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1. LB

B R O - R OREIR D7 HITIL R LRSI ESW B EAEARRD LB,
& bz, EEORERH ORI & 1, REERRS OB TR FSE 25 5 B35
RERINDHT, INOOEERZEICHE L T5BHICHNICRT 5 2 L SREOHRME
PRoTHED ., EHAEGEY & QLA E 2016 (FHRL284F 6 8 2 BEEHRE) BT
b, EFHNEELEOHEROREHESHS - L L ER TV, '

T 2 H 5 EERL, REMERRR M T 7 7 7 A ADSBEFEOEES & B & AN
RARHZLBbD, T0kd, FPRRUCESHICET 3 HRA+0EMIN £ oM. 4
FERLOBEEYM TS T L S SN BFICH LCHAT 3 & & b, BIERRRE
LB MBS & B o L ST — OB R M T ERBECEAT 5 - L NEE
T b,

LEiioT, AHA KA Tk, BRERS ZNE CILB L T\ 5 BRI - B
R ESx | U TFOERRORERERZHEET 380 b UELREN, 2 FRUVBES
Haw,

BB, AHA BT A ik, BITITHIE A EERERH RO, —RREARRY L
Fipo kA BATHRESES  BANET LAR—EE ARMFEABANRH
AR U—RtREA B ABENBESORAD b & ER L,

WELABEES Ty PRTE0mg Y Y (4 F =<7 (BEFHER

Z))

HErRamETIng . JUE WA (S Lo ThMERERE =Y b2 — A TE RWVWEET
HIOBRFICRS) ' "

#erh s ARRCEE - BE. RARD 2B EO/NRCERT 2 <7 (BETHEREZ) LT
AENC 600mg ZETIRE L, TO%IL1E 300mg % 2 BER TR TRET
D,

IR I AR - Ve




2. AFOWR, {EARE ,

Fa¥ s FVETE30mg ) Y (—RA T aUeT (EeFERE) | UT IFE
Al ) ¥, Regeneron Pharrnaceutical;s, Inc. 7388 U7, Interleukin (IL) 4 S EEREUIL-13%
BFEEERE LTS L4 ZHEET7ALT 7 (L4Ra) 7=y MIEEL, VYV FTHS
IL-4 ROVIL-13 2 LIy PN EERET 2 RETHR L b 1gG4 £/ 7 a—FAHK
TH B, |

IL4 B ONILA13 240 Lis i S HMEERRRIL, 2 BRERG QBT (Th2] Ris#
&) O Th? MEOEHIZICFS L. SEIRERCLOBET ST FE—H/ T
F— MR ORBICEELRBREZ R T EE L BN TVWS (Nat Rev Immunol 2015; 15: 57-65,
Am J Respir Crit Care Med 2009; 180: 388-95) , 7=, Th2 HIGASEEAET B4 kb4 L IEKE
R ORI RRIE S AT E L KRB XM R THRERECEETHLEZ DT
W5, BLEX D, &KL, IL4 RUIUL-13 OV 7 VEERKZIETZZIcE D, RBX
mE B L THRFESRE RTINS,



3. KPR
SEIE BEEREIC Lo THMBERE Y b — A TELAVWEESEROBREIZ
TRB) OERBHCTEMEI T ERBERAROBEEY T,

EEIEFZEMERSR (EFC13579 35

[RBROPE]

FAEXEEREORAAT vA FE LT, (1CS) ) RUEOMORMERELER L
Thay ha—AFEO 12 B LOREIGEEE 195024 (HAA 114 5l2ET) X5
12, ICS B U O OB IEERIE 1 ~2 AR T COFROFHER TRt Z R 5728,

i - AR, AH200mg (FIEOZA 400mg) | 300mg (FEIDA 600mg) Xid7" 7 &R
Z2EMBT R BREKTHRETZZE ERESN, ICS RUEOMORMERE [~2 Fl2 2
7Y~ TRCHER SN AR THRT 2 L ERES L,
FOEoFEMEER L, #5 52 B COEREGBNEIOEFFBRERL RS 12 B
2381} 5 RETIRER 55D FEVI D_X—R 7 A i b DZEALED co-primary endpoint &7
Eahic,
WL ARABEER., REBULOKEIGREE T, LTORERF/ LTI E &SN,
(FBIREHE)
> TABVIERAERD CHORURMERIK 12 FEX7 V) —= 7D 3 7 AP EFiH
SERNPORZ Y —=2 780 | ZHEU LR b —EARTHEELTEAL TS

> SAEXTIREREH O FEV, BTAMED 80%E T (17 BEATiX 90%LLF)

ACQ A TH 154k .

