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1. XL ®ic

ERROANE - REMORFR O DI, B LB E SN EBERERNRD b5,
S bic, EFREORFEMOERIC LY | HFERMSEOEHNVRFRERBFE2F T IEER
BERENIFTC, INHOERRZEICHEL T2 AFICEDICRMT 5 2 & SR OHRE
LiroTRY, BEMBIEE L WEOEAFE 2016 (FRK 2846 A 2 ABBRE) KBWT
b, EFHERLEOEAOERRBEHEERXHL L anT5,

FHRERBFEA T ERLE. EREACERET o 7 7 A VBB EOERS LA LM
RIRBZENDHD, O, AHERCRLMTET A HREHLEMIN ST TOM, Y
ZEHELOBEFRTIT B LRSS NIRFICH LTHERTS L L bic, BHEARRR
LeBR o BRERREE & 5 2 E WA —EOEFE LMW TEFBACER TS L REE
ThB, |

LR aT, BAHA BT 4 2Tl BIRBES I NECIIB LN TV A ESESN - B525
Ripic ES%, UTOEEMOEERER 2 HET 2HEANDYELREM, B FRUEES
HERT,

RIS, AL FIA 0T, MIITEGEAEEREFE BRSNS, —BHREARET L
¥z, ~REFAEBARAREREZS, BANET LAF -2, AREREA BA/NRH
ZLRUP—REFAEABFRBRBRABESOB IO b LER L=,

HBRLRIEES T2V FETHIOmg V) oY (—R4 : Fa A~ (BT

Z))

gL BREREHR : RE NS BEFEARICL > TOIRBERE = e —ATERVEEN
IR DOREICRS)

HEL L PERCAR : B, BARC 12 B LEONRIZRF 2 <7 (BEFHRLZ) LT
FENZ 600mg # R T#/E L, TO#%ik 18 300mg % 2 BRI CHETHST
Do ‘

Mo EE R E VTS




2. FH O, TEREF

Fabv sy NETEIOmg V) Y (A Fa2UA~7 (BEFERL) (BT TXK
#1 ) i%. Regeneron Pharmaceuticals, Inc. 2388 L7z, Interleukin (IL) -4 ZFEEIL-13 5%
BEEHBELTHAS IL4 ZREFAT7 7 (L4Ra) VP 72=y MRS L, VHFCFTHS
IL4 BEORIL-13 #0 Liev 7 PV EEEAET 2 BETEBR L b 1gG4 €/ 7 u—TF VK
Th D,

IL4 BOVL-13 #0 LV 7 VEERKR, 2 BIRERRE QBT (Th2) RiG%E
&) B Th fROEHEAECEEL, [REXWEACHMOBEET ST FY—ik/ 7 Vi
F—RBOFRBICEELRRFZRETLEEZLN TS (Nat Rev Immunol 2015; 15: 57-65,
Am J Respir Crit Care Med 2009; 180: 388-95) , F 7=, Th2 HURSBELT DV A bIA VIIKE
LR DR AR ARSI F R E L, SEIHE CRREREIBESTDHLEZBNT
W5, BLELY ., AFIE, L4 BORIL-13 OV 7 FVGERBEEET A2 LICXD, REX
MR L CIERSIRE R T L it sh 3,



3. BRERERE
K[EZRE GEFERRICL > TLVREBEREZ 2 v P e —A T RWEEXIIEBOBE
fR3) OERBEZEMEZT > R BERRRORE2 T,

EREFRBNEFRER (EFC13579 #ER)
[REROHEE]

PRABXEBARORAAT o4 FE (CUIF, MCS| ) ROZOMOESEEELEAL
Tharybo—AREOD 12 KU ELOREGEEE 1,902 8] (AFA 114 HEET) X5
IZ,.1C8 RO Z OO RHIEBEN ~2 BB T CoORAOAER VE2EE BT 570,
77 R REEA L EEREITHE RS EE S,

R - AR, AA1200mg (RO A 400 mg) . 300mg (FED A 600mg) XIiI7FER
Z 2 ARBT 2 BRI THRET S Z L LRESH., ICS RUFDMOEIFTHEIE 1~2 &% X
7V S IHIRER SN AR THATIZ L LRES L,

APHEOFETEA L L. 5 52 8% 3 CORERBBEIOERFERER RS 12 8%
2B 2 R[EZIORER 5RO FEV) DA—R 5 A inb DZE{LEOD co-primary endpoint & 5%
E &, | |

Mg LRBBET, LRUELOK[EIMEMBE T, UTOEERE T L ENE,

(EpBIRERE) |

> PHRABNIERED ICORUVEMEHEE 1~2 Zl2 27 UV —=V 780 3 5 AL EFiD
SERPDAZ Y —= v B0 1 A AU LR —EHAE TR L TERLTS

> SEXIREREAIO FEVI A PRHED 80%H T (17 8L T 90%LLT) |

> ACQR= T 151k |

> HATFE—I200~400 pg HEED FEV, 1T 12%8L EH-0RERR 200 mL Bl o R
HABOBRD |

> 1 FUAICMEBELIIH LTEFMAT aa FEORES 1B EZ 7= Xidm S Bz
LV ARE LSk EZZLE

[#F]
AMARNHBEEINEAF 300mg2mL B (LITF, [AFE) ) &, BITCELTYZEE
FLBi32Z e ENETIFER2al i BT, (77 2R ) ORBEOARTT 3,

()
AMEDOTEFTEHRE THIRE 52 BEETCOEEWEHECEHRAER VRS 12 8
BB BREIIRFEIR GO FEVI OR—R 54 U b OBLRIR 1 RUKR 20281
ThY . 75 uREEEAHFTE L OB IV C, MEEFMGER CHICHH PR B EEN

U REFR{ERE B RIMEE (BLTF. TLABA)). B o MY =S 2iliiEE (BT, [LTRAY). REBERMLADY V52
FEERE (BT, TLAMAD, AFsdrFo8

D ROOIBCOFGHMNELRBOELZEERRHMELESELL : O2F A7 FEO 3 BREU LokE, @42
AFuA FEQRERLERZHREI X5 ABRXILER 0X2 , '

D INFRYS AT BT ATV (BT, TFP)) 500 ug/B ELE 2,000 ug/ B ELFIRY, A5 OMBRETIX, 18 5L
EiZFP400 pe/B LA E 2,000 pg/ AL THY, 17 BELFIZFP200 p/B LA E 2,000 pg/ B L THEY & Shvit, BB, A

- BT 5 FP ORI, BRATRA 800 ug/B, /METRK 20 1g/BTHS,
4



wb‘bb E) 2’[/7‘;0

F1 B4 s BEE COEERMSBOEMRBEER (TTEMH)

AHIBE 75 R
) bl (633 ) (321 )
AR (A5 - 612.5 ' 313.2
W EMBERESN (B 343 342
ENEERRE (E/AF) 0.560 1.092
SERMBERREY (B/A-5) [95%E1EEM] 0.524 [0.450, 0.611] 0.970 [0.810, 1.160]
FSEEREL O [95%{FHERM] 0.540 [0.430, 0.680]
pil? <0,0001

d) IR, Edh, I, R—AT 4 UROMPFBERERS. —X 5 A B0 ICS AR 1£|5urf~10>§§
M EMECRBENK AR E L, ASNONEEREEA 7ty MEEE LEADTHERET LV

=0 Bl 12EBITET 5SS RIERE LN FEY, (L) O2—ASA »hbLOELE (TTHE)

. BB FHIRE 75 FE
AR— 2 T A 1.780.60 (633) 1.75+0.57 (321)
el 12 :8% 2.09+0.70 (610) . 1.93+0.68 (313)
R= R T A b OECR 031043 (610) 0.18£0.39 {313)

FER @ %{E
77?1’#&%% [95%IEHE 0.13 [0.08, 0.18]
" <0.0001
pfE®

FHELRERE 5

a) BrEEE, b, A FE. H, XS5 VEEOMRHBRER S, S—RA 5 8
@ ICS Ak, FHERS, REHLEERAOZERMA, —RXT A UH, R—RF A E
& FHER A D EER BT L L - Mixed-effect model with repeated measures (MMEM)
¥, FAESEREITIT unstructured Z{KE Lz,

&—x24yﬁ@msmﬁﬂwﬁﬁ%@%ﬁﬁ%mﬁ3&ﬁi4,&—z§4yﬁméﬁ
A A= — DRGSO IREAMITRERIIR S RUER 6 DL BV Thol, s, M7
EAEREK. FeNO MR, MIEHRYAAF RE, MIFFRIE REROCMER= A4S X303
BEZ., WIhb2BRE-—I—L3hTWV5,

#F1 ~N—RFAUHEDICS mﬂm;ﬁ 52 ﬂﬁfﬁi& TOREWSEOEMTBRE (T £6)

AHIBE 75N
Ram (323 1) {167 #1)
BEENN (A5 310.7 162.7
EmAR e ESEER IS (B 210 193
IC3 ERMRERTEE (BIAF) 0.676 1.186
FRIEERRE %’*'ﬁ) [osofatRR 0,639 [0.523, 0.780] 1.038 [0.818, 1.317]
F3EREEE Ok [95%EHEER] 0.615 [0.456, 0.830]
) FH0RE TS
i (303 ) - (151 1)
REsm (A F) . 2952 147.4
R - mEMERREE (B 131 147
ICS ‘ EMEERRE (B A-F) 0.444 0.997
FRURERR %’A'E) B 0.414 [0.325, 0.527] 0.879 [0.667, 1.160] -
SRR Ol P [95%IFHKM] 0.471 [0.329, 0.674]

a) WEH, Ry, HBiK, ~—X T4 CROMPHBRERS, ~—2 71 V50 ICS AR, 1 FLURNOEES
EHBEORAREGEZRAXE Y L. AENNOHNEEREEZA 72y MERE LA THRREF L



