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1. [IUE®IZ

IO « LRMEOMERDT-DITIE, IR STEEFIC DV EIE R RO Hivd, S
DIZ, EFORVFEATOMANT IV | SUREI SO S BT 263 2 R KGR
SNDHHFT, TNHOER A BN - 325 BEF I SHEUICIR AT 2 2 L BB L 725 T8
0. RETBOER & SEEORAT R 2016 (FRk 28 4F 6 A 2 ARMREIE) 1I2BW\ T, HEFmoEK
s D OEGE HEEZ XD Z & & ShTnD,

FORERMT 29 A EIRA . SREMERSS R MY v 7 7 A VDBEAFOBEIR & B B 572
LZENDD, DD, AR OIS HEHA RS0 T TOM, HikERRM:
OREEELS ZT 5 2 NS BEITH UCTERT D & &b, BWERDS I L 2B s
7Rxtisg & B 2 L SRR e — B OB AT SR CER 5 2 ESEETH D,

L72Mo T, RAA RTA o Tlid, BIREEPEARL 2N E TITE BTV B ESEREA - Bl Rt
(ZHAE | LA T O ESE SO S 2 HEtE S D80 b B2 B 5 2 7 R OYEE S AR,

223, RHA BT A A%, IS TEUE NEIE L R G, NS AERAE N AR R 2,
—REFEENEANBART LA —0 - A EEN BAVNET LR —2 - S ENEN B AV
Bl OV A AR ERHE S OO b LAER LT,

KGR LR DEIS N TF =T

KRG 72 DNRESU TN, « BEAEER CRIRAA53727 b ©— MR &

KB LT D FER OV E « jA @5, NUF=7L L CTamg % 1 H 1 BRO#EST D, 7
B, BEOREIIS U T 2mg IZETH 2 &,
AN, 2 A EOBEIHAEIIS CANY v F =T L LTUR
OFGEH 1 H 1 ERAKST D,
+30kg LA dEHE, 4mg & L, BEOREEIZIG U T 2mg ([ZET 2

z&,
- 30kg A : HH, 2mg & L, BEOREBIIE U T Img [ZBET D
z&,

FOEIRGCHEE « AARA —T 4 U V) —kkA &t




2. AFIORHE, 1ERT

NYF=T7 (CAF, TARAF) 1%, KE Incyte #0372, ¥XAXF—E (LT, JAK))
FHERICH D,

AFNL, JAK-STAT ¥ 7 /UAREERIE & P D 3K TH 1 | JAK-STAT #RESIIHIIRETE U > ARR
TF | IL4, IL-5, IL-13, IL-22, IL31 55007 e —MEER (BT, [AD)) OFIEREFFIZRE D
BHYA NIA L DFERY T IREREED—>TH 5 (J Allergy Clin Immnol 2017; 139: S65-S76)
ZEMmD, AD TR L TIRIERIR 2~ 2 L i S D,



3. BEEREUE
1) BEFBECOIRA 2707 ek (AN KON2) | UNE) OFGERHZRHT 21T~
7= B RRER O RG22 7R T,

1) BEARECHREART5727T PE—MEER (BA)
ERSLRZEMERER (BREEZE-AD7 3ER)

[FREOBE]

Moderate potency (AFRIZHIFT DA TIEI T 4 T A~A a7 7 ZRAMEY T D) BLEORT
aA RAHEE (AT, ITCS)) TR 372 PEEEN S EED AD B (HERFIHE 300 #] (458
100 1)) %G, TCS i N CORANDAEIMER LB AR 2720, 77 2R i Es
b —HERIA TR GRS B, 8E, N V%, 10 OED Il CHii S,

ik - AR, AFI2 mg, 4 mg) T 78AR% 1 H 11816 BEFERO#ET 52 L LRESH
Tro N—=RTA D2 B GHVIEREER) T 48 (RERER) /i S HEEZ RS AD
IR AE I35 2 b & &, 14 HYL LR SRR 218 U OB SO 2 L s &S
Too Flo. N—ATA UL Y TCSIERADAE L, BAUCR L7552 Z & & sh?,
it % S MEIRASFEER L 7235510, 5 2 RIS SRR TR S v,

Fe5- 16 IZOERIC LD BMEHIA 27D 1 LUR)o_—2 T A )b 2 PR U7 pines
DOEE IGAO/N)ERR) M OVEE DREIEIRE A2 2 7L L2 EASI AT H3_—2 7 A L5 T5%
DL RS UT-ipE oFE (BEASI-T5 3#503%) 2% co-primary endpoint & 4172,

RG LI B BAEIT 18 LA ED AD BBE T, A7 V—=V VIR TOREER-T2 L LS
77
(728
> KERERPERIZ L DA RTA NZ3ESE 12 W ALIERTIZ AD &2
> IGA Z=7 3LLE, EASI 227 16 LLE, REEFIZHD 5 AD JWADEIE 10%L)
> 6 IHLIZ TCS TR T2 THDEDRERDH D : TCS TRRA TS LI, Moderate

potency LA 10D TCS (MEETIG U Ty =a—1 VESHE (LIF, [TCl) 2800 %4
BTG CHEE SN D BB OWT N EN OB L Th, iz ar e
—/L (B : IGA A=27 2 LLF) T&E/AW, T AD TR 2 2FHRFR TR Thd T
L LERIN,