» BT FE—/ 200~400 pg BE5HED FEV T 12%L2L EA2BEED 200 mL BA EOTH
HARD LD |

> VECPIHBBEICH L CESERT B FEORS % | EB LR X BBk
O ABE L TBAARESR L

v

[552] “
AR BB S Sh AR 300me2 mL B (LT, [AHBE ) L. SRITICEE L C4RE
BB TAaz L &N S ERRmLEE GUT, 77 R ) OFROZERT 2,

()

A0 FEFMIEE THARE 52 BRI TCOEERBNBEOFEHRARRURE 128
BITHIT DRGSR SO FEV, D_—A T4 v b OEEEIR 1 RUR20LEY
f%n;77tﬁﬁa$ﬂ#k®ﬁm&m%w1\ﬁi@ﬁﬁﬁﬁ?ﬁtﬁ%&%ﬁﬁﬁ%ﬁ.

D BRI fERME B, SR (BIT. TLABAD. B = MY =2 FEAKERE (BT, [LTRA)) . REMIERAELRADLY 5%
HEEERE (BT, TLAMAD ., AFA33-F U8 .

3 kOOLEOOMERNELSEOEAFBEENBNELEX L : D28 A7 04 FEO 3 AR EoRE, @28
AFnA FEOHRSEAELBAICE S ARIIZER OF2

» FAFH S TO EhrB X7 N (L. TFRI). 500 pg/ BEAE 2,0000g/ BLETEH, FHEPLOWEBRE TS, I8 8REL
13 FP400 pg/ B LLE 2,000 pg/ B EUTFHEL, 17 #RBATFRIFP200 pg/B B L 2,000 pg/ R BL TS & iz, 235, FHIC
BIFD FP ORZIHRT, RATEK R0 /B, /NMNECRX200pg/ATH S,
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mH e,
#1 BEDAEBRECORERSHECERRESE (ITTEE)
AH B 75w
il (633 i) (21 8)
PRENE (A-5F) 612.5 3132
HERERREE (=) 343 342
EMYERRE (B/A-F) 0.560 1.092

0.524 [0.450, 0.611] 0.970 [0.810, 1.160]

ERPNEREE 2 (BAF) [95%EHRER]

T EHRFEEL O Y [95%FRER] 0.540 [0.430, 0.680]
piEY <0.0001

a) HEEE. S, K, <—AFA VEROLPREREES. —A T B0 ICS AR | FUHNOEE

EMEORRELERATRL L, ARIMORREREE Ty MEEE LA HERET

F£2 B5 RBRECBYIATXEBRERSGIOFEY, (L) 0~<—X 54 b0 R (ITT £MH)

HER FANRE TR
AR FA VB 1.78+0.60 (633) 1.75£0.57 (321)
#E 128E% 2.09%0.70 (610) 1.93+0.68 (313)

ARG A b OELR 0.3120.43 (610), 0.18:£0.39 (313)

it 2 ?ﬁ? 2 [95%{EHE 0.13 [0.08,0.15]
A <0.0001
pfE?

TEHE RS (FED
a) ERE, Ef, MR FE. MR, XA LEOLFFERERSY. LR T i

0 ICS AR, TEMiFEE. REREE MmN AOREER., {—XT7A Vil AT E
LSRR AR O E{ER AT L L Mixed-effect model with repeated measures (MMRM)
#, FABIHEIC I unstructured FRE L.

R— R T A D ICS AR OWBIERPEIERIIE I RTER L, ~—R T VBQEN
A Fde— B — DRSS OWSEAMITERIIR S RUR 66O L BY ThoTe, i, MiF
FLERSL. FeNO JBEE. MRV FAF U BE, MiFEPH gERERCRERAF 3
BEZ, Wb 2BRE~Y—I—L Sh T3,

I A—RTA B ICs AR OFRE 52 8% E CORERENEOENERE (ITT£M)

AR TS ERE
Rsw (323 ) (167 )
BESUM (A-F) 310.7 162.7
wmRE F B EER R (B 210 193
ICS EHRERAR (A/A-F) 0.676 1.186
FRIEERTE %"’\'ﬁ) (osvfRi 0.639 [0.523, 0.780] 1.038 [0.818, 1.317]
FSEFEEE O Y [05%EHEREE] 0.615 [0.456, 0.830]
.5 152 75 HE
Bsw (303 ) (151 )
BREME (A-F) ' 2952 147.4
TR Wy BRI (B 131 147
ICS SEFNERRE (B/A-5) 0.444 0.997
FREBRERE %’A'ﬁ) (oS | 414 0325, 0.527] 0.879 (0.667, 1.160]
FIEREEEORY [95%iEER] 0.471 [0.329, 0.674]