F4 ~A-RF A B0 ICS ARINOHRE 12 BRI B A RS AEEREA FEV, (L) ©F& (TT M)

i 2 FFIE 77 e
R—R T4 1.70=0.60 (323) 1.650.50 (167)
wHE 5. 12 Wik 2.00£0.68 (309) 1.85+0.64 (162)
ICS ARG A b DT LE 0.32£0.43 (309) 0.200.40 (162)
A c?ﬁ 3 [95%{FHE 0.12 [0.04, 0,19]
pid : AR 7T R
A 1.87+0.59 (303} 1.86:20.62 (151)
o A& #BE 12 8% 2.160.72 (204) 2.02+0.73 (148)
Ics AR5 A b DELR 0.290.43 (294) 0.16+0.39 (148)
TR OEY [95UFEE

s 0.14 [0.06, 0.22)

EREEEREE (P15

a) |WEE, FH. M3, SR, #HR, SR T4 CROm PFEEREES, 2T B0 ICS A
&, RS, REFLEERAORZEER, X—R T4 E, A—RFA L FHRROZEE
BE UMz Ui MMRM i, FHBII%EEC 1L unstructured #{RE L /-,

#S5 FAA A=A -OESYOOEERENEOEMBERSE (ITTHED)

r—gy— B4y ENERRSE (E/AF (§15)) TS eRELO®
(R—R 54 E) AFIBE 75 REE [95%EHEE ]
150/uL. i 0.805 (181) 0.779 (83) 1,149 {0,747, 1.767)
e 150/l Lk 300/uL. 374 0.475 (175) 0.845 (95) 0,557 [0.350, 0,888]
BRI 300/uL BL_E 500/uL i 0.496 (136) 1,393 (68) 0,366 [0.225, 0.596] -
SO0/uL Bi E 0.413 (141) 1,486 (74) 0.287 [0.184, 0.449]
25 ppb =i 0.639 (317) 0.863 (144) 0.792 [0.572, 1.098]
FeNO 25 ppb EA_E 50 ppb 5 0.489 (186) 1.183 (97) 0.442 [0.282, 0.693]
50 pph Bk 0,485 (124) 1.444 (75) 0,305 [0.188, 0.494]
61 IU/mL 3% 0.681 (149) 0.752 (83) 0.817[0.511, 1.307]
4 [oF 61 IU/mL LI E 167 IU/mL R 0.535 (156) 1.344 (74) 0.420 [0.275, 0.641]
g 167 IW/mL Ll _k 449 IW/mL &% 0.616 (164) 1.008 (34) 0.685 [0.424, 1,106]
449 TU/mL 24 E 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]
BE (R FARF RV F I3 ORIEITIER 3 FOARMATCREERATHS,)
53.9 ng/mL &7 0.660 (155) 1.024 (78) 0.657 [0.420, 1.026]
ARYFRF 53.9 ng/mL 2Lk 694 ng/mL K5 0.501 (145) 0.985 (71) 0.521 [0.333, 0.814]
-5 69.4 ng/mL 2Lk 92.3 ng/mL 5 0.656 (157 1133 (I7) 0.605 [0.373, 0.982]
92.3 ngmL A b " 0.426 (139) 1,327 (75) 0.307 [0.184, 0.512]
24.0 pg/mL 58 0.657 (151) 1.101 (89) 0.603 [0.393, 0.925]
TFFFL 24.0 pg/mL B E 38.2 pg/mL 5 | 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
-3 38.2 pg/mL A E 60.8 p/mlL K 0.525 (171) 0.895 (70) 0,599 [0.364, 0.987]
60.8 pp/mL 4 L 0.474 (143) 1.336 (36) 0.360 [0.226, 0.574]

1) #8 IgE IREE, RV ARF RE, A F 3 WEC0NT XM 4R

by SV AR FREO RSB OMSHEARITIE, 18 B EOER 2 SRICEE

c) AR, Fih, HUf, ~— X7 HOLPHBREES, ~—X 571 0 ICS AR, 1 EULROEEMERECRTE
BERATHL L, BEMMOESTEREF A7y P ESE LAAOTARRTS A



F6 FA AT —DESB VOEE 12 BBICS 5 RS RIFGRER SN FEV, (L) OF{cR (TTHEY)

e -7 BE2BEOPTZTIEN O O | opapron
v (R 5 B) 274 v bOR{R [95oE M)
AR 7SR °
150/pL K5 0.19£0.37 (176) 0.11£0.41 (83) 0.09 [—0.01, 0.18]
i 150/uL 8L E 300/l R 0.22£0.45 (168) 0.220.36 (90) —0.00 [—0.10, 0.10]
HTERRRIK 300/uL B E 500/l S5G 0.36£0.39 (131) 0.17£0.39 (66) 0.18 [0.07, 0.30]
" 500/l BAE 0.50+0.45 (135) 0,22:+0.41 (73) 0.30 [0.19, 0.42]
25 pph R 0.200.37 (309) 0,17£0.36 (141) 0.03 [—0.04, 0.10]
FeNO 25 ppb 84k 50 ppb R 0.32:20.40 (182) 0,18£0,37 (94) 0.12 {0.03, 0.21]
50 ppb B4 E 0.590.51 (113) 0.200.48 (73) 0.39 [0.26, 0.52]
61 TU/mL 7 . 0.210.36 (143) 0.19+0.39 (78) 0.05 [—0.04, 0.14]
4 1¢E M 61 IU0/mL 24k 167 IU/mL 3 0.28+0.38 (151) 0.23:+0,40 (73) 0.05 [—0.05, 0.15] .
167 IW/mL B4t 449 TU/mL i 1 0.34+0.47 (156) 0.08£0.31 (83) 0.26 [0.15, 0.36]
449 TU/mL LIk 0.390.49 (154) 0.24£0.46 (76) 0.13 [0.01, 0.25]
BE (RVARAFURUZFZF -3 ORERER 3] £O8 A TREBERNTHD.)
53.9 ng/mL 7 0.23+0.45 (149) 0.190.35 (74) 0.06 [—0.04, 0.16]
SV FRF 53,9 ng/mL L) _F 69.4 ng/mlL A5 0.26+0.42 (138) 0.140.39 (69) 0.10—0,01, 6.21]
35 69.4 ng/mL LL.E 92,3 ng/mL K 0.35:£0.43 (157) 0.20+0.42 (77) 0.10 [—0.01, 0.221
92.3 ng/mL $4_E 0.352£0.41 (131) 0.17+0.38 (73) 0,22 [0.11, 0.33]
24,0 pg/mL K 0,26 0.40 (147) 0.15£0.39 (83) 0,09 [—0.,00, 0.19]
TFFF 3 | 240 pgml BLE 382pg/mL AR 0.23£0.38 (157) 0.22£1.38 (70) 0.03 [—0.06, 0.13]
e 38.2 pg/mL Lk 60.8 pe/mL R 0.30£0.41 (164) 0.18£0.36 (70) 0.12 [0.01, 0.23]
60.8 pg/mL LA k 0.45£0.52 (135) 0.17:£0.44 (85) 0.27 [0.16, 0.39]

A ERREE (P50

) F5 IgE MEE, <YUARFME, =FF X3 RECSWTIEMBSAE
b) 2V AR F BEOKLSBOSEEAMTE. 18 R LOKHEARITER

. o) BEE, I, MR, HR. MR, N—RTF A VROMLPHFRRERES, ~—X 74 L0 ICS i, RS, K5 LT

R RDEEER, R—AFA U, <—RT74 VELFMBEROXERRLRAZER L Lic MMBM &, #HEH#EIZE

unstructured #{E L.

(Z4&fk)

AEERIT, ARIEE 81.5% (515/632 #1) ,

HBEEIXRTOLEBY THoT,

FET- %, AHURE 4 51 (LEHIELE,

7SR 84.1% (270/321 )} cRH i, i

MARNR/ LIRSS AR EAEBRER 1 4) 12338 B,

Shie,

ERREEFR, FA 8.7% (55/632 ).
205 AR 4 5 (GFEREIE, BEFRRkIERZ, 774 72 RN,

DAL, BMELEEE, 5 o MELFEE
WP HIREREE 0 RRBRIIEE

TSR 8.4% (27321 ) EH B,

FESTARAL

LB/ BT R B RS 1 ). 7 e REE 1 6 (FPEREDE) ITonTid, 18
B L pERBIRIIEEEN R o, .