D4 mg BEZEND 11T SNIARE O 5 B, BHEREREE @0=eGFR<60mL/y/1.73m?) %A DPBREITIE 2 mg 238G Sz,

D FREROTEEMEDSEN IR LT R Y 7 A2/ 8 01%27 U —2 CUIRFREEDIID TCS, AFRDFETIIIT 4 T A~A K
0y 7y ZAEET D) &1 B 1TEREH L, AU LIZ#%Ict Ra g 2 25%0E  CUIRRREDRIO TCS, AFNIC
BUIFLBETCIEY =T ~IT 4 T L7 TAKET D) G0 Fx 1 B 187 BEER%, Fibd2 28 &nd-, BRLS
AiE. RV T A/ v 01%7 U—2 CUIRFEEDZNIO TCS) XLk Ru T 2 5% kE CUIRIEEOZIO TCS) %
BB & & &N, 60 TCS TR L2V AT, Highpotency AFIO/PETIZA hrr /' ~_Y—2 ks 52|
FIY%92) LD TCS IC L ARFIRR AR5 2 & &S,

3 High potency LA L0 TCS XV BHA L, Tt LW EAIIAEHIRRER AT a4 REIEHMFERT v MGy
) ORGMTIREL ST, BETAREREMIT LI alcid, DIBoRBIRTI T A1ABEROB ST Shrs,

4



[#=R]
()

FEMED co-primary endpoint T 5516 RIS 5 IGA (0/1) R M OV EASIL-75 EERERIL
F1OEBYVTHY, TR 4 mg BEE OXEEICRO T, WTHOFHIE B IOV T Hhit
RHEACE R ZENRO DI, 7T R REHIRT D 4 mg BEOEEUIE)SREE Sz,

F1 AIMEOTLRHKIE R OplidE (TT £, NRD

2 mg £ 4mg #f 7T wiRkE
516 MEFIC I 1T 5 IGA(0/1)iERK = 23.9 (26/109) 30.6 (34/111) 14.7 (16/109)
T TR REELE D [95%CI] 92[—14,19.5] 16.0 [4.9,26.6]
AR p 0 0.083 0.005
516 WIFIC 51T D EASI-75 KR 43.1 (47/109) 47.7 (53/111) 229 (25/109)
TTRRIEE D7 [95%CI] 202[7.7,31.8] 24.8(12.2,36.3]
L p D9 — 0.005

% (B0

a) M, X—AT7ADICGA A7, AL L Li-a VAT ¢ v 7 RURET IV
b) Hisk, ~—2F AL DIGA 2= T, B, R—ATA VO EASI AT RIS LimnD2T ¢ v s HRET L
¢) A EKUERM 5%, (RAUREDLREIEDOTHE ke LTY T 7 4 IVT 7 a—F (BiomI2011;53:894-913) HHHW BT,

(z244D)

HEFSIT, 2 mgRES56.0% (61/109 f51) . 4 mg BE57.7% (64/111 H1) |
IZRD B, FRFRIIR2DEBY ThoTz,

B

FEL IR B o7z,
R ESFZT 2mg B 1.8% (2/109 B) . 4mg £ 3.6% @/111 1)) . 77 EAREE3.7% (4/108 f31))

(ZRD I, 2mg BE LB (7 b —MERZE2%) . 4mg BE 1 41 (TZERE) |
T IIEEREE & DORIRBHRITESE Se o7z,
HIRICE S HERSIL, 4 mg BE4.5% (57111 1))

7T X MRS

(22U

T BREE0.9% (1/108 45) |

77 B REE38.0% (41/108

TR REELH (R

\—uu_, y) %mfuo

EWERIL. 2mg BE21.1% (23/109 f51)) . 4mg B 18.0% (20/111 f51)) . 7°7 & AEE 12.0% (13/108 1))

\— D‘LA\ &5 % ﬂfuo
F2 DT OREC 2% RO DN EETS: (LRI EEN)
2 mg #f 4mg #f TR 2 mg #f 4mg #f TRt
L (109 451 (111 1) (108 1)) S (109 1)) (111 1) (108 f51))

IR 12 (11.0) 17 (15.3) 13 (12.0) i 1(09) 327 1(09)
FrIR 4(3.7) 6(54) 0 PR 2(1.8) 2(1.8) 328
FIfE~I LA 4(3.7) 4(3.6) 0 FEEN 0 1(0.9) 3(2.8)
S 109 4(3.6 109 AEAREY 0 1238 0
el 0 4(3.6) 1(09) 1 CPK 51 328 0 0
B 8(73) 327 2(1.9) IR 12.6) 0 0
il LK 1(0.9) 327 3(2.8) T LV R 0 0 3 2.8
B (%)

a) HERIRF R R L U ORI Qmg B39 i, 4mg 36 B, 77 &R 38 1)