2) WERE, S, B, ~— A7 VEOOTFERERES. ~—A7 VR0 ICS AR, 1 FUACEER
EHEBEORBEZRZNAZTH: L, S8R0 EERiEx A7y MER L LtAO ZHEREF



F4 ~N—ATAUEEOICS BRAOES 12 8%ICH T 5RETIRERSH FEV) (L) 0% (ITT #£H)

BLE AR 7T iR
AR T A B 1.700.60 (323) 1.65+0.50 (167)
=155 e 1238% 2.0020.68 (309) 1.8520.64 (162)
ics ReA G54 v b OELE 0.32::0.43 (309) 0.20%0.40 (162)
7’7-‘2%8?&%%" [95%I53EX 0.12 [0.04, 0.19]
e AFIEFE 75 EREE
AR T A 1.87::0.56 (303) 1.86 £ 0.62 (151)
AR 275 12 Ak 2.1620.72 (294) 2.02+0.73 (148)
1CS ReRAS A b OE{LE 0.2920.43 (294) 0.160.39 (148)
FIRARREL 6%% 3 [95%EEE 0.14[0.06, 0.22]

iR HEHRE (PR
a) J#ERE. RS, MR SR, iR, S—A5 A LHOnPFEREES, S—R7 A CRHO ICS B
B, FEEREE, 5L AROREER, R—A T Al A—ATFA AL FREROREEE
BE AT E L MMRM #, HEEEICE unstructured % {(H7E Lz,

#5 HA Fv— - 0EN O BERBIREOFHRAE (TTHE ")

—— E4y ERMERBE (BVA-F ) F7eRBEL Ok
(R—RAFA B AR 7R [95%fE$H X ]
150/l il 0.805 (181} 0.779 (83) 1.145 [0.747, 1.767]
iy 150/uL. BAE 300/uL. i 0475 (175) 0.845 (95) 0.557 [0.350, 0.888]
FMERE 300/uL DAk 500/uL SRS 0.496 (136) 1.393 (68) 0.366 [0.225, 0.596] -

500/uL B4k 0.413 (141) 1.486 (74) 0.287 [0.184, 0.449]

25 ppb 0.639 (317) 0.863 (144) 0.792 [0.572, 1.098]

FeNO 25 ppb EL_E 50 ppb il 0.489 (186) 1.183 (97) 0.442 [0.282, 0.693]
50 ppb LLE 0.485 (124) 1.444 (75) 0.305 [0.188, 0.494]

61 TJ/mL &k 0.681 (149) 0.792 (83) 0.817 [0.511, 1.307]

@ 15 A 61 IW/mL ELE 167 IU/mL ## 0.535 (156} 1.344 (74) 0.420 [0.275, 0.641]
167 IU/mL L1 F 449 TW/mL i 0.616 (164} 1.008 (84) 0.685 [0.424, 1.106]

449 IU/mL i E 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]

BE (R FRFCRETFF 13 CHIERTER 31 F 3 AES TRBERAACSH 5.)

53.9 ng/mlL i 0.660 (155) 1.024 (78} 0.657 [0.420, 1.026]

~A2Y FRF 539 ng/mL Bl 69.4 ng/mL K 0.501 (145) 0.985 (71} 0.521 [0.333,0.814]
e 69.4 ng/mL BL_k 92.3 ng/mL i 0.656 (157) 1133 (77) 0.605 [0.373, 0.982]

92.3 ng/ml B b 0.426 (139) 1.327 (75) 0.307 [0.184,0.512]

24.0 pg/mL ik 0.657 (151} 1.101 (89) 0.603 [0.393, 0.925]

zFF R 24.0 pg/mL EL L 38.2 pg/ml. 5Rid 0.600 {160} 0.904 (73) 0.733 [0.459, 1.172]
-3 RE 38.2 pg/mL £l _E 60.8 pg/mL i 0.525 (171} 0.895 (70) 0.599 [0.364, 0.987]
60.8 pg/mlL Bl E 0.474 (143) 1.336 (86) 0.360 [0.226, 0.574]

