/109) 38.7 (43/111) 11.9 (13/109) 172 (16/93) 19.5 (36/185) 31.5(29/92) 6.5 (6/93)
EASLTS S 81" 339 (37/109) 414 (46/111) 147 (16/109) 21.5(20/93) 21.6 (40/185) 37.0 (34/92) 9.7 (9/93)
1638 (@) 43.1 (47/109) 477 (53/111) 229 (25/109) 22.6(21/93) 27.6(51/185) 315 (29/92) 172 (16/93)
321 — 45.1 (46/102)® — 25.8 (24/93) 254 (47/185) 250 (23/92) 183 (17/93)
52 3 — 34.3 (35/102)% — 22.6(21/93) 20,0 (37/185) 25.0(23/92) 204 (19/93)
238 4777 (52/109) 649 (72/111) 24.8 (27/109) 34.4 (32/93) 40.5 (75/185) 51.1 (47/92) 22.6(21/93)
438 66.1(72/109) 74.8 (83/111) 339 (37/109) 43.0 (40/93) 53.0 (98/185) 60.9 (56/92) 26.9 (25/93)
EASLS0 S 8 633 (69/109) 74.8 (83/111) 440 (48/109) 462 (43/93) 53.5(99/185) 62.0 (57/92) 323 (30/93)
163 64.2(70/109) 703 (78/111) 413 (45/109) 452 (42/93) 514 (95/185) 52.2 (48/92) 355 (33/93)
321 — 63.7 (65/102)” — 39.8 (37/93) 43.8 (81/185) 402 (37/92) 28.0 (26/93)
52 3 — 549 (56/102)® — 37.6 (35/93) 35.1 (65/185) 32.6 (30/92) 25.8 (24/93)
238 4.6 (5/109) 63 (7/111) 46(5/109) 75 (7/93) 32(6/185) 54(5/92) 0(0/93)
438 10.1 (11/109) 162 (18/111) 5.5 (6/109) 43 (4/93) 43 (8/185) 13.0 (12/92) 1.1(1/93)
EASLO0 SR 8 ¥ 15.6 (17/109) 18.0 20/111) 46(5/109) 6.5 (6/93) 5.4(10/185) 152 (14/92) 32(3/93)
163 16.5 (18/109) 243 (27/111) 13.8 (15/109) 8.6(8/93) 10.3 (19/185) 14.1 (13/92) 6.5 (6/93)
321 — 21.6 (22/102)® — 14.0 (13/93) 10.8 (20/185) 14.1 (13/92) 10.8 (10/93)
52 3 — 17.6 (18/102)® — 14.0 (13/93) 9.7 (18/185) 14.1 (13/92) 11.8(11/93)
238 23.7 (23/97) 33.0(33/100) 154 (16/104) 14.1 (11/78) 13.9 (23/166) 224 (17/76) 47 (4/85)
438 34.0 (33/97) 52.0 (52/100) 10.6 (11/104) 192 (15/78) 24.1 (40/166) 40.8 (31/76) 82 (7/85)
Z 9$ENRS=4 fi 8 i 30.9 (30/97) 47.0 (47/100) 154 (16/104) 17.9 (14/78) 23.5 (39/166) 42.1 (32/76) 82 (7/85)
YRR 1638 38.1 (37/97) 44.0 (44/100) 20.2 (21/104) 23.1 (18/78) 22.9 (38/166) 382 (29/76) 82 (7/85)
323 — 40.7 (37/91) — 20.5 (16/78) 16.3 (27/166) 22.1 (17/77) 129 (11/85)
52 — — — 23.1 (18/78) 12.0 (20/166) 169 (13/77) 129 (11/85)

% (D) . @ : BREEZE-AD7 K ONAD4 BBROTEGEHIEE 3% : BREEZE-AD7 fBROTEEEHER, — : 7—X 72 L
a) BREEZE-AD7 37 Do GBI TRA T LT8R Ol (el 55RO G- 16 KON 36 HRFORHE)