ERSLFEIERSR (BREEZE-AD4 358
[FRBROEE]
Moderate potency LA £ TCS THhEAYSy, 2307 0 AR U o CRRAH T2 el o
DS 7 1 AR Y U HHERE SR FRESE)S S BEED AD B (BAEEIH 500 61 (1 mg & 100
B, 2mg #£200 51, 4mg B 100 1, 7"FBAREE100 1)) ZxBIC, TCS U F COARKIOFHNE
ROZEMAERGETT D7), 77 2R REEA —EE I TR GRS A A, MY, 7
T VN, 14 OEIHI CE S,
AsABE 2 B (B 52 BE T ZEHEREL &5 52 H~200 £ T : fkgiR G (CEER)
MO S, ZEERIOMNE - HEIE A 1 mg, 2mg, 4mg" )37 T RE 1 H 1 ERRH
BT DL ERESNT, X—ATA O 2 GMIERED) . 4 (SEIEEE) U
W 515 CERAD B DRI ABRS AD 1B A TR 5 2 & &S, 14 BELERID D
FREIT 2 00 U CPRBAMN SRR DT 2 2 & L S, Fio, =R T A1 VREL Y TCS 1R % Btk
L. WEBPCR L7 AIFHIET 5 2 & & S, Mtz ERSFEBL L7355, Bakiasd
INFPR S AT, ke GIHD T - IR, IGA 2 =07 B IE DA IS 1 1) | A 1 mg, 2mg,
4mgVXI7 7R % 1 B 1 EREAREGT 52 L ERIESNT
$eh5:16 WRFZ 31T % EASI-75 SRR FEFHEE & S,
RG LI B EEIT 18 LA ED AD BB T, A7 UV —=V VWAL T OREMERT-T2 L LS
7
(7R
> KEREREEARIC L DA RTA AZESE 12 W HLLERNC AD L3207
> 1GA A=7 3LLE, EASI A7 16 LLE, REEFIZ S 5 AD JWADEE 10%L)
> 6 HALUWNIZ TCS TREARTTHD BEDOFENH D : TCS THERA+4r L 1%, Moderate
potency LA LD TCS (WMELZ)G U ThL Y =a— 1 UIESNHE (LIT, [TCl) 2800 % 4
DU SCE CHER SN 2 e R OWT AN FOIBER L Ch, a2 br
—L (B IGA A2 7 2 LLF) TXAW, T AD ITKT HeFHRE RN+ ThDH T
L LEFRINT

> 7 a AR AL DIEEPIFAN 3 XITANERE T D FOFHRNAH L 7 ARY
X DI L 1L, 27 v AR Y VAN HIEHYE, FHITa s he— L REOEI
JESEDEEHIRAE, ~ 7 0 AR Y A X DA SR WEWERE L < IR R~DREES
FERBYYED Y A7 BT 2 2 &L UG LEIMME Sh T b 2 L LER SN, v 7
0 AR CTHRAT L, 2.5~5 mgkgday D7 1 AR LAAREIC LY 6 B CUTS
FSCETHESNTOAEIM) DINICEEZ 2 ha—/L &RV, T 5 mgkg/day B
JUARY UBEEL TR H T LERENT, £, AHTIIULRITNE #ERE T OF
WD 7 1 AR Y AT L DIBEICFERE L TRV E S SIIATRE L ST,

4 High potency LA D TCS RUSEEMREE L W BlEA L. T+ 0s LW EAITEIREER (RO TR o5
MAffgd SN, HHEEIMTIHAFIROB G 2Tl L, DEHIARGEAER LA o5 2 hikd5 2 L L &h
72



(R
()

MO TEZUEH Ch %5 16 WEFZISIT 5D EASLT5 ERGRITE 3 DBV THY ., 77

TARREL dmg B & ORI Z B CTHEEHFRNCHA ERZED GO AL, 77 BRIk 5 4mg B

DOESEMEDSRRE S FU7,
R3 AR FEFLIE A OpkfE (ITT 46, NRD
1 mg #f 2 mg #f 4mg #f 7Tk
2 5. 16 BRI B EASI-T5 Sk R 22.6(21/93) 27.6 (51/185) 31.5(29/92) 17.2 (16/93)
T T uREEE D 54 104 143
[95%CI] [—6.2,16.8] [—04,19.7] [1.9,262]
RS p 9D — 0.078 0.032

% (B

a) Hilk, ~—RAFA L DIGA 237, BERE N—RTFA LD EASI A3 T FHIAEE L LI-n AT ¢ v/ [EIFET L
b) AEARUYERN 5%, ARDUREDLEMEDOFHE L LCT T 7 4 ANT 7'm—F (BiomJ2011;53:894-913) 23T 57z,

(ZZ2elh)

PG 16 R E COFEFGUT. 1 mg#E62.4% (58/93 ) . 2mg £ 67.9% (125/184 ) . 4 mg

750% (69/92 ) . 7Tt AR 53.8% (50093 ) IZEROHHIL, ERFLIIR 4 DEEBD ThoTz,

FECITRED bR T,

B FERRIL Img BE43% @93 41), 2mg#E1.6% (/184 ), 4mg ¥ 6.5% (6/92 f5)), 7
FRARHE22% (293 B1)) ([TFRD LI, 2mg BEL B (O P E—MEEUER) . 4mg BE2 6] (7 b e

Befg%, 7 RUBKERGY . 7R 1B (7 M E—MERERIAR— A7) (IZOWTIHREREE L

DEFBHRIIEE S g7z,

HIRICE S T-AEEGHT, 2 mg BF 1.6% (/184 1) . 4 mg B 1.1% (192 f5) . 7" F7&AREE 1.1%

(1/93 f51]) |ZERD BT,

EIWERIE. 1 mg#E269% (2503 f5), 2mg B 26.6% (49/184 ). 4 mg #E27.2% (2592 1)), 7
FHREE23.7% (2293 ) T3 BTz,

F4 VT OEET3%ULBD DNAFTFR (5 16 B8 E T, ZRMHRITHGER)