) R IgE IR, NYAATFRE, =45 T3 BECOWTIERSE
b) U A RFBEOESBOMSEEAATL, 18 R oK # ki 3E

c) BRERE, . Mk, ~— AT UBORPERRERS, ~S—A T LB ICS AR, 1 FUAOEERSIEEOREE

HoplAEdr L L. BENFoETREY S 7y M ERE LEAD THARET NV




#F6 B Av—h—ORSH 0L 12 BEiCET 3 REXEEEREN FEV, (L) oF{LE ITTHERY)

L 4y 1’3{5-1238{%0)}:77%\{1 {L) ot— 5Bk
- —h (R 2 5 A ) L AFAvrLOE{ER (9592 4R ]
AFHIBE 75 &R iR
150/uL &7 0.190.37 (176) 0.11£0.41 (83) 0.09 [—0.01,0.18]
fiikse] 150/uL LAk 300/pL 0.220.45 (168) 0.22+0.35 (90) —0.00 [—0.10, 0.10]
SFEEEREL 300/uL BLE 500/uL Rif 0.36£0.39 (131) 0.172£0.39 (66) 0.18 [0.07, 0.30]
500/uL BLE 0.500.45 (135) 0.22+0,41 (73} .30 [0.19, 0.42]
25 ppb Kk 0.20+0.37 (309 0.17+0.36 (141) 0.03 [—0.04,0.10]
FeNO 25 ppb BLE 30 ppb R 032040 (182) 0.18+0.37 (94) 0.12 [0.03, 0.21]
50 ppb Bl E ] 0.59+0.51 (113) 0.20+0.48 (73) 0.39 [0.26, 0.52]
61 IU/mL &% 0.21:-0.36 (143) 0.19£0.39 (78) 0.05 [—0.04,0.14]
£ 1gE B 61 TW/mL BA_E 167 IW/mL K34 0.28+0.38 (151) 0.23%0.40 (73) 0.05 [—0.05,0.15]
167 IW/mL £k 449 TU/mL &3S 0.34%0.47 (156) 0.08£0.31 (83) 0.26 [0.15, 0.36]
449 IW/mL Bl B 0.39+0.49 (154) 0.24+0 46 (76) 0.13 [0.01, 0.25]
BE (LY FRAFLROETF T3 OREITTER I E3 ARATREBERANATHD.)
53.9 ng/mL iR 0.23::0.45 (149) 0.19£0.35 (74) 0.06 [—0.04, 0.16]
Y FRF 53,9 ng/mL Lk 69.4 ng/mL i 0.2620.42 (138) 0.140.39 (69) 0.10 [—0.01,0.21}
BE 69.4 ng/mL Pk 92.3 ng/mlL #i 0.35+0.43 (157) 0.200.42 (77) 0.10 [—0.01,0.22]
92.3 ng/mL L1k 035041 (131} 0.17+0.38 (73) 0.22 [0.11, 0.33]
24.0 pg/mL i 0.26+0.40 (147) 0.15-£0.39 (85) 0.09 [—0.00,0.19]
A FF 03 | 240 pg/ml BLE 38 2pg/mL KR 0.230.38 (157) 0.220,38 (70) 0.03 [—0.06,0.13]
mE 38.2 pg/mL L1 60.8 pg/mL 0.30£0.41 (164) 0.18-:0.36 (70) 0.12 [0.01, 0.23]
60.8 pg/mL B E 0.45+0.52 {135) 0.17£0.44 (85) 0.27 [0.16, 0.39]

TiyEtElREE (G130

a) R IgE #BAF, RV ARFLBRE, A ¥ ¥ -3 BEROWTIIMSER

b} 2V A RF U RECESNOWSERAMTIE, 18RI LOKHE N RITHNE

) BER, TR, MR, FE., MR, <— AT CEORPHFEREKS, ~—X 74 VRO ICS AR, FERL. REFLF
M ADAREEER, =R T4 i, =25 EL AR S OREEAZRATE L Lic MMRM ¥, fEEWEITE
unstruetured {E L7,

(Z2H)
HEEST, AR 8LS% (515632 H1). 7 TR 84.1% (270321 §]) R bR, £
BERIIETOLEY Thotk, | -
T, AHRE 4G (DA, DRE L /FRR ], 2HEORE, 5 o ik Re/hE
BN/ A AR R SRS 1 F) ITRD bR, VTR b IRRE L ORREFRIIEE
s, ' |
HEESAEEFSIT. AKBEST% (55/632 4), 77 EREF 84% (27/321 fl) ISFRH b,
IO LAAIRE 45 (TEEEREINGE, BYEFREIKEME, 777 4 7R R, EREMNL
FLBE ST AT SRR FEERATIRIES 1 B) . 77 EARRE 1 B (FFIREAME) oW Tid, R
BRI L OREBBRREES W eh ol
PICE - B EBRIT. FEIH 7.0% (44/632 F). 77 2AREE3.1% (10321 F) IZFBDH L
i,
BITERIX. AKIBE 22.6% (143/632 ) . 7T B ARRE 14.0% (45/321 Bi) IZRB® B,