# 6 TCS fHHRRICERIT 2 AR Ml H Oplie (ITT 26, NRI, AA SRS N

S BREEZE-AD7 ##& BREEZE-AD4 #5&
’ 2 mg #f 4mg ff 7R 1 mg #f 2 mg #f 4mg Bf A i
238 0(0/20) 9.1 (2/22) 48(1/21) 6.3 (1/16) 0(0/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 13.6 (3/22) 0(0/21) 6.3 (1/16) 94 (3/32) 18.8 (3/16) 0(0/15)
N 8 i 15.0 (3/20) 9.1(2/22) 0(021) 6.3 (1/16) 94 (3/32) 12.5 (2/16) 0(0/15)
1GAO/ 1638 (%) 15.0 (3/20) 9.1 (2/22) 9.5 (2/21) 12.5 (2/16) 18.8 (6/32) 18.8 (3/16) 0(0/15)
323 — 11.8217)° — 12.5(2/16) 6.3 (2/32) 12.5 (2/16) 133 (/15)
52 3# — 11.8 2/17) — 0(0/16) 3.1(1/32) 18.8 (3/16) 133 (2/15)
238 20.0 (4/20) 227 (5/22) 9.5 (2121) 31.3(5/16) 12.5 (4/32) 43.8(7/16) 0(0/15)
438 25.0 (5/20) 227 (5/22) 48(1/21) 18.8 (3/16) 28.1(9/32) 37.5 (6/16) 0(0/15)
EASLTS i 8 i 30.0 (6/20) 227 (5/22) 9.5 (221) 18.8 (3/16) 28.1 (9/32) 50.0 (8/16) 133 (2/15)
1638 (@) 55.0 (11/20) 227 (5/22) 19.0 (4/21) 18.8 (3/16) 31.3 (10/32) 438 (7/16) 6.7 (1/15)
323 — 353 (6/17)° — 25.0 (4/16) 344 (11/32) 313 (5/16) 20.0 (3/15)
52 3# — 17.6 3/17) — 18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 133 (2/15)
238 50.0 (10/20) 59.1 (13/22) 28.6 (6/21) 438 (7/16) 56.3 (18/32) 50.0 (8/16) 40.0 (6/15)
438 80.0 (16/20) 54.5 (12/22) 38.1(8/21) 50.0 (8/16) 68.8 (22/32) 50.0 (8/16) 333 (5/15)
EASLS0 SR 8 ﬁ 70.0 (14/20) 54,5 (12/22) 429 (921) 50.0 (8/16) 62.5 (20/32) 56.3 (9/16) 26.7 (4/15)
1638 65.0 (13/20) 409 (9/22) 333 (721) 43.8(7/16) 594 (19/32) 438 (7/16) 26.7 (4/15)
3238 — 58.8 (10/17)® — 37.5(6/16) 594 (19/32) 37.5(6/16) 26.7 (4/15)
5238 — 529 (9/17)? — 31.3 (5/16) 37.5(12/32) 18.8 (3/16) 133 (2/15)
23 5.0 (1/20) 45 (1/22) 9.5 (221) 12.5 (2/16) 3.1(1/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 9.1(2/22) 48(1/21) 12.5(2/16) 94 (3/32) 25.0 (4/16) 0(0/15)
[ 8 i 10.0 (2/20) 45 (1/22) 48(1/21) 12.5 (2/16) 6.3 (2/32) 12.5 (2/16) 0(0/15)
EASL90 iplss 1638 15.0 (3/20) 9.1 (2/22) 143 (3/21) 12.5 (2/16) 15.6 (5/32) 25.0 (4/16) 0(0/15)
3238 — 59 (1/17)9 — 12.5(2/16) 3.1(1/32) 18.8 (3/16) 133 (2/15)
52 3# — 59 (1/17)? — 6.3 (1/16) 3.1(1/32) 12.5 (2/16) 13.3 (2/15)
238 222 (4/18) 35.0 (7/20) 14.3 (3/21) 20.0 (3/15) 214 (6/28) 25.0 (3/12) 0(0/14)
438 33.3(6/18) 40.0 (8/20) 0(021) 20.0 (3/15) 357 (10/28) 250 (3/12) 0(0/14)
Z HFENRS=4 8 i 222 (4/18) 35.0 (7/20) 48(1/21) 20.0 (3/15) 32.1 (928) 25.0 (3/12) 0(0/14)
SRR 1638 333 (6/18) 15.0 (3/20) 48 (1/21) 13.3 (2/15) 250 (7/28) 25.0 (3/12) 0(0/14)
3238 — 133 (2/15)® — 133 (2/15) 28.6(8/28) 83 (1/12) 143 (2/14)
52 3# — 20.0 (3/15) 143 (4/28) 83 (1/12) 7.1 (1/14)