1 mg & 2 mg B Amg#t | 7T uAEE 1 mg & 2 mg A Amght | T AR

S (93 f41)) (184 141)) (92 141)) (93 141)) B (93 f41)) (184 141)) (92 1)) (93 f41))
R 10 (10.8) 26 (14.1) 24 (26.1) 12(129) | s 0 7(3.8) 2(22) 0
el 8 (8.6) 11 (6.0) 7(7.6) 6(6.5) FPAREE 5(54) 6(3.3) 2(22) 1(1.1)
A TN 3(32) 8(4.3) 6(6.5) 2(22) RGERRGE 1(L1) 6(3.3) 2(22) 0
TR 1(1.1) 6(3.3) 5(54) 3(32) W5 2(22) 2(1.1) 2(22) 3(32)
AL 3(32) 422 5(54) 332) Ik 1(1.1) 6(3.3) 1(1.1) 0
R 1(1.1) 3(1.6) 5(54) 2(22) 11 CPK #50 3(32) 2(1.1) 1(1.1) 2(22)
B~ LR 0 4(22) 4(43) 1(L.1) LSy 1(1.1) 2(1.1) 1(L.1) 3(3.2)
AP 0 0 4(43) 0 NFEFZE 0 2(1.1) 1(1.1) 3(32)
M 1(1.1) 6(3.3) 3(3.3) 3(3.2) FEEHR 6(6.5) 6(3.3) 0 1(1.1)
iR 1(1.1) 422) 3(33) 0 o 0 2(1.1) 0 3(32)
bR 2(22) 422 3(3.3) 332) IR IAEE 3(32) 1(0.5) 0 0
AR 1(1.1) 2(1.1) 3(33) 1(1.1) KF7A4 74 0 0 0 3(32)
AR 1(1.1) 1(0.5) 3(33) 1(1.1) B (%)




BREEZE-AD7 888, BREEZE-AD4 BRI Z81T 2 A 2MEEHMIEE B DGR
BREEZE-AD7 il } ) BREEZE-AD4 i&BRIZ 31T D T 72 B3R H OBGE ORI 5 &
NE6DLEBYThoT-,

#5  TCS PHHRERCIST £ T2tk B O (ITT £, NRI)

) BREEZE-AD7 #&8% BREEZE-AD4 #8%
! 2 mg B 4mg B 77wk 1 mg B 2 mg B 4mg B 77wk
23 7.3 (8/109) 11.7 (13/111) 7.3 (8/109) 7.5(7/93) 43 (8/185) 7.6 (7/92) 22(2/93)
434 174 (19/109) 19.8 22/111) 5.5 (6/109) 7.5(7/93) 9.7 (18/185) 16.3 (15/92) 4.3 (4/93)
IGAO/) 8 if 23.9 (26/109) 252 (28/111) 7.3 (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) 12.9 (12/93) 15.1 (28/185) 21.7 (20/92) 9.7 (9/93)
3238 — 21.6 (22/102)? — 15.1 (14/93) 14.1 (26/185) 13.0 (12/92) 14.0 (13/93)
5238 — 23.5 (24/102)) — 16.1 (15/93) 12.4 (23/185) 16.3 (15/92) 14.0 (13/93)
PR 19.3 (21/109) 26.1 (29/111) 8.3 (9/109) 16.1 (15/93) 11.4(21/185) 18.5 (17/92) 32 (3/93)
43 26.6 (29/109) 38.7 (43/111) 11.9 (13/109) 17.2 (16/93) 19.5 (36/185) 31.5(29/92) 6.5 (6/93)
EASLTS sk 8 3 33.9(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) 31.5(29/92) 17.2 (16/93)
32 — 45.1 (46/102)9 — 25.8 (24/93) 254 (47/185) 25.0(23/92) 183 (17/93)
523 — 34.3 (35/102)? — 22.6(21/93) 20.0 (37/185) 25.0(23/92) 204 (19/93)
23 477 (52/109) 649 (72/111) 24.8 (27/109) 344 (32/93) 40.5 (75/185) 51.1 (47/92) 22,6 (21/93)
43 66.1 (72/109) 74.8 (83/111) 33.9 (37/109) 43.0 (40/93) 53.0 (98/185) 60.9 (56/92) 26.9 (25/93)
EASESO SRk 8 if 63.3 (69/109) 74.8 (83/111) 44.0 (48/109) 462 (43/93) 53.5 (99/185) 62.0(57/92) 32.3 (30/93)
’ 16 18 64.2 (70/109) 70.3 (78/111) 413 (45/109) 452 (42/93) 51.4(95/185) 522 (48/92) 35.5 (33/93)
3238 — 63.7 (65/102)® — 39.8 (37/93) 43.8(81/185) 402 (37/92) 28.0 (26/93)
5238 — 54.9 (56/102)® — 37.6 (35/93) 35.1 (65/185) 32.6 (30/92) 25.8 (24/93)
238 4.6 (5/109) 6.3 (7/111) 4.6(5/109) 7.5 (7/93) 32 (6/185) 54(5/92) 0(0/93)
43 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)
BASLO0 S % 8 i 15.6 (17/109) 18.0 (20/111) 4.6(5/109) 6.5 (6/93) 54 (10/185) 152 (14/92) 32 (3/93)
16 i 16.5 (18/109) 24.3 (27/111) 13.8 (15/109) 8.6 (8/93) 10.3 (19/185) 14.1 (13/92) 6.5 (6/93)
3238 — 21.6 (22/102)» — 14.0 (13/93) 10.8 (20/185) 14.1 (13/92) 10.8 (10/93)
523l — 17.6 (18/102)? — 14.0 (13/93) 9.7 (18/185) 14.1 (13/92) 11.8 (11/93)
2 23.7(23/97) 33.0 (33/100) 154 (16/104) 14.1 (11/78) 13.9 (23/166) 22.4(17/76) 477 (4/85)
43 34.0 (33/97) 52.0 (52/100) 10.6 (11/104) 192 (15/78) 24.1 (40/166) 40.8 (31/76) 8.2 (7/85)
Z 9FENRS =4 /5 8 if 30.9 (30/97) 47.0 (47/100) 154 (16/104) 17.9 (14/78) 23.5 (39/166) 4.1 (32/76) 8.2 (7/85)
SRR 1631 38.1 (37/97) 44.0 (44/100) 202 (21/104) 23.1 (18/78) 22.9 (38/166) 382 (29/76) 82 (7/85)
3238 — 40.7 (37/91) — 20.5 (16/78) 163 (27/166) 22.1 (17/77) 12.9 (11/85)
5238 — — — 23.1(18/78) 12.0 (20/166) 169 (13/77) 12.9 (11/85)