Bk 12T o o T, AEIBE 7.0% (44/632 F1) . 7’7-121*3%3 1% (10/321 1) M‘a&br‘o
i,

BIEF T, A 22.6% (143/632 B) . 75 ERBE 14.0% (457321 F)) WERD bR,



#£7 WTheORTINUERD LhETERS (ESERTNSER)

AFRE 75 e F R

faia {632 4) {321 1)
7 A N A ERERR 111 (17.6) 64(19.9)
R AT S 98 (15.5) 22.(6.9)
ERaERR 77(12.2) 49 (15.3)
KEXH 71(11.2) 42 (13.1)
HAMA 40 (6.3) 25 (7.8)
FEFHRALIRRE 40 (6.3) 5(1.6)
A TN . 38 (6.0) 22 (6.9)
BREOEERES 33(52) 16 (5.0
FEREE R D R 31 (4.9) 3(0.9)
BIMIER 26 (4.1) 29 (9.0)
B 25 (4.0) 15(4.7)
HiEE 25 (4.0) 7(2.2).
MRER S 24 (3.8) 16 (5.0)
T 19 (3.0) 12 (3.7)
[Egi ] 19(3.00 11(3.4)
F Xt Rk 18(2.8) . 15 (4.7)
i 13 (2.1) 10(3.1)
DR AL 10 (1.6) 15 (4.7
i3 (%)



4. HERITOWT

AFIDEIS & 72 5 BE OBRR R SMROFIIIL, WEThh b Z e BRD b b,
T, AAOREICLVEERRFRAZRER LCBRIIXIET 2 Z L ALERD, BUTO
O~@DT_RTEIMTHRICBWTERTRETH A,

O HERIZONT
« FETMBORE. BB L TER, 2. BR (&F mETH - BBV FTA4 X
AR EXREBIRE - BEIA KAL) 28U, FHICH>WTOH5RmEE
HL, REXEGEORHERUARICEETZEM CATOWTNIizs 4 5 EEm
NUFBHBOFANCET2HRROBEF L LTEBSLTWEHT L,
[BARE I BREIRET 554]
EMRHFREE 2 FONHBHEE KT LIcRIT, UTOTMEZ ST 4 FLLORARER
FHELTWAZE,
o 3EMEORE XN EICHET B MRERBROBRTE
Xk o
+ ENEORETMBIMET BT LA X —BROMBRE

[NREEIGEEBEICRET HHE]
E%ﬁ#ﬁﬁﬁz@w@%ﬂ%%%Tbtﬁm\QT®W@%§E4ﬁutmﬁﬁﬁ&
EHELTWAZ L,
3N EONERBIEOMRTHE
D

o 3EYEORELWRICET BT LAF—BROBERIHE

s AFOREREEROREMN E FIERZFTMT 5D ORERERREFPRETLONT
WaHZEhn, HE ﬂﬁ%ﬁ@k%ﬁ(%éﬁ&?%é &,

® FEHNOEXRSIEREBROEHICONT

. %%ﬁ%%#%@ﬁﬁﬁrﬁéﬁ%@%%%ﬁﬂ@%ﬁ%\ﬁ%$&ﬁ%ibt%%n
TGRS & BRI E B EONIAT D T L EOERR TR, 7R OKHINE - T
WAz L,

@ AOHERUBHER~OMIRIZ 2T

s BT AMOT VAR —ERBEETIREAAERETIHAIT, BT LK
— PRI YT A ER CEE L, 2 ORBEEICH L URERUEEE %I 2 EHN
BoTWBZE (6.5 B,

o FTF74F%F—%OEREOERICERINEEIERICR LT, SERILAR
EREBOEMEE AT EMEEEL, BHERHOBR-COIGIZE L THEERUEE
%, EHICEDAMERTE HERBEsTnE T L,

9



5. BEXBFLRDBE

[BFBRRIC->VWT HEAM]

BEDETOHEHCH 2> T, UTRHYTIBETHEZ L2 MERT 5,

1. FERTFE - BETA FTA BB, REXMEOREBHA 2 TN,

2. PHEXIEHEDICS & 2oMoRMEHEIE (LABA (BLE6AIZ & ], LAMA, LTRA,
FAT7 4 VHREEA) 2HALTO L Pr—ARRE &Y ¢ oM TF ol R
EKOBREERULELMEEERZE 1 BU L7786, 72720, fA7T5 ICS P AR
OFETIE, BRCL D ICS 24ZARLECEBET A Z EARBIERZICL Y BETH
B LTSN EAIRA,

(E 1) WETES - 8EHAA FFA Tk, UTREED 56 320 LY TAES. RXTFENSD. BaSR, AER
ﬁﬁ IWENA 1B LRSS, 3 Pa—AFTREERINTHS,
e (APRIRER) AR 1EHLE
. FEEEFEEOERE 1 BEELE
* WEh 2 S EEIRIRN D 5
. MERBRE (SUE SRR BaTo FEV, R U PEF) A FAMAXIIE DR RO 80%H
- PEF@A (H) WEENN20%E =

[BFRRICoVWT (DR ]

BREOBEOHFICHI->TiL, UTRZRETIBRTHAIZ L 2MRT S,

1. PMREFEZHERE-BENA FI7A 288 [RETEROMERMN2Eh TV,

2. BRARXEEMROICS &7 OMOEHFEE (LABA, LTRA, 47 4 U L HARHIE)
EHELThaYy br—AFRER B2 G ho@FEAT uA FEOKRSENLERGE
HEAEC 1 B EE 72754,

(F£2) NREETEIEH - BRI FF4 0GR, UTOWPhhOEEREYTRES, I ha—AFR I ERS
nons,
SRR AGEI 1 ER
B b RiENE (BB HAKI1ELE
BiAEEOHEAAK 1B E
B RIMEDOERANAE I 1 EE L

[BERRIZ VT (A - /NELE) ]

AR ERTD 2 BIRAEIZBBET 254 F~—F— (MLHRFEEERE FeNO, g F# IgE %)
OERBE R EFROF SRR EVEMIZH 2 —F T, EBOBEITIEFEOF D +4
B LR NW TSR S h T 5, BE AT, AFSES L R RELBIRTA-DH0
A Fe =7 — OEREITFE LRV, FANC L DWBMBAMICY o> T, Ui A A~v—2h
—% 1 DUERIEL, Z0OME & BEREFEEZER L LT, ﬁmﬁéhéébbw&%xéﬁﬁ
LOBBETELE (GBE),

[R5 DHBEIZHT>T (BRA - /MRS ]

FHOHERRBITIRIT 2 F2METHIAIR (RE5RA%E 2 B ZBEx, BREMHRE1F
BEZ BZIHROBEREZTV IRBRBD LN ARWVERITBREREERI RV I DI
5Tk,

10



6. BEITHLUTEETREEH

L.
2.

)]

2)

3)

4)

5)

6)

7

8)

9)

10)

11)
12)

AF DR LIBBREDBEEED & 2 BHFICOWTIIARORENRERTH LD,
B LRNIE,

7+H7 4 5% — (0.1%KH) BBESHTHWS, AFREFICERBERZEZHRITV,
ST, FFRESE, BHHER, OV, BR, B, €5 R MLFORNASLD
NEBEATREDbICREZPIL L, BYRABEITYZ L,

FEEEPOED 7 F o OERT, BEMESREINTHRVWOTEITZZ &,
HENE IL-4 B ORIL-13 OIRSIERIC & 0 2 BAERE 2T 5, 2 Bamngiiss
SUBIIC T B AR EIARIC RS L T 2 FRRMES 5 5 o A AR ISR L T,
FH 2 B ET BANCHE BROBBREIT > 2 b, BERAAR S PICHERRY B
T L., B IR X IR ES R AT, FABRBRESIBE TS E THAAORE
F—BRLETAIE,

AROBREZ L > TEHTHMOT LAXF—HEADERPET IRREERH D (5
7 VAR 5N R IERE Bo e ERB BB BT B ERD
b5, FERREPILEORBERLED T, AARETHE, 2T 57 AR
BAEMT S EN S ETICEET S 2, BEIR LT, BROEREZL, £hb0E
BICHT ARERNRE2ERELRNWL S5 BETH L,

AFNFBRICHE & TV B RE I B O RECIER 2800 IR 5 BA T3 no e,
AMORECH L TRER LRV L, _

AH OB ERBBIIEAERR oY P e — VAR IIEL L-BEICE, EfMoRRE
FFB L HBEICHEETL &,

EMAT U4 FREEZZTTVAIRECREOT, FHRSRBERICAT oA FEFAIC
Bk LAanZ &, A7 aA FEROBESHEREEICIL, EROFRT THRL4ITITI Z

,ko

AH O BRRBRIC B T AFEEERME IS 4 R OMF BBk M2 R M B M P FFIEE D FEIRARR
HERTWD, AFIRETIL, FREEOHYE, TORmMERERLS., MHEROEL.,
DEASMHERVs a—aRF—HcEE T2 L,

BAXHEICMZ  fERFEEE PRET 2 ERSICESE AR OHFER UEEFER O
DIZHBERERETSEM L THhLERTLZ L,
AFIORMPZRFE L. REMRNEEERERET DI L,

B DR 5 OFEMIC Mo Tk, B0 Y2 EEICRT L BEITH L TRIZEE.
IREEEETH T L,

(51 f3CHR]

BAT LAX %5 METE - B8V A K74 2018
BANRT LA —2s UNRBREIWERE - BENIA FT A2 2017]
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(BE) RERDF = AT (RETFERR) HAOREHEREEN A FS42 (7 b e—EE%) |
| RS REROT 2 EAT (RETHRAL) BAOREHREEN A K712 (7 FE—ERME) K815, |
[Fablwr (RETFER2) NAORBEREEY A FT4 > (RETWE) LoV Tl (FRI14E3A8 26 AT |
| SREsER 0326 2 7 REASWEEE - £EFARERRFELERERN) KL AREGHTH S, I