K7 WPNAOET L LR b FETR (ESERITIRER)

AAIEE 75 EREE
TRE (632 1) (321 )
7 A o A4 BRI 111 {17.6) 64 (19.9)
TN ERACECRE 98(15.5) 22 (6.9}
EREER 77(12.2) 49(15.3)
SEXH® 71(11.2) 42 (13.1)
.| R 40 (6.3) 25 (7.8)
e PR A 40(6.3) 5(1.6)
A 7Ny 38 (6.0) 22 (6.9)
BRaRERS 33(5.2) 16 (5.0)
EHEET 5 R 31(4.9) 3(0.9)
B e s 26 (4.1) 29 (9.0)
Al 25 (4.0) 15 @7y
EEE 23 (4.0) 7(2.2)
MEE 24 (3.8) 16 (5.0}
R 19 (3.0) 12 (3.7
BA e . 19 (3.0) 11 (3.4)
T LA 18 (2.8) 15(4.7)
Bl 13 2.1) 10 (3.1)
SYERIMERS 10 (1.6) 15 (4.7)
% (%)



4, BRIZONT
AHFIA IR & 72 D BE OBRE O S0 HIETT, @EiciThohd Z RO B A,
T, AHORECL YV EEZRERAZREBE LZBICHR T2 I L BSLERED, HTO
O~ODTRTCEHTHRRIZBWTERTAHRETHD,

O MHRIZ2WT .

. SEIEEOFE. BBL TR, DI, BR BF  WETH - BN FIL VN
INERE TG BIGHR - WEIA K4 2) #R@L, FERNZ2WT O+ Rmss
HL. REXHEOLHROBRICHEET ZER CUFOVTnscsy+ 3 E)
RUHBRB ORI T B ROBES & LTRESLTVSZ L,
[RAREXWEBECRET 55H8]

ERRITRE% 2 EOTMTHER T LicBic. T OMHEE AT 4 FL - OBRRER

FHLTWAZ E,
o 3L EORE SR BB 5 PR R RS RR O BR R IHE
Xix :

o IFELEOREIWMEICET AT LAX 2R OBRRIHE

[NRRE SR BBE RS T HHE] ‘
ERTFRAF RIS 2 SFOVMIFHE 2T Lictkic, DT OFEL ST 4 4R L1 LORIREERR

FHELTWEZ L,
o 3EH EONERZEROBRIHE
FiXies)

o 3ELEOREINMBICET LT VA —LROBKRTHE

o REIOBIEIRE G DR AN L AT 2T T 57 ORISR WAL AR bR T
WBZ b, UEHELBENCEETE AR THE D L, ‘

@ BAOERSHHEROKIMICOVT -

- BELESH LOEME - RRASORINFROTES, AEFRITE LIBEI
YV L BERBFEESPIH ) = L SOERRTRER EAOKHAE>T
Wws e,

® AHHERUBHER~DRIIEDNT

o ABTAMOT LAX—RESHTBREIAFLBETIHEIC. YT LAX
— MR AN B ERM L EE L, 2 OEBTEICHE L TIRER TR T 5 5
BoTWBIE (6.5 M),

. 7%74?#v—%oﬁmiwﬁﬁtﬁﬁéntﬂﬁmmﬁbT\%aﬁﬂxmﬁ%'
EWELE OB MM AT S ED &8 L, BIEA OBE-oxH Iz L THRE R USSR
. ELENRABRTESEHBEoTHWAZ &,

9



5. e EXRERDBE

[BHEBERICSONT GHA)]

REDOHETOHMICH Tz > T, UTICHEYETIBETHD I LEWHRT S,

. AT - FEIA FT4 285, REDEBOREBNNESh TS,

2. PAEXRGHAE®DICS LZOMmORMEIE (LABA (BE&HI 2 &1r]. LAMA, LTRA,
FEAT 4V BBEA) AL TLar Fa—AFRR &Y T poBMAT oA N
BORGERVLERHEEELZEIC 1 B EX 775G, 2L, P15 ICS APRIE
OEPSIE, EiCX Y ICS ZUZHEN EICHEET A Z LBRERSIC L VRETH
3 LM s =B EIC RS,