% (B . @ :BREEZE-AD7 JXUNAD4 S8R0 FERHIEE 3% : BREEZE-AD7 #Biod FERHMIPEH, — : 7—X 72 L
a) BREEZE-AD7 7> Hilkfoete 53 BRI AT LI HEBRE ORGR - (fikseke 53880 5- 16 KUY 36 EIRFORHE)




6 TCS BEHRIRIC I 2 /AT H OBk (ITT 831, NRL AN

) BREEZE-AD7 &R BREEZE-AD4 34
g 2 mg £ 4mg Bf W iy 1 mg Bf 2mg A 4mg A TS e AREE
23 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 (220) 13.6 (3/22) 0(0/21) 6.3 (1/16) 94 (3/32) 18.8 (3/16) 0(0/15)
N 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/ i 16 8 (%) 15.0 (3/20) 9.1 (222) 9.5(221) 12.5 (2/16) 18.8 (6/32) 18.8 (3/16) 0(0/15)
3238 — 11.8217)® — 12.5(2/16) 6.3(2/32) 12.5 (2/16) 133 (/15)
5238 — 11.8 (217) — 0(0/16) 3.1(1/32) 18.8 (3/16) 13.3 (2/15)
23 20.0 (4/20) 22.7(5/22) 95221) 31.3 (5/16) 12.5 (4/32) 43.8(7/16) 0(0/15)
43 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 ik 8 i 30.0 (6/20) 22.7 (5/22) 9.5 (2/21) 18.8 (3/16) 28.1 (9/32) 50.0 (8/16) 133 (2/15)
1638 (&) 55.0 (11/20) 22.7(5/22) 19.0 (4/21) 18.8 (3/16) 31.3 (10/32) 438 (7/16) 6.7 (1/15)
321 — 353 (6/17)° — 25.0 (4/16) 344 (11/32) 313 (5/16) 20.0 (3/15)
5231 — 17.6 3/17)® — 18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 133 (2/15)
23 50.0 (10/20) 59.1 (13/22) 28.6(6/21) 43 8 (7/16) 56.3 (18/32) 50.0 (8/16) 40.0 (6/15)
43 80.0 (16/20) 54.5 (12/22) 38.1 (821) 50.0 (8/16) 68.8 (22/32) 50.0 (8/16) 333 (5/15)
FASLS0 i s 8 i 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)
163 65.0 (13/20) 409 (9/22) 333 (721) 43.8 (7/16) 59.4 (19/32) 43.8(7/16) 26.7 (4/15)
323 — 58.8 (10/17)® — 37.5 (6/16) 59.4 (19/32) 37.5 (6/16) 26.7 (4/15)
523 — 529(9/17)° — 31.3 (5/16) 37.5(12/32) 18.8 (3/16) 13.3 (2/15)
23 5.0 (1/20) 45(1/22) 95221) 12.5(2/16) 3.1(1/32) 12.5 (2/16) 0(0/15)
43 10.0 (2/20) 9.1(2/22) 48 (121) 12.5 (2/16) 94 (3/32) 25.0 (4/16) 0(0/15)
EASL90 Sk 8 i 10.0 (2/20) 45(1/22) 48(121) 12.5(2/16) 6.3 (2/32) 12.5 (2/16) 0(0/15)
’ 16 18 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) 13.3 (2/15)
5238 — 59 (1/17)9 — 6.3 (1/16) 3.1(1/32) 12.5 (2/16) 13.3 (2/15)
23# 222 (4/18) 35.0 (7/20) 143 (3/21) 20.0 (3/15) 214 (6/28) 25.0 (3/12) 0(0/14)
43 333 (6/18) 40.0 (8/20) 0(0/21) 20.0 (3/15) 357 (10/28) 250 (3/12) 0(0/14)
Z 9FENRS=4 /5 8 i 222 (4/18) 35.0 (7/20) 48 (121) 20.0 (3/15) 32.1 (9/28) 25.0(3/12) 0(0/14)
SR 16 1A 333 (6/18) 15.0 (3/20) 48 (1/21) 13.3 (2/15) 25.0 (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)
5238 — — — 20.0 (3/15) 143 (4/28) 83(1/12) 7.1(1/14)

% B0 . @ : BREEZE-AD7 KOVAD4 SRBROEEEHIFER 3% : BREEZE-AD7 RO EFHIIEH, — : T —X 7L
a) BREEZE-AD7 #5)> DAk iR CHAT L7 ORGE  (filseke 5o e - 16 0836 JEIRFORGE)




2) BB CHERTR72T e —HEER (IR
ERSEFSSIAERER (14V-MC-JAIP (BREEZE-AD-PEDS] 3AER)
[FREROBEE]
Moderate potency LA 0D TCSYZE TRIRA A7 72 TEEREN B EFED/ L AD 5 (BAEHIEL 440 51
(BRE 110 B)) Z%BRIT, TCS DB T TOF T 1 RITH T HAFIOA MR Ozt 2 it
T 57, 7T R R AL T EERIATRHMIEGS AR, R—F R, 7B %
D 17 OE Tk CHEf <472,