% () . @ : BREEZE-AD7 M.UMAD4

PEROTEEHIIEE 3% : BREEZE-AD7 iD=
a) BREEZE-AD7 37 Do 53Rl TRA T L7 Ol (el 55RO G- 16 KON 36 HRFORHE)

SRHIAR, —: 7270




2) BERBR CHRR 27T Pe—EER (INR)
ERILFEIF AR (14V-MC-JAIP (BREEZE-AD-PEDS] 352
[FBROE]

Moderate potency LA 0D TCSYZETRIRAA-43 72 EEE) D BED/ N AD B3 (BTG 440 5]

(BEE 110 1)) Zxt52, TCS DO FTO 7 T v RISk 2 A DA O A it
TH70, 7T AR R E R L SR TRIFHRGER AR, R—F B, 7B TFUE
D 17 OFEXTHE CHEt S 7=,

AL, FICTHEER (516 HET) KOREWINKER 5 %5 16 25 E 5268 )
BQUR DRy gl

CHEEROME - AR AREAE, PHESLIIEAR E7) XIFT7ERE 1 H 1E
BEOEET5Z & EREIN,

FHkge SO - AR, —EERICBT DB EEIC L > TRy . EHERIIC
BRI, B 5 16 RFZ IGA AT 8 2 LA & ipo 7ol (L AR 2 —4EH) 13,
BT CEERI &AMk - BREkET D 2 sz, —J, _HEERICRIEARE
ST L <IHR G 16 HIRFZ IGA A7 7232 LT &bl 7o, X _EHEm# & F—
DINE « FHED WG SR 16 LT IGA 2733 UL 4 ([CHYL L7- 4L, ESHR R T
AAlEmAEZ 1 1 ERRAREGT5 28 &S,

R—=2F A D14 BY ERT LR 2@ L <, RBSVHEZEA TS Z & & &,
Fio, A7V —=U IR Y BIE S 72 TCS ZEDOAN I L A 1EES 2 Bidh L. DM L 7=
FUCHRR, kT oz & k&

KT AHERONE

D) AFNESTEREE A R A P
2 BRI 10 Bkl 05 : 5
(PSS 0 me e e
10 LA F 18 kit { 5 4
=) e e e

B 516 FRFD IGA (0/1)EERERE N FERHIEE & S,
*tER L 72 D RETE, 2 LLE 18 AR D AD FBE T, A7V —= JEHILU FORAEA -7 2
Lanr,

SWHO D%h77453%8 (WHO Model Prescribing Information: Drugs used in Skin Diseases. World Health Organization; 1997.p117-8) (Z33% TCS

7 T A&, ENAD BHATA RIA ATHS T T ORI G END,
lowpotency : 7 1 —2 52T 4 7 L/ moderatepotency : X7 4 7 LB A ka7 Shighpotency 1 2T 4 T LHRY —R ks
2/ ultra high potency : A b7 k

O JEBRE(E (o) [ERTOPIRNC &0 | FEBHIE UM ow X i3 moderate potency @ TCS Z A L C b ke I XL 9- D 85A12IE,

high {3 ultra high potency ? TCS Zf#H72 Z L AFFAR SN, F7z, high XiF ultra high potency D TCS A L TH 120G
LZ2WMEAITHABER 5 A L, 2HRER GEFOSTRIEE U IEYIR) 2855952 L3R & Sk,

D RGN == THBEIN—A T A APt D 8~35 HANIERE 47,

O 27 V==L THBHRC, A DORIRE TS L R=Y a0 7 V=25 05% (RADSETIXY 4 —2 7 F A, WHO /3JE T
low potency) &' R LI LKA 27 /VIIGE 0.1% (AARDSFETILI T 4 7427 7 A, WHO 533 Tld moderate potency)
DRI ) DAL S AL, N—R T A VFE TIRRET: (0H) EORRIIE T 25 2 & L Sz OHNEDBEREIZF LT
b RO TCS AR S NTZ) =2 T A LB moderate potency D TCS % ¥ifid™% Z & & Shuiz, FRREOM E (B,
SFER, MR, Padrss) R OMIEZERID & HEAIIE low potency 0 TCS, TCI XUISHB AR VT AT 5 —F 4 BRERIOMIHAT
HIhi,