(BN ﬂ%}%ﬁ% -EEHA FFA Gk, BTOHEBO S S 3 2L YT 58S, XETEAZR. BRZ2. Akt
HoMEXRBICIEUENES. o rr—AFREERINTHS,
o RREJEW (BFRUER) A48 1Bk
. iSO FHAIGE 1 BN E
. EEhE Erin e RE B D
. FRiR A (RERIERR S RO FEV, zw PEF) ATFHEXIIEEEBED 80%:A5E
. PEF @A (GB) AZEDH 20%LLE

[BFEBRIRICSWT (IEY]
BEOBEEOHBNCHI-- Tk, U TFICEYT2BRETHIZ L 2HRET S,
. NRREIRERIEE- BT A FIA BB REXREORESHA 2L TND,
2. PARXIEAHREDICS & ZOMORMERHIE (LABA, LTRA, 747« J VAREEA)
FOALTHIY Fo—AKR @2 T, 1@ T uf FEOBEENBHERBE
WEAEIC 1 B L& ETRE,

(E2) MREREZRBIEW - ”*ﬁﬁf( FZA Tk, RTOWThPOEAREETS5EE. = Pr—ATREERS
hTnsg,
Bl fERASHIC 1 BELE
B el BtEE (BF) HA 1\ EE
. BEAEFOBRSA I 1 =ELE
s P RIEEOMALE 1 EHUE

[BEBIRICSWT (KA - /NEE) ]

AEIEHT0 2 BISSEIC B 531 A v —F — (BRI, FeNO, MiF+#5 IgE %)
DIEREES AR OAERKE WEAMICH D —F T EWBE AR 0FIES+52
R LRV RBEIN TS, B TR, AFIMNEG E 2BELBRTH-HD
P Fre— i — OFEEEMIIFE LR VSR, FENC X D IRHRMIC S oo T, B A A=—0
—# 12U EREL, FOELERRHL2EZEE L7 LT, M558 LVEEXLRHE
oLEsETHZE 3.8,

[#B5 0k HT»>T (A - /DNRILE) ]

AR ORI B 2 A EEHhMARN (REFAHE 52 BR) 2EE 2. BEHERE 1F
BEYHRICHDEOERIF TV DHEBED LN VWESIZREBARLESEFRITRVE D IZT
BTk,

10



6. WMEIELTHEETREEH

1.
2.

1)

2)

3)

4)

5)

6)
7)

8)

9}

10)

11)
12)

AFI DR VBREREDBRRERED H 2 BE OV THARORSREZTHH 7D,
BELRNIE, '

FF T4 F%— (0.1%FH) BPHEIRTWS, FRRERICIIAELS T2ITIT,
MEET., MFRESE EEREE, HDEWV, BX, B, Z5ER BHE0RERADL
NEBEARELICRSZHREL, BYRAERZITI L,

AFRERDOEY 7 F ORI, BTEEPHERINTWRVWOTEITSZ &,
AFNL IL4 ROVIL-13 DFEEERIC L Y 2 RIS E T 5, 2 BB EiTFiE
BRI B ARSI B S L CW AR B B, A BRI AE T L TR,
FEV AT BANCHAE WBROBHEIT > & &, BE SRR P ICFE s i
Z L, fuE4e Iz L ABRENEDREETIL, T RBENEET 5 E TERAORS
Rk sz,

ARIOBREIZ L > TAHT MO T VA —MEBOERIELT AW EERHY Y
%7 LAR—HERBIT BB R B B A ERSBRCEELT 58 Thb
b5, FRBETEEZEORATELED T, FEREFH L, 6T IT7 LAF KR
BN 2 ER LEEICHEET 5 2 b, BRI LT, BEROETRL, Thb ok
BT ARENERERE LRV E 55T 5 L,

FANIELICE X TV ARE R BORIESER L ERLHICEN T 2 FA TRV O T,
BMORECH L TRER LRV &,

AR OB EEBBITEEERS T Y b r— AR EUTER LRSI, EOSERs
AL BERETA &,

E#IR 70 MREZSF TV BABFICBO T A AR EMEREGIZAT 1 FELAIC
HIELZ2WT &, AT R4 FROBESKEDFEICE, EMOEFRT THRaITI 2
&, -

AFNDEEERRERIC I\ T, IFEBRIENR 78 B UM ER M2 28 ML B RAE P SFAEIE D FEHLHTR
HENTND, FFEEHIT, FBRREOES. YW DTRERS. FEROELL.
DESHER P2 —a A F—ZiTEETH I L, :
BT CECN A BLEIRTERE SR RS I B S X AR O R OSEIE#E A D7
DITHELEREFHBERLTHLEATB L,
AHIORMPEEGEL . RAMRNFELHERTSZ L,