/DJ IJ {JJ\\

REERHEET A T4
Fat¥eT (BEFEBRZ)
(B4 T2 7y VETEIN s> ) o)
~T PR~

$m30ﬁ4ﬂ
A FHEE



B

LB

AF| ORI, (ERRTF

FRER AR

FEERIZ DN T
BERRE R DBE
BEBELUTHBTREEHR

AN I o

P2
P3
P4
P10
P11
P12



1. iRU®ic

EEROFDME KELEOREOLDIIE., BAXESEESWEBEERERSRD L
N5, i, TEOREHFOERIIL Y, FERLREOENNRFRERBFELH
THREEMPBEARINDZPC, ThLOEERERICHE L THBRFICHEIICRETSZ
EIRRBORRRL 2o TRV, REMBOER L EOEARFE 2016 CEK 28 6 A 2 B
BRE) TBWTH, BEFRNEESZEOCFEAORBEHEZRZZ L& ITWS,
FRERBEEATIEERERML, EBERAPREM e 7 7 A VBBRECERMEHA L
WERRDZERDHD, 20D, FHMRCZEMCBTHHFERTLEEINDIET
DO, UZEEROBRELHBS ZT DI EBHFINIBETHLTERTS & &bz,
BIMEABER L BICNERMGE D2 EBTWREA—EOEM 2T EREEATHER
THRIENEETHS,

L7ieiioT, ZUA R4 Tk, BRERERCINETZRELORTWAEZEZN - #

C FNRMEESE, UTOERRORBEREREZHET IBALOLERES, EXFR

CEEEEETRT, _

RB, AHA FT A id, BITBIEAERDERBER WS, AMEAEA KK
ERFS, —BEEBABRRT LAY 2SR URABEREEERESOWBADS EERL
yra

HBEERBIEER  TaT7E/MRTEIOmgI Y Y (—RE T2 ed
(Bf=FHEIR %))

e hapeiips  BEFRRCHRR 527 P — Rk

HeLRFMERCAR : BE, RART 2 ~+7 (BEFEHRL) & LTHEIZ 600mg
EETHREL, 20X 1E 300mg % 2 BRR TR TRET 3,




2 AHNOR, (EREF
Fa2 '/ METHE0mg ) Y (—iRE : 7= EA~7 (BIEFEARL) (BT

[#%11 ) ¥, Regeneron Pharmaceuticals, Inc. 238U L 7z, Interleukin (IL) 4 TEFEKZUVIL-13

SREERMRLTVS IL4 SRETALT77 (IL4Ra) 7=y MIEAL, UHVFT
H5IL4 BTIL-13 24 LI 7 TnEZILET S RETFAAMRI L b IgG4 €/ 71—
R TH B,

L4 B IL-13 24 Lo 7 FGERIEIE, 2 BSERE QB T (Th2) i
Ety) RO Th HEOFEEESIIFS L, 7 b —HEEARCLOBEES 57 b e—
M/ T LA —RERORBIEE RS ERIcTEEZ LN TV Y, R, Th2 HikA
EETEYA MU VITERRESGEREREE L, REEKSLSY V2 HORRER
EFBLEND, 7T ME—REEATIIEEANY T REESIERILEY, BRIWRD
TaEEZLNTVWS, BEXY, AHNX, L4 ECILA13 OY 7TV RERRETS L
Xh, 7 rE—EERCH L TIRRDEETRT LR/ EN B,



3. BRERRERAE
BRI M T o - =R RARORE LT,

(D AFvA FARENR FERIFENAGE  (R668-AD-1224 FXER)

[REROWEE]

Medium potency (HARDGIHTIIR b7 FRIZMAYET ) BEORT a4 FARAK

(BT, [TC8)) CHRA+m727 hE—BEREE (BEREH 700 §l) Zx45ic, TCS
AT TOFRFROAMMERUVREMERFTT 2720, 77 e R BEER{LZHERIET
HRLLBRBAEAR, XKEEO 14 YETERBI Lk, _

ARERT, BEH (528) RUEMAAES (128 Xo#Eksn, B - AER 54
300 mg (FIEIDZ 600 mg) 2 2BEL 1 BRBXILSF R R% 52 BRE TR TS Z
EERREZSNRE, N—AT4 VO 7 B ERINb—EHEORENARELHETAZE
ERES I, N—RTA UBELD TCS IRRERB L. TOH, RBPIE LIS TP
T3z e &hic Y, 28 B SR B OERBS IR LIRS i, BoFias 20 whs
& Ehni,

5 16 BEOEMICL22BFHO A7 (BATF, NIGAD B 1LUTFHOSN—RXT A i
B 2 2AERD U gE 0ElE (BUF, NIGA=Z1 ZEak3E ) & U Eczema area and severity index

(BUF.[EASL) R 2 7 38— R 5 4 Linds 75%L itk L= 8BRS %14 (B F. (BASL75
R} A co-primary endpoint & Sz,

NRERDBHER, 18 B LEOT PE—MREREBE T, A7 V) —=U7RHUTOE
R &hi, )

(EApBRIREE) 4

> KERERFSE—DUEEC 3 £ RN

> IGA Aa7 3 BlE, EASI 227 16 BAE, hREMICED BT b O— iR BRHRE
DEIE 10%ELE, ROV S EEMEFEA S — (CLIF, [NRS)) a7 OBREIED
T3 UL

> 6 WALAIZ, TCS THIRT+RHTHIBEDORENHD | RA+T 4Lk, Medium
potency A ED TCS (MBERHELTHINY=a—) VIEARE (BATF, TCh) #
B ZA7RL b 28 BRXIIHAXECHR SN AREHROWTRIENFD
M, HARE L TLEMATRBEDEMEVRIE (IGA 37 0~2) &#RFT
ERVWIELEZRSNE, BF 6 VAMKT FE—MEBRICRT D REMIRED
R HBAE D TCS TRRF4 & i Shiz,

U B RS OTEEHE SR ERATIZ A L C Medium potency @ TCS % 1 B 1 BAA L, BEEHMIHE L7HIC Low potency (B -
ROBFECET 4 —F~IF 4 T A FALMYETE) OTCS YDV EX 1 A 1 E 7 SFSAEE, Pilkyazs b s
N, FALFE L. Medium potency @ TCS LB T S Z & & Z#17, Medium potency @ TCS THEEF L2
e, ZetkFEMo L, High potency (BARDHETIIRY —X bo vy 7 Z2CBET5) BEo TCS #HR

FBRILEINE

D XL, High potency BLED TCS, EART oA FERVHEAT 04 FEAEMHESERORR CERTEL &
i, BFERE LTEORAT oA FEELLBERT o4 FiEesi o5 i ERERAThhIBE, K
BEOREEPIE S, SEEHRREORISIRED RO 5§ FU EUEMAROEE,S | 4 B RS
L= iR s e Bl A NATRE Shit,



[#52]
BiEOMEITRRERE, 2 BHRRSEE (QeW ) 106 41, 1 @RS (QW &)
n9ﬂ&ﬁ#§tﬁﬁmsﬂmﬂmoﬁf&otuit\féﬁwﬁﬁﬁ&%@mew
108, QWEIISHERVT TR HIChotz,

(RZhE) :

BEMED co-primary endpoint TH B E 16 WH D IGA=1 FERERR U EASL-75 ERRIT
R1ODEBYTHD, 7IERHLEARRFH L OMEEITBNT, WTFLOFEERIZER
WTHIHZEMICAERENRD bR, 7RI+ 34 300 mg @ 1| BEHREHRERT
2 AR OEEHESRIES N,

ﬁl &J‘a‘- 16 :@ﬁ%@ IGASI EREERU EASI 75 :imtﬂ (FAS NRI)

S T QAW B CQWEE RS e
IGAS | FERRER 38.7 (41/106) " 392 (125/319) 12.4 (39/315)

I REL 0ZE [95%ERER] 26.3[16.3,36.3] 26.8 [20.3, 33.3]

p g 2 <0.0001 <0,0001

EASI-75 piE 68.9 (73/106) 63.9 (204/319) 23.2 (73/315)
TFEREE 0% [95%EREM] - 45.7[35.7,55.7] 40.8 [33.7,47.8]

p il "o <0.0001 <0.0001

% (%)

2 1E B S TR BB L Non- rcspondcr &L,

a) HURR S — 251 VEFOEEE (IGA A7 3 Xi34) %/ & L= Cochran-Mantel-Haenszel #27E
b) T BB L SARBO MBI 3 EEKIEL EATNERN 2.5% L RET S 2 LT, REOS AL HE

. ERADIETMEER ORBILE 2 0LBITHY, VFROTIERICEOTHA
FIBEN 75 £ AR LEAERARD N, B 16 BRUE, BE 52 B TR RED
BERD BT, ARHEEREEIC L D AR T 5 b0 L E L bk,