AREE, BICTHEERY (516 MET) KORMMEG 58 (5 16 2> H 55 268 i)
QU R RV gWie

TEBERMIORE - BRI, AFIRA R, PRHEE L EARE &7 NETT'RE 1A 1E
RO+ L EREShL,

Bk 5O ML - i, —HEERIICBT 2IEREEIC L -T2z | —HEMRIIC
RO 2219, 516 FHZ IGA A 73 2 LIT & /e~ 7o (VAR Z—EEM) 1%,
BT CEERI oMk - HEZT 22 & &S, —F, —EHERIICRGaRE
ST U <G 16 HIRAZ IGA A7 032 LU &7 b leh o 7o gdias, X EHEM & [l
DRVE « RS SRS 16 BLEIC IGA A7 78 3 UL 4 (B LT E. FEER T
ARIEAEEY 1 H 1 ERAKSG T L L Shik,

R—=2F A D 14 ALL R DRERIRE 28 LT, RSB T 5 2 & & s,
Fio, A7V —=0 DX W BIE S 72 TCS Z0/NHIKIC LA IERS & BRMG L, W UR L 7= R
FUCHR, kT & kST,

&7 AKIPRGFEOH R

i F5H00P) AHIME R A R R A P
2 54 L 10 Al 05 1 2
(PRI - me e e
10 FELA L 18 Al | P 4
G e me e

2516 HRFD IGA (0/1) @R FERHIE B & S,
XG0 B A, 2P 18 AR D AD [T, AV U —= U JHHILL R ORMEA7-3 2
Llah,

SWHO D%h7153%5 (WHO Model Prescribing Information: Drugs used in Skin Diseases. World Health Organization; 1997.p117-8) Z35% TCS

75 A5, N AD BIRITA BT A AZEES S T FOFR EGEN 5,
lowpotency : 7 —2 16T 4 7 L/ moderatepotency : X7 1 7 LA MY Shighpotency 1 T 4 T ALY —R by
7 /ultra high potency : A k&7 A k

O VRBREHT (U3fH) [ERTOHIERC & 0 | (FEFIK O ow YT moderate potency 0 TCS Z{FH LT HIRE) ke U LB L4 B AT,
high /3 ultra high potency ¢ TCS %132 Z L AFFA SN, F7. high /T ultra high potency ¢ TCS % LT H 43t
LARWGATHARER G A IR L, SRS B0 IR A5G35 2 L3TREE Sz,

DAY Y == TRBERS— AT A RBED 8~35 ARNIERE ST,

8 27 V) —= U TR, A DOBRE LT L K=y a7 U—25 05% (AAROBATIEIY +—27 7 T A, WHO ZA T
low potency) KUt R /Lo VBT A7 VERE 0.1% (AADSETILI T 4 7 457 Z A, WHO 4345 Cl3 moderate potency)
DNRBREIEE D DI S, N—A T A VIR TIRREE () EMORERIGENMERT 2 2 & L&z GMEOBERE T LT
BREEEE DR 10D TCS DMt &), ~—A T A L LIKEIE moderate potency 0> TCS 2895 2 & & SHiz, KGO AL (A,
ST, TS, BTes) M UNZIEZENED & DA ZIE low potency @ TCS, TCI XUIIANARAR VAT Z—F 4 BHEAIOMANH
w3,
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(TR
> KERFERFRICE DA R4 TS 12 WALERT Q gl E 6 iRmOY% A% 6 4
ALLERD (ZAD E72H
» IGA 2=7 3L L, EASI 2=7 16 LA b, (AR S5 AD IWAEDEIG 10%LL E
> 6 W AURNIZLLFOWT I E T 2 ESEEIC L VR TE S
v" Moderate potency LA 10D TCS % 4 JA SU T SGE THERE S T S i R G-I oW
AL ORI L CHEEBIEEMEIMEN VRRE (5] : IGA A2 7 2 LLF) A CX
720, D TCL % 4 MU TR SGEE THERE S T D IR R GHIR O Wi
O U CHORBIGEEDMEV REE (] : IGA A =7 2 LIF) &R CE VT
TCI Nt TH 5
v o eEEE CVaRxRY . ANNeX— L TYFATY o LT arTe
AR, Ravz /Ui 7 =F)VE) ICL0iBR Lo T

[#R]

(FHME)

BIMEDTEFHIEE Th 585 16 HRAZIHIT 5 IGA (VDERSERITER 8 DEBY THY, 77
T AHE & A ERE L DXt I B TR ARNCH BREDRBD b, 77 BRI DA%
B BB S v,

=8 MO EEHIFE R OpGE (TT 4R, NRI)

AFNEH B AR FH B AF R TRkt
P2l 16 R 2RV 5 IGA (0/)EERER 18.2 (22/121) 25.8 (31/120) 41.7 (50/120) 16.4 (20/122)
EREN | T eREEE DZE [95%CI 1.8[—7.8,114] 94[—09,19.6] 253[13.9,35.8]
R p i — 0.1181 <0.0001
AAN P25 16 28T 5 IGA (0/)EERER 10.0 (1/10) 30.0 (3/10) 11.1(1/9) 0(0/9)
TR | T RREEE D7 [95%CT] 10.0[—21.0,40.4] 30.0[—5.6,60.3] 11.1[—202,43.5]
% (B

a) HOE (N, AAZOfh) | N—ATA UAEORBOHEIEE (IGA3, 4) | i (10 mekim, UL ROWEGREBBIERE Licn VAT 1 v

e

b) B EKUEEIHI 5%, EREDSEVEOFREEI AL LTY T 7 4 L7 7 a—F (BiomJ2011;53:894-913) AN 67
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F7-. ERAIEEMIEE OHERBIZER 9 DL BY ThoT-,