BEf50EBICY > TR EROZ Y EEICR L BT L ORI 2EE.
IR UEEETH DL,

[51A3CHR]

BAT LX—F2 R - E8FA K7 A 2018]
AANRT LA¥—28 UNBREIWBIGE - 88 A F7422017)

11



(%) REROF =227 (BEFRRL BROREEREETA F7 42 (7 Fe—{ER¥E) l
TE@ml, RELEOF =P+ (RETEED) NAORSEMEEN S FF42 (7 FE—E%%) weirs, |
[Fatrrw? (BETFHREL) BEOREEREET A FI70 0 (KREXHE) 22Tl (EB1F3H 26 B |
| RagEges: 0326 45 7 EEASBHEEE - £RFEREENFETARREN) KL AREGFTH S, l

IxmfERMEETA N oA
Fav w7 (EBlaFHEz)
(RFE4 : T 22 PETH300 ngir ) )

~7 bR ER~

TRk 3 0F4 H
LA S



HK

LBz

AR, TR

I B R

HEERIZ oW T
BERNB L RLBE
BEZBLTEETR&EE

A I

P2
P3
P4
P10
P11
P12



1. XL

EEROBDHM - ZEHOHEROLZDICIE, RAXESCESWERERFHBRD S
N5, Ibic, EEORFEEFOESRICL Y AREEMEOERNLRFRERARSF2F
THEESPRREINIFT, INOHOEEMRZERNE L TR ICEINIERT S Z
EREOREL o TRY, REMEGEER LEOEARSEH 2016 (FErK 28 F6 A 2 B
HRE) CBWTh, FFNEERZEOERORELIEEEZRLIZ LS THE,

FHRERBFEZETEERD, REFRCPEESE o7 74 VBREFOEER LA
NCRBRBZ RSB, O, AAERCEEECETA2FEA+2EEENZ ET
O, YSEERZOBREZBETAIZEPMFINIBECHLTHEHRT D & &b,
EMERANRRBRE LB NERREE &5 2 LR —BOBEN 2 T ERSE CER
THZENEETHD, '

LER-T, BHA FIA4 Tk, ARBEERSINETEALNTHWIEFEERN - §
PRRMICESE, UTORESOREREAZHET BN LEREN, B2 K
CEBFELTT,

BB, KA R4 id, BELTBEEAERSERERBEHE, AREMEARAREK
ER s, —BEFEARET VAN -Z2RUVERBRREERESOBADO S EIERL
7

HELRBEER: Fab Y METEIOMg Y vy (—BL : Fatr<T
(BiEFHIRZ))

kR pETINR « BEFERRCHRF o427 P —EREE

HRLhAMERCER  HE, BALRT 2 <7 (BETHEIEL) & L THEIC 600mg
FRTHREL., £0%X 16 300mg % 2 @ERTHETRST 5,




2 AR O, (EREF

Fab /¥y METHE0mg >V Y (—4 T:twvj(ﬁr%ﬁmx).uT
4%} ) iX. Regeneron Pharmaceuticals, Inc. 238 L 7%, Interleukin (IL) 4 &K KT 11L-13
SREFBBE LTS IL4 SHEETFALT77 (L4Ro) 72z MZHEEL. VH KT
55 ILA4RRIL13 #A LEY 7 TAGRELIET 2RETRBRIE F eG4 T/ s u—F
NAETH B,
m4&01bu%ﬁbtvﬁfwréﬁ%m:2@&?&%‘@@«»A—THMJEf
&) RO TR MROBEEESICES L, 7 FE—HEERRUChOBET 27 P E—
M/ T VAR RBORBIIAERREERETEELON TS Y, i, Th #jas
FEAET BV A I A VIXEEBEMEBRYEEL, REREMLE A7 B0RELZM
EFFBHIENDL, T FE-HEERTIIRE Y TREEZSIEREILEY ., HAZERLY
TARLEZLNTWS, BELY, AR, L4 RVIL- 13 OV PAREFHETL L
kv, 7 he—tEEMRICR L TEFEDRERT I EBR SIS,



3. BEARARAE
BUERRTE AR R 17 > e ERIERRBORBE L T

() A7 u4 FARKGH EEERFMARE  (R668-AD-1224 3A5)