2 ERELHHEFMEAER O (FAS, NRID) :
COBMBEE | ApEesE | o Qew#E - | owE | I EER

438 15.1 (16/106) 15.0 (48/319) 7.0 (22/315)
. 8 3@ 26.4 (28/106) 29.8 (95/319) 11.7 (37/315)
IGAZ | L% 16 38.7 (41/106) 39.2 (125/319) 12.4 (30/315)
5238 34.9 (37/106) 373 (119/319) 12.4 (39/315)
438 37.7 (40/106) 370 (118/319) 17.1 (54/315)
. 8 A 53.8 (57/106) 57.7 (184/319) 24,1 (76/315)
BASE7S BRE 16 8 68.9 (73/106) 63.6 (203/319) 23,5 (74/315)
528 62.3 (66/106) 63.9 (204/319) 21.9(69/315)
4 iR 11.3 (12/106) 13.2 (42/319) 5.1 (16/315)
. . 8 i 25,5 (27/106) 32,0 (102/319) 10.2 (32/315)
EASL90 AL 168 39.6 (42/106) 43,3 (138/319) 11.4 (36/315)
5218 43.1 (51/106) 47.6 (152/319) 14.3 (45/315)
4 38 37.3 (38/102) 27.1 (80/293) 16.4 (49/299)
FHHE NRS Ra7gE 8 46.1 (47/102) 45.8 (135/295) 18.7 (56/299)
PRDHEREOHEY 16 3@ 58.8 (60/102) 50.5 {149/295) 19.7 (59/299)
523 48.0 (491102) 38.6 (114/295) 13.4 (40/299)
% (B

b B TR AL Non-responder & L7e,
2) EASI A 2 7HAR—R T A b 0% LHE L= EREORE
b) & S NRS 227 0P RNEREOETEEN =2 F 1 vink 4 AU EET LEREOES

()

AEERIT, QW B 91.8% (101/110 F). QW B 88.3% (278/315 Bl) . 75 ik 88.3%.

(278315 ) IZEH BN, EREREIRIO LB Thols,

FETIE, QWEE 1§l OREN) O LR, RBRELOREEREIEESNE, B

BRAEERIT, QW HE3.6% W10 4. QW 3.8% (12315 #). 7Z7 &R 6.3%

(207315 B) ICRRDBIL, ERFHRITT P—HEEER (QWEH 14, QWi 14, 77
AR LF) Thot,

PUIRIRE - o EERNE, Q2w B 2.7% (/110 B), QW BE 2.9% (91315 B}, 75 &R
£ 8.3% (264315 4)) DB,

BIER L, Q2w BF 33.6% (37/110 #1) . QW BF 35.2% (1117315 1), 777 = REE 30.2% (95/315
) WD LRk,

ﬁ:i b\fﬂﬁi@ﬁ%’t‘ SUELLI %ﬁ#"—‘ﬁb%ht’ﬁ%%ﬁ (FE Sty S )

QWEE o QWEE j TITEFE .

_ Sk (oFy- . -} (3154 - - 158
7k E—Mm& 51 {46.4) 111 (35.2) 179 (56.8)
MIEEASE 26 (23.6) 66 (21.0) 64 (20.3)
ERTLRG 16 (14.5) 61 (19.4) 25 (1.9)
T - —iEEE 12 (10.9) 48 (15.2) 17 (5.4)
BB 11.(10.0) 49 (15.6) 35(11.1)
BR A 7 (6.4) 12 (3.8) 3(1.0)
BB 6 (5.5) 7(2.2) 19 (6.0)
BAE 5(4.5) 26 (8.3) 19 (6.0)
AREA~ALR 4 (3.6) 17 (5.4) 10 (3.2)
A TnTLAF 4 (3.6) 9 (2.9) 16 (5.1)
Bl MBE LS 2(1.8) , 19 (6.0) 9(2.9)

g (%)



(2) AFEMEEERIEFE MiEFAE (R668-AD-1334 FAER)

Medium potency (BEADZIATIIA ba s 7 7 XTHET3) LLO TCS THRAT
RizEet FoBB%EN S TCS BHEBEIARNWT b E— R EABE ZNSIZ, FZEDFEZD
MR OESEEZRIT IR0, 77 e R BEESC ZESRIEITRF LB A4,
K(EHO 10 VETEEIN,

ARBE, #HEH (16 8) RUNBHFRER (12 8) L v#Esksh. BiE - BEiX. A
300 mg (WIEIDH 600 mg) % 2 BWH LI 1 BMBEXRT7eR% 16 R TRETHZ
LEREEN, R—RTFA VO 7 HU LRI L —ERROREBANEEZHATLZ L
LRE S, B R AN HIR L7 B i e PR RE L STk,

BE 16 WED IGAS] EREIR R EASI-75 BN co-primary endpoint & Shiz, X%
ERBBREIR, 18 BULOT FE—HEERBET, A7) —= FRHIAT OEIER
Rtk b &hie, '

(B iR AL HE)

> KREFERESE RT3 S RN

> IGAAR=7 3BLE, EASI X227 16l Lk, REMICED D7 M —HEEHRRED
#E 10%LL L. RUNRS 227 OESEOCESHE 3 L L

> 64 AR, TCS THRA T+ RIIEZLE LOBHBEEN D TCS BHEINRNWED
FENH D BT L 1%, Medium potency SA LD TCS (MEIZIS LT TCI %18
m 24742 b 28 BRIMIENXETHR ST ABERHIBOWVFILAENFOH
M, EHHE L THOEMIHEBBEESNMEWVIRE (IGA a7 0~2) ZHETE
BN L L eI, BE 6 VARCT P E— AT 3R R SRR
B DBEDL TCS THRF+HEHRSNE, TN FOMEE LI, BECLBR
X7 4y b2 EEBI RS REATE. BRERN, BEREBER. 2580
BEE) LERIN:, '

(RER]
BOMEOFTxIBEMIL, QW B 224 . QW B 223 IR U 7 = A8 224 FlDE 671 4
Thol, BEUOFITERERI. QoW B 2204, QW B 218 IR VT T B AHE 222§ |
D 669 il ThH-oTe,

VEHRRIL, AMBLVBEL, 7 BRI LR L TH AT RIELARWER IO ENEIREL RS T 5 BRESR
BRI S e, REEXIIMoOME LoBAIC L v BREHRGE IERAIFE T ERWIBSIL, High potency (H
ADSATCEAY—R vy sy 7R CHEETS) BEoD TCS Xz R X 3 RiFRE iR e L, 8iF



BRE LTROAT O FEXB24EIERT o FIERBIMHIRSES ShicEs, BBREORSEITIESHh, 4
FRETAMEE ORI S D bYEHIOM 5 LU EIRIB L RIcIRBES BT Z LB L Shvik,



CE%hE)

FEWED co-primary endpoint T&H HIRE 16 MKk D IGA=1 ERER O EASL-75 EALRITER
ADERYTHY, 7T ERELEFRFFH L OREBRIZINT, WThOFHBERBIZBWTDH
HEEMCRERENRD b, 77 ERICHT 284300 mg @ 1 BREER S KT 2 HERE
BEOEBMESRIE S,

_ $4 2516 J@{ﬁOIGASI:t%ﬁJ?ﬁg&‘U\EASI 75 SR (FAS, NRI)

B SR oUW QWRE s ] TR
IGAS 1 BRSE 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)
77 ERFEL 0E [95%IEREM] 27.7[20.2,35.2) 27.0[19.5, 34.4] :
pEY? <0.0001 <0.0001
EASL75 #RER 51.3 (115/224) 52.5 (117/223) 14,7 (33/224)

T ERP L DE [95%##%2&5] 36.6 [28.6, 44.6) 37.7[29.7,45.8)
p fig 9 <0.,0001 <0.0001
% (U0

o 1k 5 3T F3 TR 511 Non-responder & L7z,
a) HUER A — R 54 VBEOEERE (IGA R =7 3 XX 4) %@L Lt Cochran-Mantel-Haenszel BTE
b) P ERE L EARIBEOLEIT BT 3 EEKEEENANER 25%LBRETI LT, REOSEEL R

e, ERFHHEFMRE OHEBRER 2 OLBY THY, WThOFHEER mbwc%
AEIPEN 7T R BEE LEAERAED bk,

#5 ERAIMEFHRAR OHEE (FAS, NRI)

CU PR 1 RREESER L Qaw R QW | TR
- 43 12.5 {20/224) 12,1 (27/223) 2.7 (6/229)
IGAS 1 SRk 8@ | 2404224 23.3 (52/223) 3.1 (7/224)
16 8 37.9 (85/224) 37.2 (33/223) 10.3 (23/224)
438 27.2 (61/224) 28.7 (64/223) 6.3 (14/224)
EASE-75 Rk S8 88 45,1 (101/224) 48.0 (107/223) 10.7 (24/224)
' 16 8 51.3 (115/224) 52,5 (117/223) 14,7 (33/224)
438 10.7 (24/224) 9.0 (20/223) 2.7 (6/224)
EASI-90 3RS 8@ 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
16 3 35.7 (30/224) 33.2 (74/223) 7.6 (17/224)
2 - 438 16.0 (34/213) 23.4 (47/201) 6.1 (13/212)
;%’;f ;’%Sﬁ;j);&% SR 33.3 (71/213) 33.8 (687201) 5.5 (182212)
R = 16 1@ 40.8 (87/213) 40.3 (31/201) 123 (26/212)
% (B0

o IR S PR IR R BF Non-responder & L7e,
a) EASI R I 7 A3 2 7 o b 90%LL_LEkEE L= HBRE 0RE
b} & 5 NRS 2 27 0 AARFEOBTR—A T 1 b 4 AU EET Lz #BREORE

(ZZ2H)