AR L < IHBBEEE A TUE, SUTEREM AR IEEROAR G BB 5T LI s, DRI & Shuz

(Z4=h)
THEERICRIT AR ESFSIL. AFUCHERE 50.0% (60/120 1) . AFITHERE 52.5% (63/120

B . AFA

R 50.8% (61/120 ) |

1HDOELBY ThoT,
V) LIRS 7L\_o
HEELAESRGIT, AFNSHERE 1.7% /120 6 (KESEE, 7 SeE—RERE 1 H))), A&

FETIX

12

7T REE 500% (61/122 )

#9  FAEWEHIER O (TT 4EH)
AAEER HAR NG EER]
. AFE e ARFIRE s
R e e aie | O e e e | o
AFEED 2~9 7% 0.5mg 1 mg 2mg o 0.5mg 1 mg 2mg
HE 10~17 7% 1 mg 2m 4mg 1 mg 2mg 4mg
43 9.1 142 25 57 100 400 0 0
1GA (0/1) (11/121) (17/120) (27/120) (7122) (1/10) (4/10) 019) 019)
e 238 165 242 325 189 0 10.0 11.1 0
4(NRI) N (20/121) (29/120) (39/120) (23/122) (0/10) (1/10) (19) 019)
163 182 258 417 164 100 30.0 11.1 0
(22/121) (31/120) (50/120) (20/122) (1/10) (3/10) (1/9) 0/9)
43 157 275 350 172 30.0 60.0 66.7 333
EASLTS (19/121) (33/120) (42120 (21/122) (3/10) (6/10) 69) (39)
ey 1238 289 375 50.0 31.1 30.0 50.0 66.7 556
(NRD) ® (35/121) (45/120) (60/120) (38/122) (3/10) (5/10) 6/9) (519)
i 322 400 525 320 30.0 40.0 444 444
(39/121) (48/120) (63/120) (39/122) (3/10) (4/10) (4/9) (4/9)
R % B | K FEREEEE ., BN . SRR ORGE
a) BFIERABLG, SOTEBRE U < AR G4 il L7y, DI Eesh & &
Tk 5D L AR 2 — BRI 5 LA EEHIE B OHESI3EE 10 OBV THo
72
#10 $h5 52 BRFE COFAAMERHMEE Ot (L AR 2 —4EF], NRI)
AREER] HA NGB EER]
. AFE N AFIE e
e FRE | dmE | mAE | O T mmR | waR | mRE | 0w
AFHED 2~9 5% 0.5mg 1 mg 2 mg _ 0.5 mg 1 mg 2 mg _
JHE 10~17 75 1 mg 2mg 4mg 1 mg 2mg 4mg
163 338 484 63.0 35.1 16.7 60.0 20.0 0
(22/65) (31/64) (51/81) (20/57) (1/6) (3/5) 1/5) (0/5)
2458 446 469 56.8 491 0 60.0 60.0 0
IGA (0/1) (29/65) (30/64) (46/81) (28/57) (0/6) (3/5) (3/5) (0/5)
TRk 4038 369 313 50.6 386 0 40.0 20.0 0
= (24/65) (20/64) (41/81) (22/57) (0/6) 2/5) (1/5) (0/5)
523 385 359 469 404 0 40.0 20.0 0
(25/65) (23/64) (38/81) (23/57) (0/6) (2/5) (1/5) (0/5)
1638 569 734 76.5 56.1 50.0 80.0 80.0 40.0
(37/65) (47/6%) (62/81) (32/57) (3/6) /5 4/5) 2/5)
24 3 523 625 654 579 167 60.0 80.0 40.0
EASI-75 (34/65) (40/64) (53/81) (33/57) (1/6) (3/5) (4/5) (2/5)
EERCE 408 477 53.1 58.0 49.1 333 60.0 40.0 20.0
= (31/65) (34/64) (47/81) (28/57) (2/6) (3/5) 2/5) (155)
2 492 50.0 56.8 544 167 60.0 80.0 400
(32/65) (32/64) (46/81) (31/57) (1/6) (3/5) (4/5) (2/5)
% (B0 . % : EREIEE . HEENTE . EERHIRES

WZERD HL, Tl giRIIER




FHFHERE 0.8% (1/120 41 [HRARICEER D RERMED U 1 41)) . AFE HERE 0.8% (1/120
] (R IR EA~ L~ X 1 ). TR 4.1% (5122 4] (7 ke —MEigEse 2 5,
COVID-19, BB, BERARX, 7 b E—MERERE 1)) (S50 HiL, AAISHERE 6] (AR
MR35 ARER AT~ LA R) | 7T REE 1B (HEARED) 2OV TIIIEEREE & O’ R RBEMRITE E
INZgho Tz,

B G RICE ST EFRIE, AANRHERE 0.8% (1/120 #1) . AFlEHERE 0.8% (1/120 f1)
TR REE1.6% (/122 ) 12D S,

RIVERNE, AANERHIERE 10.0% (12/120 1) . AFIFFERE 9.2% (11/120 1) . AHE 2R 18.3%
Q12041 . 7T E2REE11.5% (14/122 ) (ZFBD BT,

F 1 WTIDOEET 2%, HIZRO LN AHHE (CEHERH, Lot S4ERH])

e, AFINE R AH P R AF e e 7 s 2
(120 51) (120 i) (120 {51) (122 f31))