(7RIS RILHE)
> CKERFERFERICE DT A RT A ATHESE 12 ZAMLERT Q %Ll L 6 iAmiDSa1L 6 7
HULERD 12 AD &2
> IGA X7 3LLE, BASI A=7 16 LA b, (AREREIZ DD AD JHZEOEIS 10%LL 1
> 6 WHLURNIZEL T OWT AT T2 L SGEIC L VR TE D
v" Moderate potency LA 0D TCS % 4 JAH SUTAMT SGETHESRE S T D iR G OV
BT OB L C bR BIREWEAMEY MRRE (] : IGA A7 2 LLF) Z ik C&
720N, 5D TCI % 4 S TR SCECTHERE SN T D e RGO W s
O L CHRBIEIIEDMEL REE (5] IGA 2=7 2 BAT) #iEk T& 720 U
TCL NMHETH %
v BEEE 7 ARY 0 AN RLR— THEFATY o LT axT e
AR, a7z /Ui BT =FNE) ICKVIRE Lo oT

(2]

(FE)

BEIMEDOEEFHUIER TH 55 16 BRI 5 IGA (W)EERITE 8 DL THhY, 77
AR & AR ERE L DR HHERIZB W GRAFFIICHBERZEZNRD i, 77 'R 5 A4
BB SRRE S v,

#8 AWNEOTEERHEEE Ok (TT 4, NRI)

AFNEH e AR B AF e P e 7T R
516 FIRAZIST 2 IGA (0DEERCE 182 (22/121) 25.8 (31/120) 41.7 (50/120) 164 (20/122)
BAER | ST ERBEL D7E [95%CI 1.8[—7.8,114] 94[—09, 19.6] 253[13.9,35.8]
PR p D — 0.1181 <0.0001
AARN Feh- 16 AR 5 IGA (/)R 10.0 (1/10) 30.0 (3/10) 11.1 (19) 0(0/9)
WOER | SRR D [95%CT] 10.0 [—21.0,40.4] 30.0[—5.6,60.3] 11.1[—202,43.5]
% (5

a) s (BN, BAZOf) | N—ATA AFORBOIFEE (1GA34) . Fin (10 A, PAL) ROBRGREEZRIEI L LTIcn AT 4 v

[BYFET L

b) BEKUETIR 5%, (RSUREDSEIEOFHE kL LTY T 7 4 VT 7 a—F (BiomI2011;53:894-913) 2SHW S




7o, FRAMERHIE R OHERBIZR 9 DL BV Th-oT,

#9 T/ HIE E OplciE (T 4214

RN AANH AR
\ AFIRE e AFRE e
RO T PR I I AR I R
AFHRED 2~9 7% 0.5mg 1 mg 2mg _ 0.5mg 1 mg 2mg .
Jiks 10~17 % 1 mg 2m 4mg 1 mg 2mg 4mg
430 9.1 142 225 57 10.0 40.0 0 0
1GA @) a1/121) (17/120) (27/120) (7/122) (1/10) 4/10) 0/9) (0/9)
e 12 38 16.5 242 325 189 0 10.0 11.1 0
e Qo/121) (29/120) (39/120) 23/122) 0/10) (1/10) (19) 09)
16 3% 18.2 25.8 41.7 164 10.0 30.0 11.1 0
Q121) (31/120) (50/120) 20/122) (1/10) (/10) (19) 09)
43 15.7 27.5 350 172 30.0 60.0 66.7 333
EASLTS 19/121) (33/120) (42/120) Q1122) 3/10) (6/10) 69 39)
[ e 289 375 50.0 31.1 30.0 50.0 66.7 55.6
Jiﬁkmﬁ) 1208 | 55000 (45/120) (60/120) (38/122) (3/10) (5/10) (6/9) (59)
1638 322 40.0 525 320 30.0 40.0 444 444
GY121) (48/120) (63/120) (39/122) (3/10) @/10) 409) (4/9)