HEESRE, QW B 74.7% (1717229 #) . QW F¥ 69.3% (151218 #1), 75 & KEE 66.7%
(148/222 Bl) I@RD I, i&?&mﬁsw&bbr%oto '
FEREEDbNAehot,

EELDAEETEERIT, QAW R 3.1% (7220 41) . QW 0.9% (2218, 77 & RFE 54%
(umnmrM%an‘Iﬁ$§m7bﬁ—ﬁﬁgﬁapwﬁzm\75?%%3%)
ThHoT,
_¢¢k§otﬁ%$%ﬂcpwﬁ1wanﬂm QW B 1.8% (4218 #l), 7T &R
B 0.9% (2222 7)) IZRH BN,



BIfERIE, Q2w & 29.3% (67/229 i) . QW 8% 31.2% (68/218 ) , 777 2 R#E 18.9% (42/222
) WD B,

ﬁ 6 U\“?"nrh@ﬂ%“? S%U.J:L%ﬁrbﬂﬁab l‘gz}’bt’ﬁ‘ EYS (ZeUITESRME)

TQRWEE | QWEE L TTEREE
o | amy L oisEd | @
7 1~ Euﬁ&m& 36 (15.7) 21 (9.6) 68 (30.6)
FAIHERS 27(11.8) 26 (11.9) 22 (9.9)
BRm 21(9.2) 11 (5.0) 13 (5.9)
2R py A A , 19(8.3) . 41(18.8) 13 (5.9)
T LAX— MR 12 (5.2) $3.7) 304
LEERY 7Q.1) 12 (5.5) 7(3.2)

i (%)



S

. KR\ T
$ﬁmﬁmktém%®§ﬂ&0&$%ﬁ®%%m BYNZAThh S LRRDHENB,
t\Kﬁ@&%kiDE%&@WH%%ﬁbt%hﬁffé ERMBERED, BLITFO

Q~BDTRTERHETHERICBNTERT & TH 2,

@ HEgRiz>WT

7 bR ORE, BRE TR, B, 1BR (3% 7 M ERERDRAT
A RS4Y) FREAL, ARICOVTO+RREMBERTL, 7 b E—HEEEROBE
BEOMREICHERT AEM (FROWTRMCEYT 3 EN) SYULDRAOARANICHE

TAHREOELE L LTRBShTWAZ L,

- EffiAirRS® 2 E0oNMFEE KT LRI, sEUEORNNSROBRTMELZIToTVEI L,

- E MR 2 EOTMMTHER BT L%z 6 RSl LOBKEBEALTHNEZ L, b, 34
B, 7 RO ERDT LAX—BROBRIERZIToTVA T &, '

®

AR O BEIR TS DR EM: L AR THET 52 ORERFERESIEY bR T
WAIZ b, YRS BT EECE AR THHI &,

BER DOEZESFRE RO EHIZOWT |

BB b DAY - FEMZORZFNF[FHROFTES, FEFRBRELLRS
WEMRR L BEERSE P ERHIITI Z L EOERRFRER, FHOMKEHIHNE
S TNBZ &,

AP R VBHER ~DRISIZoNT
%%%wAm¢5m®7vw#~ﬁﬁ$%ﬁ¢5%%hﬁﬁ%&##é%Ak\

T L &ﬁ%&ﬁ%?a%ﬁ&ﬁﬁb\%@ﬁ%Mﬂk%thﬁﬁuiﬁ%ﬂ
T ABEEIRESTWEZE (6. 5ZR) .

TFH7 4 7% —F0ERALOERICERSWBHERIZE LT, é ZHERR R
ERSEOEMETFToEMLEE L, RIERORERRICE L TRERUXE
B2, EHIENRLERTE HEFNE TSI L,



5. BEXRERDEBE
[BEFERIZOWT] BREOBEEOHMIICHTz>Tik, UTIRYTIBETHBI L
T D,

1. 7 IE—MEERBETA FIA 2887 PE—EEEROBEEBKRRZ S
NTWHBETHHZ &,

2. PAENARI X BEE DTS RHEAB AT, —EN EORBEREY
EFTHRNT FE—EREREE, UIRAT oA PRSIV V==Y v
m%ﬂm%mﬁféﬁ@ﬁ\ﬁ%mﬁﬁﬁ@¢ﬁ3t<ﬁéﬁﬁ@¢mmib
TG ORAENSREDORIC L AIBEOMEREARM T, —FEU LoEREEM: Y
EHTARAT PE—HREREETHE L,

a. 7 NE—RERBENA FI3A V TEEERG U THEBEhZAT oA F
A (RbhuerZ7F7ALE) A= a— ) VHEENBEIC L HEE R
TERZEED 6 7 AL ET- T3,

b. LT DOWTFNIZ b YT 5 K8,

IGAA=2T 3L E

+EASI 227 16 Ml EXIZBEE OSBRIV RELZ I RBEET 556
(A& LCHESEERD EASI X 2 7 24 BL L)

ERERCED BT N E— RS SRE DB 10%E L

 [BEo#EERIzH T

AH DWSRRRIC BT HFMITMR (REES% 16 BRA) 2EE L, B£5H
WD 16 BEE CIBRRSAE bR ARVEAR AR OREETIETE D &, E i,
AH G L BRI SR ORER AT = & '
éah\xTu4bﬂm%%w»/,;~)ym%ﬂm%%aoWﬁn;u%éﬁ
EOME (6 » A% ERLT3,) BROMEREIELALBEICIE. ChoHAENE
KON BREESBIICERShTWAZ L2HER L LT, ARBEO—Rp e
ERIETAIL, ‘ '
BB, FERAER LAMEE P L REOT N — RSO ERICE L,
BEOREZRANIHE L CARRE 2 BT 2881, 52.2WTHEITRY,
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TFT7 45 % — (0. 1%KMH PBESH TV, FAFRERITIIBEEHoITITo,
mMEET, FREYE, BREk, DI, BR. BH, 228K BLE0ERENRLL
hiBSiELICRELPEL, BORLERITI Z L,

FEFEFOED 7 F o OERIT, BEERERINTWAREVOTERITSZ &,
AHNE L4 B OVL-13 OEEERIC L0 2 MGRIRE 2T 5, 2 BGEIRETsFe
MBI S A AR BES L CW B AR b 5, FAERBRAEICH LTI
AHE LS T ICFERBRREOBRET O &, BERAAREPICFERRETE
:L\ﬁﬁémﬁmiéﬁﬁﬁ%@&%ﬁkﬂ\%Emﬂ%ﬁ%ﬁiﬁgfﬁﬂmﬁg
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BECRELIBERDLH D, AHRETEZOREBERELSD T, FARERPL, &
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b, DEESHERP=a—a X F—SIzgETH &,
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1. [ZLBHIC :

EIESL DR/ M - ﬁéﬁ@ﬁ%@tbku\%Hxé%kgdwtﬁE&ﬁm#ﬁbB
ha, &bz, BEOREFEFOEKICLY, REEESRZEOEFMNZIRERERFE2F
THEEMPERINDGFT, TRODERMEFRILLE L THRFICEDICRETL
ERREOWAL 2oTR Y, BFMEGEE L kEDEARFE 2016 (Frk 28 £6 A 2 B
HRE) KBWTH, BFNERLSOERORELEELXRAZ L XN TV,

FRERBEFZATHEERIL, EBEERARCREE e 7 7 A VEBRFEOEEMREAL
MIZERBZERHZ, ZOD, FHERCEZLHIZETIHENTIEHINIET
O], YZEEXROBRREBIZTH I LAYFENIBEIHLTERAT L E BT,
BIEANRER LBV ERRINE & 52 & B Wik —E DB &l T EREE <A
THRLEPNEETHS,

Lo T, KA FZ7 4 TiE, BRI ETIEONLTWIEFRESRR - #
ZHRMIZESE, UTOEEHKOREREAZHETIBANONERES, B2Fk
CHEBEBEETRT, ,

BB, KHA RTA i, MIATEREAERSERSRRAEBE, ARTAEBEABERE
RS, —BEEEARKRT LR —S2R O AAEREERESOBAO D L ERL
el

HBELABEERSH: Tabt 7By NETHEIOmg I VY (—RE T2t vT
(B TFHHZ))

#Hp LR EPEREPE | SR TR AL T b — R K

sEL s AERUVAR  BE, BARKRTF2vA<T7 (BEFHHEHEL) L LTHE 600mg
FRTHREL, 0% 1H300mg % 2 AR THE THRE TS,




2 AR, ERERF :

Fa ¥ sy NETE30mg ¥V Y (—RA : TarvT (BREFHEER) (BT
. TA#l1 ) ¥, Regeneron Pharmaceuticals, Inc. 28AIH L 7=, Interleukin (IL) -4 ZHFMEKR U IL-13
TREERZEBRLTHS IL4 ZRET LT 7 (IL4Re) V7 2=y MoE&EL, DA FT
H3IL4RCIL13 B2/ Lt S HVEERIRET 3 BETFHEBRLE eG4 T/ 7 n—T
MAETH B, |

IL-4 BV IL-13 24 Lie o 7 vimddiged, 2 BERIE QBT (Th2) Kis
ZETe) RO Th MAOEEIESCESL L, 7 e —HEEEARUMOREET 27 e—
M/ T LAY —ERAORECEELRREZRITEEZ LR TWA Y, /-, Th2 Hifeas
EETDZVA MIA VRERREMEBREZEE L, REERSLZ V7 EORRAEH
BEFZIEND, 7 ME—HEEATIIRE N T RBESIXEILEY, HRSELD
FHRLEZLRTVWS, BELY, AL, L4 BOIL13 OV 7 FREREETZ I L
Xy, 7 et L CRRR LR T I L BESRERS,