SEE 7(5.8) 11(9.2) 6(5.0) 10(82)
)i 3(2.5) 5(42) 6(5.0) 3(2.5)
& 325 4(33) 6(5.0) 5(4.1)
-IEBER 4(3.3) 5(42) 542) 6(4.9)
RGERG 3(2.5) 4(33) 5(42) 1(0.8)
Xl 1(0.8) 2(1.7) 5(42) 2(1.6)
LR 2(L.7) 2(1.7) 4(33) 1(0.8)
COVID-19 5(42) 5(42) 3(25) 4(33)
B2 0 2(1.7) 325) 0

SR 6(5.0) 1(0.8) 3(25) 1(0.8)
BRI R 0 0 3(2.5) 0

K 1(0.8) 2(1.7) 2(1.7) 3(2.5)
TEEL 3(2.5) 1(0.8) 2(1.7) 1(0.8)
B 3(25) 0 2(1.7) 2(1.6)
YRS 0 0 2(L7) 3(2.5)
NHEEZE 3(2.5) 3(2.5) 1(0.8) 1(0.8)
Miks8 1(0.8) 3(2.5) 1(0.8) 4(33)
N 2(1.7) 2(1.7) 1(0.8) 3(2.5)
A TNz 0 1(0.8) 1(0.8) 3(2.5)
RAfi 4(33) 2017) 0 0

=pms 1(0.8) 2(1.7) 0 4(33)
A i REE @ 0 2(32) 0 2(3.1)
Y L NEiHE 3(2.5) 1(0.8) 0 0

FERD FEN 3(2.5) 0 0 2(1.6)
SRS 2(1.7) 0 0 6(4.9)
7 NS 2(1.7) 0 0 4(33)

B (%)
a) MRSV HR TH BT, IMEHERE T o DAFUAIERE 62 Bl AFIHHAIEERE 63 Bl AFImARRE 53
B, 7T AR 64 xRkl LR

T—H Ty A TR E COARBBEGHNBT 208 EFEFLGIL, 77.5% (362/467 Bi) (258D HAL,
FREEFEZIR R OLBY Tholz,

LI, 5RO LI -T2,

HEESHEFRIT, 6.6% (14674 (7 b —MEER 3 6, MR 2 4, RIEMEmEE, 77/
A FAER, BRI, RUIIR ALER I, S SO, Bl LA RLEUERLY b v —Mp
R, Thmh, BIEEREG, KIGRIERESEG, Bk, ~LZPRRIE, COVID-19, Hxfs

N F—5 9y MA TR OGERE DS 52 BT LR L S,
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PRI Z[EHErED T, Bk, 7T 7 ¢ 7% —Uis, IEsIEms, IREREM~ L2
Bl LS BREMEE BCEURIE, S ASARG, [RIHE VPO RIS, MR e R
Yo BT LV —, Al IR LR T RAETET fARE, U Lo SEik) ) 1TER
BHHIL, BEMERE, Bl LA, BISERE, RERHRIA LA AR AR~
JVRZE BN OWTIHIRBREE & ORI EBRIIEE SR ho Tz,
BHHIRCE ST AEFRIL, 2.8% (13/467 f) (TR Bz,
BIVERIE, 25.5% (119/467 B) (ZFRD BTz,

125 PIL RSO N AERS (REMARITIRE)

AFs 5] AF 5451

B (467 ) e (467 1)
COVID-19 88 (18.8) I ERIBE 9(19)
Rl 66 (14.1) A JLAPEE R 8(1.7)
Ik 51(10.9) MEFRR 8(1.7)
SER 46(9.9) DS 8(1.7)
RGERG 43(92) Y ST 8(1.7)
FHEN 34(73) AT LLF— 8 (1.7)
25 26 (5.6) WS 7(1.5)
P =% 23 (49) SNER 7(15)
MHEEZE 224.7) PER 7(L5)
SE3TR 20 (4.3) JREGIEG 7(1.5)
M 19 @.1) 7 N R 7(1.5)
1A CPK #3010 18(3.9) Sl 7(15)
DN 16 (34) T LIV 7(1.5)
T 16 (3.4) H AR IAEIRAE @ 6(2.5)
g 16 (34) MeEfrEE COVID-19 6(1.3)
BIR 15(32) EAP) 6(13)
Hififi LA 15(32) Jifige 6(13)
Wiz 15(32) U BRI E 6(1.3)
a2k 14 (3.0) U ST 6(13)
FaR 122.6) 7 LR —hRR 6(13)
R 12(2.6) iR 5 6(1.3)
RAfZ 12(2.6) Fe e B 6(1.3)
LI~ 11(24) S EZR 5(1.1)
TR 11 (24) JREZIE 5(L.1)
kR 10(2.1) B ES 5(L1)
FhillE 9(1.9) H AL 5(1.1)
1z 9(1.9) Eantil 5(L1)
=HZ 9(1.9) T 5(L1)
AR 9(1.9) SARS-CoV-2 B 5(1.1)
i 9(1.9) W&y 5(1.1)
FEPED F 9(1.9) uefier 5(1.1)
Lt 9(1.9)

P (%)
a) TIHRPRINRERTH 7260, LR T 2 A5 5451 236 B2 SRR TR
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4. MERRIZOWT

AFNDNEG & 70 2 FFE OB O GAle IR, EWUNATOND Z LRk bid, i,
Xﬁm&ﬁ’i@i%ﬁmﬁﬁ%%ﬁbtiuﬂmﬁé LB, LLF OO~ TT
H T TR BT 5 & Th 5,

D HERZHONT

®  AHIDEEXIBULIGA A 27 R°EASI A a7 EDHMET—ELL EOBRRIGENE /57 b
—MRERBE LD 200, 7 M ERERICBIT D 1E e B, MR EAE R
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