EERER % (B0 | % TEEHEER,
a) RoFialRabish, 3o U < IR G2k L7opidindid, DI & sz

HEEN D - SRR A DRI

Rkt G100 L AR o 2 — R I 1T 5 ARl H OHERR I 10 D &0 ThH-

72
F 10 #5552 W E COFZAMEIEE Ol (L AR 2 —5E, NRD
A HANH AR
: AFAIRE N, AFRE N
O I T S il < N I
AHIED 2~9 jk 0.5mg 1 mg 2mg . 0.5 mg 1 mg 2mg _
JH&E 10~17 7% 1 mg 2mg 4mg 1 mg 2mg 4mg
16 338 484 63.0 35.1 16.7 60.0 20.0 0
22/65) 31/64) (5181) (20/57) (1/6) G/5) (155) 0/5)
243 44.6 469 56.8 49.1 0 60.0 60.0 0
IGA (0/1) (29%65) (30/64) @6/81) 28/57) 0/6) G/5) 3/5) 05)
ESPES 40 3 369 313 50.6 38.6 0 40.0 20.0 0
(4/65) (20/64) @181) 257) 0/6) Q55) (1/5) 05)
538 38.5 359 46.9 404 0 40.0 20.0 0
5/65) (23/64) (38/81) (23/57) (0/6) /5) (15) 0/5)
163 56.9 734 76.5 56.1 50.0 80.0 80.0 40.0
(37/65) @7/64) (62/31) (32/57) 3/6) @5) @5) /5)
243 523 62.5 654 579 16.7 60.0 80.0 40.0
EASL75 (34/65) (40/64) (5381) (33/57) (1/6) G/5) @5) 2/5)
ESPES 40 38 477 53.1 58.0 49.1 333 60.0 40.0 20.0
(1/65) (34/64) @Rl 28/57) 2/6) G5) 2/5) (1/5)
538 49.2 50.0 56.8 544 16.7 60.0 80.0 40.0
(32/65) (32/64) (46/31) (31/57) (1/6) 3/5) @5) /5)

% (B0 x : FEEHIEE . HEENTED SRR
Al L Iaieiie 2 ik, SOMEREICH FEEROARIR RS S ~AT Lo, DRI & Sz

(Z24l)
TEBERIICEIT A EERIT. AFUCHER: 50.0% (60/120 B1) . AHKIFHERE 52.5% (63/120
B) . AHKIEHERE 50.8% (61/120 i) . 7" FEHREE 50.0% (61/122 i) (1ZFRD BV, EAeESIHR
11 DOEBY ThHoT,
LI, RO LI -oTe,
HEAERGT, AANCHER 1.7% /120 1 (KUESAE, 7 FE—HRERS 1), A




FF FHERE 0.8% (1/120 il [FARPREESRISEER T D EHAMED £ 1 F1)) . AFIEAERE 0.8% (1/120
B ARSI A~ L2 1 B) . 7T/ REE 4.1% (5122 5] (7 e —EEZ% 2 fi,
COVID-19, 2, BEAEM, 7 b E—MHEIERAS 1)) (58O v, ARG ERE 15 (A5
JIRI5s, AR BT~ L~ R) | TR AREE LB (BRARXD) (2 DWW TIIIRBREE & DRIRBMRIT A E
SN2 ol

B G IICE ST AEFRGYL, AFUSHERE 0.8% (17120 1) . AFKE FHERE 0.8% (1/120 f1) .
7T RRRE1.6% (2122 ) (ZERO BT,

RIVEI, AANERA EAF 10.0% (12/120 1) . ASAIHHERE 9.2% (11/120 1)) . AAlS HE#F 18.3%
2120 f5) . 7 ZBAREE11.5% (14122 i) (58D BT,

F 1 WTIDDOREC 2%, EICRO DA EFS (CEERY, MR TISER)

s, AFNEHH e AF R A e TR
(120 f51)) (120 f51)) (120 f51)) (122 f51))

SEVE 7(5.8) 11(9.2) 6(5.0) 10(8.2)
JEA 3(2.5) 5(42) 6(5.0) 3(2.5)
B 3(2.5) 4(33) 6(5.0) 541
BSlIBIEN 4(3.3) 5(42) 542) 6(4.9)
AROEREG 3(2.5) 4(33) 5(42) 1(0.8)
T 1(0.8) 2(1.7) 542) 2(1.6)
R 2(1.7) 2(1.7) 4(33) 1(0.8)
COVID-19 542) 5@42) 3(2.5) 4(33)
BIBR 0 2(1.7) 3(25) 0
RUE R 6(5.0) 1(0.8) 325 1(0.8)
BAE 0 0 325) 0
AN 1(0.8) 2(1.7) 2(1.7) 3(2.5)
TN 3(2.5) 1(0.8) 2(1.7) 1(0.8)
%* 3(2.5) 0 2(1.7) 2(1.6)