3. ERARARE :
B R ARSI M 24T - B R OS2 R,

(1) AFuA FAHEKE FEERELRAFMARE (R668-AD-1224 358)
[RBERDFEE]

Medium potency (BARDHIATIXRA b 77 FACHYTD) BLEDRT va FAHE

(BLF, ITCS.) THRA+ZAT PE—MRERESE (BEFEK 700 F) XKz, TCS
HAT COXRRDOAERVCREEERFTT 20, 77 e RABEEALZEERIEST
BERLBRBIHA, XKEED 14 TETERBINE, '

AR, BEH (528 RUEHHEN (128) Lvigfksh, B - BRI 54
300 mg (FIEID A 600 mg) % 2 @E LT 1 BRI eR% s2 BMETHRS T2
LEBREENE, R—RT7A VO 7 BLULRI»L—EREOREBAAELHRET AL
CERESI, R—XTF A UEELY TCSIBREMME L. F 0%, HWENBIUELZBAIET
ETBz & &ni Y, 28 B BRBTH X B OCERSHE L Baii, Bosiam 2 whE
Lahe,

B5 16 BEOEMICE32ERFERA 27 (LT, IGAD B 1T 2o~ F 1
B2 MR L BREOES (BUF. NIGAS 1 A=) KT} Eczema area and severity index

(BLF.TEASL) R a7 BR—2F 4 b 15%8 E3E LB OBl4 (LUF. TEASL-75
EERREEL) A co-primary endpoint & STz, |

ML HBEIT, 18 MUEDT N —HEERBET, A7V —= FRRHCLUTORE
2T & L&,

(72N K HE)

> KERBRESHE—BRERET 3 ELL RN

> IGA R=7 3 BlE, EASI 227 16 Ll E, REHICHEDZ 7 FE—HEEEARE
DEIE 10%2 b, BROE S EEMEFMA S —A (BLF, TNRSI) Xa7OR&BED
A 3 LA E

> 6 AALAIZ, TCS TR +HTHHEDLREN DD : BEFRT4 &1E, Medium
potency A E®D TCS (MEWHELTHNY=a—) VHEEAAE BT, TCl) %
B #H72< &b 28 BRGEEMICE THR SN A RRAMOVTIAENHT O
IR, EARE U CHEMUIRBFIESMEVIREE (IGA X a7 0~2) 2HRT
EhhwvwziiERShiz, BFE 6 VABRRKT be—HRERIEST 5 2EHERERD
EENHBBED TCS THMRA+H L AR ENT:,

VR DIEBIERE IRz 5 LT Medium potency @ TCS % 1 B 1 EISMA L., iHEAURE L7=%I% Low potency (B
EOHETRT A —I~IF 4 TAZFRATHEETA) OTCS IV EL 1 H 1 E 7 HAARSE, dETssb &
hiz, FRLEBEE, Medium potency ¢ TCS MOHEMTHZ & EEhiz, Medium potency ® TCS THEER L2V
B, ﬁf&é—%ﬁ@t‘ High potency (AZRDSETCIIRY —2 bry 2 FRIZMEYTB) DL TCS 2R
TAHIZEEZRE, ‘

2 M FETAHERL, High potency BAE® TCS, R RA T 24 FERUHEARAT o FEGEDHERENORE CHERTRE S
N, WHEERLLTERAT oA FEELHFERT o FERSENFEOR S UIRBRBENITOALES, B
RIEOBEIIPIE X, YESFETEORRIEEH L LMOH 5 FLLEIEBERO RGNS | 7 HELLER
L icihBRERE2BE I ol e Shiz,



[R2]

HE DB SEE, 2 BERBRERE (Qew #) 106 Fl, 1 BFREXESE (QW fif)
319 FIR T T REE 315 WO 740 Bl TH o7, i, BEMOBITIRER T, QW
L0, QWE LS FIRUVTZEREE IS BlIch o7,

(B%hHE)

HEMED co-primary endpoint ‘C%Zﬁ?&'a‘- 16 W% D IGA=1 FERPE KRV EASL-75 ERBIL
F1DOERBVTHY, 7T ERBELEFREFEL OHIEBICBNT, WTFAOFHHEERICE
WTHREEMICERRENED b, I BRI 244 300 mg © 1 BEREREEV
2 EHIBR R 5 OB D REE S i, '

ﬁl 437.“’@ 16 ﬁ?&o IGASI 5@53?.5‘3}3’(0 EASI 75 ﬁﬁizﬁ (FAS NRD

e s CTQAWRE b CQWRE e It
IGAS | B 38.7 (41/106) 39 2 (125/319) 12.4 (39/315)
TFEARE L 0% [95%EEEM] 26.3[16.3,36.3] 26.8[203,33.3])

p il : <0.0001 <0.0001
EASIL-75 3ERESR 68.9 (73/106) 63.9 (204/319) 23.2 (73/215)

T ERELOE [95%EHRERH] 45.7135.7, 55.7] 40.8 [33.7,478]

p oY <0.0001 <0.0001

% (BI¥0

o L B SR BGA TR IR Non-responder & L7,

a) MIRRR—R T P HOBIEE (ICAA2T 3 Xik4) %E & L 7= Cochran-Mantel-Haenszel i€
b) 7 IR L F RO BT S FEKEESFNCRERN 25%LBRETS LT, RECSEELRE

¥, EARAESHUSEEER OWEBITIR 2 0LBITHY, WThOHEER BV THA
HBER 7T R EEAEMBED b, &5 16 BHUE, &5 52 B%E TREREH
PR BT, xﬁﬁﬁﬁﬁk;Dﬁﬁ&ﬂﬂhﬁﬁ#%%@k%x&hto



2 EARGLHHEFMERE OHERE (FAS, NRD

FHEE A EPAMfEEME 1 QAWEE. - L QWHE - TR

438 15.1 (16/106) 15.0 (48/319) 7.0 (22/315)

FRL] 26,4 (28/106) 29,8 (95/319 11,7 (37/315

IGAS 1 ks 16 38 38.7 (41/106) 39.2 (1251319)) 12.4 539/315;
5238 34.9 (37/106) 37.3 (119/219) 12.4 (39/315)
438 37.7 (40/106) 37.0 (118/319) 17.1 (54/315)

. LR 53.8 (57/106) 57.7 (184/319) 24.1 (76/315
EASLTS B 16 38 68.9 (73/106) 63.6 (203/319) 23.5 574/315;
5238 62.3 (66/106) 63.9 (204/319) 21.9 (69/315)

4 iR 11.3 (12/106) 13.2 (42/319) 5.1 (16/315)

. 8 25.5 (27/106) 32.0 (102/319 10.2 (321315
EASL.90 e ™ 16 1@ 39.6 (42/106) 43.3 (133/319; 11.4 E36}315§
52 38 48.1 (51/106) 47.6 (152/319) 14.3 (45/315)

438 37.3 (38/102) 27.1 (80/295) 16.4 (49/299)

F 5 NRS A2 7K § i 46.1 (47/102) 45.8 (135/295) 18.7 (56/299)
FROTYPBMEOREY 16 3 58.8 (60/102) 50.5 (149/295) 19.7 (59/299)
523 48.0 (49/102) 38.6 (114/295) 13.4 (40/299)

% {(FE)

o IR S E TR PR FIFL Non-responder & L=,
a) EASI R I FRA—=R T A Vi b 0% LE L itBREo%4

b) Z 3 NRS A7 D HAHEBIECRAFRAL—AF 4 b 4 BBl HET LI #BEORE

()

HEHRGIL, Q2W H91.8% (101/110 #1) . QW B 88.3% (2787315 #l} . 77 =R 88.3%

(2781315 ) wEH B, TARAFREIHFIOLBY Tholr,

FETIE, QWHE 1] GOREW) RN, RRERLORRBRIEIFEESL, B

BRAEFRIT, Q2WH3.6% 110 F), QW B£3.8% (123154, 77 R 6.3%

(20315 B) WCRD B, ERFLIFT P E—iEEE% QW 15, QWR 16, 75
ERELH) THov,

Pk B - FEERIT. Q2W B 2.7% (3/110 F), QW B 2.9% (9/315 fil) |
F£8.3% (26/315 ) ITFBH bLE,

BIVERI X, Q2W B 33.6% (37/110 #) . QW B¥ 35.2% (111/315 #) , 77 & R HE 30.2% (95/315 -
#F) RN,

77 R

ﬁ 3 b\ﬂ’ﬂiﬁ!@ﬂi‘t S%JAtEh%ﬁﬁﬁ%&b Ed’bﬂ.ﬁ%%ﬁ (AT RIEE)

ST QAW EE QW CTTEREE

' L S (o) (315 f) - (5 f)
7 b l:'_ﬁ&m& 51 {46.4) 111 (35.2) 179 (56.8)
ROETE % 26 (23.6) 66 (21.0) 64 (20.3)
FEREME RS 16 (14.5) 61 (19.4) 25(1.9)
7 LN 12 (10.9) 48 (15.2) 17 (5.4)
N fiTn 11 (10.0) 49 (15.6) 35(11.1)
[ELES 7 (6.4) 12 (3.8) 3(1.0)
mEA 6 (5.5) 7(2.2) 19 (6.0)
B 5(4.5) - 26(8.3) 19 (6.0)
ARE~N22R 4 (3.6) 17 (5.4) 10(3.2)
A VTR 4 (3.6) 9(2.9) 16 (5.1)
B AR 2(1.8) . 19 (6.0) 9{2.9)