FYLMHRIEAE 0 0 2(1.7) 3(25)
ﬂlﬁ/‘ 3(2.5) 3(2.5) 1(0.8) 1(0.8)
i 1(0.8) 3(25) 1(0.8) 4(33)
[ 2(1.7) 2(1.7) 1(0.8) 3(2.5)
A TN 0 1(0.8) 1(0.8) 3(2.5)
A 4(33) 2(1.7) 0 0
Iz 1(0.8) 2(1.7) 0 4(33)
AR IRIEEE 9 0 2(32) 0 2(3.1)
U L HiiE 3(25) 1(0.8) 0 0
FEMED EN 3(2.5) 0 0 2(1.6)
PREGEG 2(1.7) 0 0 6(4.9)
7 N PR SR 2(1.7) 0 0 4(33)

B (%)
a) KPR RBRTH D78, LHEERE T HAFNEHIREE 62 {51, AFIFTIRRE 63 {4l Al TR 53
Bil, 77 eREE 64 A srREE LR

T =27 NA TR E CORFIGHNIT DA EFEFGUL, 77.5% (362/467 Hi) |Z38DH HIL,
FRAEFRRIFE 12 DLBY Tholz,

LI, RO LI -oTe,

EELAFEFLL, 6.6% Gl467 1 (7 b —PERER 3 6, Wil 2 Fil, FEMAESR, 77/
A FIER, IR, WHER ALEZ I, KOE SO, Bl LA RLBER T b &R
K. CAD A, BIEEERY:, KRIGEMEREERG:, Bk, ~L_ZMERIEZ, COVID-19, FEsf

O F—=5 0y M ATRERIERAROPIRE DS 52 BIGE LT L Shis,



PERITEIRT 2RSS E U, Bk, 7TF7 4 75 —i, BESIEmS, IR~ L2/
Bl LA MHEMEE BB IR, ARG, [BIHUE T A PO e, A L
Yu BT LVE—, A IREE LS FEREATEYT AR, U oSk ) ISR
BHHIL, HEMEMREE, BV SRS, BRI, AR R~
VAR ZK N BN DN TR & DR RERIIE E SR o Tz,

PG IRICE S T-AERGL, 2.8% (13/467 ) (ZERD DI,

BIVEFIE, 25.5% (119/467 f) 1238 BT,

K12 5 FILLHTRO DWAEFR (ZEMHRTSEH)

AFIBEE45] AFPe 5451

LA 67 ) e 67 )
COVID-19 88 (18.8) S ERIBAE 9(1.9)
R 66 (14.1) A NVAVERZ 8.7
R 51(10.9) MREER 8(1.7)
SER 46(9.9) Bl 8(1.7)
AU 43(9.2) Y Lo EE 8(1.7)
FEEL 34073 BT LLX— 8(1.7)
5 26 (5.6) HrREE 7(1.5)
A TN W 23 (49) ShER 7(15)
NEEESS 22 (4.7) PHR 7(15)
RER 20 (4.3) SRR 7(1.5)
M s 19 4.1) 7 bR RER 7(1.5)
i CPK 150 18(3.9) SR 7(1.5)
Ik 16(34) T LM 7(1.5)
T 16 (34) A REARIEEE @ 6(2.5)
- 16(34) HEEREE COVID-19 6(1.3)
BIEK 15(32) Ho 6(1.3)
i1~ 15(32) IS 6(1.3)
Nz 15(32) U U SEREE 6(1.3)
B 14 3.0) S SRR 6(13)
FOR 12(2.6) 7 LIRS 6(1.3)
g 12(2.6) AL 5 6(1.3)
RAfiZE 12 (2.6) B R S 6(1.3)
FJEE~ LS 1124) PP ER 5(L1)
B 1124) NREE 5(L1)
Pk 10(2.1) RiHHEZ 5(1.1)
FhiE 9(1.9) H BV 5(L1)
B 9(1.9) S 5(1.1)
e 9(1.9) e T 5(LD
H e 9(1.9) SARS-CoV-2 Hshl: 5(L1)
Tl 9(19) ETT 5(1.1)
FFEED F 9(1.9) VUi 5(L.1)
et 9(1.9)

B %)
a) IIRARERTH D720, LM Th AR 5451 236 1% 5y R FHLH
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