Filg (%)




(2) AFEmMBEERLRSE RS (R668-AD-1334 3U5R)

Medium potency (AARDZERTIIA hnv 27 JAIHEYTS) BED TCS THRAT5
| RIRLMH FOBHENE TCS BHEINARNT bR ELRE FIRIC, FHOED
HERCE2EERFTT 2D, 77 R REESE ZESRIATEEM RS B,
KEED 10 VETEESN,

ARBE, BEH (16 @) ROBHAZES (12 8) Xvlmdh, Bk BRI, AH
300 mg (FEIDH 600 mg) % 2 BE LI 1 BEBXIRT78R%E 16 BEIETHRSTSZ
L EREENT, R—RFA VD 7 AU RIS —EREORBARAEEZHETEZ L
LR AN, B ER S HIER LB e I s &k,

BE 16 BH O IGAS1 ERER T EASL-75 FERKHA co-primary endpoint & Sz, XFH
LARBBERL, 18 BMULOT M EREARET, A7V —=U BIRUTORERE
etk Ehi, :

(TR HE)

> KERBERZESH RT3 EEL R

> IGARZA=27 3LAE, EASI 227 16 8LE, KEBEEICLEDD 7 P —EEHRRED
B4 10%50 L, RUNRS R 27 OREBEOEHE 3 BE

> 64 ADNIC, TCS THRATHXNFEEE EOBEBEN D TCS BHERIBRWED
FEN B D BNBEF4r & . Medium potency LA L@ TCS (MHEIZSS LT TCI %8
My 2472 e 28 ARG XECHEINIBREIROWTRNEN T O
M. BERE L THEMRUIRBEEREVIKE (IGA Ra7 0~2) RHEFTE
RWIZ L LERINE, BE 6 VAMCT b E—HEERIIHT 52 MEIREORE
BHHBES TCS THRF+H ARSI, REMEOREB LI, BRICLDA
X274y 2 EEBY A7 ERAWE, BEERE, HELEEER, 2540
BE%) LEHEINhE,

[#E 2]

BHEMEOFHTHBERIL. Q2W B 224 i, QW B 223 FIR U 7 = AT 224 BlDF 671 6
Thol, BEMEOMITRERIT, Qw B 220 #l, QW ¥ 218 SIR VT F AR 222 i
D 669 FlTH-oT,

DRI, AR VAL, 7T HREMEER L TH ARG LR WRE 042 HEERETRE T S BB
BFBRERNER SN, EEEXII oMl LoBBIC L REAONFIGEAFETE 2VMES I, High potency (B
FEOHFTEAY)—A buyy FAREYTS) BLbo TCS T2 FHEfEic LA REERETR Y Uiz, B



BEELTEOAT oA FRZEFEIERAT vl FIEREIMNIEN RS SNcHE, RBREoRERPEsh, &
R RIRIEORKE S 2 b 08 5 S EEE L RIicRBIEL B TS Z L L Shi,



(T2
%MD co-primary endpoint T 55 16 J@f‘x“@ IGA=S1 BB R EASI-75 ERREER
4DERBYTHY, I ERBLEAFRE OFLBITBWNT, WTINLOFMERIZBW TS
AR REMNED BN, 77 2RI 54H 300 mg © | BRBERES LT 2 BFER
B OBEBMESRIES N,

51% 4 &J; 16 ﬁﬁéco IGASI ﬁﬁm&u EAS[ 75 :&ﬁk‘% (FAS NRI)

o R T e e COIW R i CLQWEEDS i
IGAS 1 JBRRE 379 (351224) 372 (83/223) 10.3 (23/224)
TR L 0FE [95%EREM] 27.7[202,352] 27.0[19.5, 34.4]
pE A <0.0001 <0.0001
EASI-75 BRE$ 51.3 (115/224) 52.5 (117/223) 14.7 (33/224)
T EREEL0E [95%EEKHR] 36.6 [28.6, 44.6] 37.7[29.7, 45.8]
piE Y <0,0001 <0,0001

% (%0

LB S B FR IR 7 1L Non-responder & L7,
a) HIKFRGR—RA T4 VREOBEEE (IGA A3 T 3XE4 ’Eﬁ & L 7= Cochran-Mantel-Haenszel *ﬁﬁ;’

b) IR EARARORESICE T 3 FERERZEL NN 25% L RIET S 2 LT, REOSEEZ R

FEie. EREDMFTFMER OHBIIR 25 DEBY THY, WTFROEMERICE N TH
K%’Jﬁblj'?t’fﬁ%_t@éﬂﬁﬁ?ﬁ“wmb b,

5 TAHehEEEMER OfE% (FAS. NRI)

O RMEEE | FRERE | . QewEE U QWEE P TT R
438 12.9 (29/224) 12.1(27/223) 2.7 (6/224)
IGAS1 SR 838 24.1 (54/224) 23,3 (52/223) 3.1 (7/224)
16 # 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)
438 27.2 (61/224) 28.7 (64/223) 6.3 (14/224)
EASIL-75 ##pk s 8 18 45.1 (101/224) 48.0(107/223) 10.7 (24/224)
1618 513 (115/224) 52,5 (117/223) 14.7 (33/224)
4 i 10.7 (24/224) 9,0 (20/223) 2.7 (6/224)
EASI-90 3R @ 8 18 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
: 1638 | 35.7(80/224) 33,2 (74/223) 7.6 (17/224)
2598 NRS 2275 gg ;gg (ﬁﬁi? 23.4 (47/201) 6.1 (13/212)
R R H S D : 3 ) 33.8 (68/201) 8.5 (18/212)
1638 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)
% (FIE)

o 1k {5 S e R R 1k Non-responder & L7z,
a) EASI R I 7 Bi— R A ink 90%E Lk LicBg 0Bl &
b) # 5% NRS R 27 OAREREOBEESRA—R T A b 4 KM EET LEBREOHE

(F2H)
HEESRIL, Q2W B 74.7% (171/229#1) . QW B 69.3% (151218 B), 7T & A #t 66.7%
(148222 fi) IKFRH BN, ERFRIR6DLBY ThoTe,
SR bRboT,
BELEEERIT, QQWHL1% (7220 8D, QW B 0.9% (2218 ), 75 A 5.4%
(127222 ) wBDbh, ERFRITTH t“—ﬁBzJﬁﬁ% (Q2w B 2 i, 7"F =A% 3 #)
THol,
rPitb_iofJﬁ%ﬁsm Q2W B 1.7% (4229 ). QW B 1.8% (4218 By, 77 &XR
F09% (2222 ) 2B L,



A
Pl

BIVEMIE. Q2W B 29.3% (67/229 1) . QW BE 31.2% (68/218 B) . 77 = Rk 18.9% (421222
'fﬁj) Il—m‘..\ab 63117‘:_9

i 6 \r\'ﬂ‘ NHDHT S%lgl.tk%ﬁ.‘ﬁﬁB&b bNICHEER (Efé&ﬁﬁidﬁﬁﬁﬁ)

QW | QWE [V .TIeRR
_ e : (o) - | i) B (222 ) .
7k t‘—iﬂa&mﬁi 36 (15.7) 21 (9.6) 68 (30.6)
MIEEE 27(11.8) 26 (11.9) 22 (9.9)
T 21(9.2) 11 (5.0) 13 (5.9)
S RIS ' 19(8.3) 41 (18.8) 13 (5.9)
T LA R— iR 12 (5.2) 8(3.7) 3(1.4)
ESGER 7(3.1) 12(5.5) 7(3.2)

¥ (%)



4. HEgRIizo>W T

AR & 72 5 BRFOBRECEEHECHIMIL., B TbhaZRlRkbdbRSB,
e, AROBRECLVEELRBIEREZHRRA LBICHIET 5 Z L BABERD, LTO
O~ TR TEWHETHRICBWTERTLRETHS,

@ MEsRiz2onT
7 bE—EREROFE, FRE TR, Bl BR (@% T MR E R
A FF42) BREL, ARV TO+SREEEE L, 7 MR OBE
B OYRFICIEE 3 5 EAT (‘Fi@b\?‘h?ﬁ%?&%@‘é@ﬁﬂﬁ) S YL R O AN B
THRBOFEFE L LTRESL TS Z L,

- EFfRFRGE 2 FOMMIHEL BT Lz, SEULORWRRROBRIHEZTo TS Z L,
- EMiGRHREE 2 FOMMTHEZ KT LRI FLL LOBREREZF LTS 2L, 55, 34FH
R, 7 ME—HEWNEEEDLT LAY —RROBREFELZToTnaZ L,

AFNOBLERTER D REME L FIMERFTMT 5 72 » ORISR AFEESRELNT
WBHZ EMb, URFEEZENCRETE SRERTHLH I L,

@ BRADERSEREBEDEMRIZ>NT

- BUIRGRSNLOFHYE - REMEOEEHIFROEED, FEESNFELELES
IR RS & SR R EOMICIT ) L EOERSSHEH, EAOKE
STNATE,

@ AHHERUBHER~D®IIZOWT
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