[FABR %]

Medium potency (B ADYETIER br 77 7 ACHYET5) UEOAFuAf FARE

(AT, TTCS)) TEHRERTR2T b —MEELESE (BEAL 700 §1) ZXFHRICT, TCS
HHT COFRROFIERVE2MEEFRFT 21D, 7 I ERHBREEA L -EEMIIT
BEHERER S B AR, KESO 14 ¥ ETERSh,

ARBT, BEH (528) ROENEEYN (12:8) Xo#mah, B AR, 4
300 mg (FIEIDZ 600 mg) % 2 EHEL i3 | BEBXIES SR % 52 BRKE FRET 52
LERESINE, SR TA O 7 BLLERI L —EREOREBAAEEZEHRATIZL
LREIN, X—RAF A UREY TCSEHEZERL, Z0%, WHBIE LHSIITP
a7 rani", 2 BB URICH X E VERSHERE L Baiid, BEihs 258 e
LEhE, '

BE 16 WECEMIZL A2EMFEMA =T (LUTF. NIGA]) B 1EFh>_"—RZ7A i
B2 kA LEE#BREOFS (LT, [IGA=S1 Z#/KE]) K T Eczema area and severity index

(BLF.TEASI)) A7 HAR—RF A b 75%L,LJ:E&%L7”J&E&%®%‘JA (LA, EASI-75
FERE|) A co-primary endpoint & Ei iz,

NBLZDBEL 18 MU LOT7 FE—EREREE T, A7 V=V 7T O
AT e ENk, '

(FEABR L)

> REREHFRW ST 3 £LL NI

> IGA A=7 3 Bk, EASI 27 16 Bk, REHICEDET bt—ﬁ&%ﬁrz
OBE 10%E k. RO 5 EHEFEMER 7 — (BT, INRSI) 227 OEEHED
SEHME 3 LAE

> 6 ZALNIZ, TCS THREAT D THLHEDRENH 5 : HRF+4r L iX. Medium
potency BAE® TCS (MERZR LTIV =a—D VHEARE (BT, fTCl) %
B 247K LY 28 BRIXEGACETHR SR BRI OWTIAEW LD
W, EARS LT RAEITREBFEIMESMEVIRE (IGA A =7 0~2) #HikT
ERWIE EEZESNE, BE 6 TAMKET FE—EEERIIHT 22 tRED
ENHDBE L TCS TRHRAF ARSI,

VB R4S DIEEIE S B VIR IS L T Medium potency @ TCS % 1 B 1 BAA L, HRBEHBINA L 2#IZ Low potency (A
 ROHFETCHUA— s ~IF4T A FACRYTS) OTCS ICHYEL 1R 1|7 BRAA%E. PeT5o b b E
iz, BRLESE. Medium potency @ TCS 2 LHMAT S Z L & Zhi. Medium potency @ TCS T HERE L2
AEET, BEMEEEOL, High potency (HEOHE TRV —R rr 77 FRICHEETS) BLED TCS %{ER
TH-EEENhE,

2 HFFIBHIL, High potency BL LD TCS, RO AT A FEREUHAT v FEQEHBIE EMOFE THERTRE &
i, BHEERLELTEOAT of FEELIIHAT o4 FEREDHEORSEIIARBERBITONEE. W
BEORLIHESh, SHNFERECRKESD LEFMOM 5 B EUTARIERORENS 1 & AL EER
LRI RBRERSEHERT 5 Z et Shis,



[#ER]

Ao SE L, 2 BRRRSHE (Q2W ) 106 #, 1 BMBEREEF (QW i)
319 BB 5 EREE 315 BlDEr 740 i Thoto, Fiz. EEMEOMTHRENT, Q2W
B 110 ], QW L3S BIROT T R 315 i Ch o7,

(FzhiE)

BZMED co-primary endpoint TH B G 16 BHE D IGA=S1 FERFE K U EASI-75 EREIL
F 1HOLBYTHY, TR LELRAHEL OMERICBENT, WIHLONMERKCE
WT AR A B AENTED b, T RIS S5 AH 300 mg @ 1 BERRSET
2 BRRR S OBBIESRIES i,

F1 Wb 16 MEO IGAS | SR U EASL75 B (FAS. NRD

e C g QWi - QW . . T EREE
IGAS | kR 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
T EFRFEEOE [95S%ERXHM] 26.3[16.3,36.3] 26.8 [203,33.3] ‘

P 9 <0.0001 <0.0001

EASI-75 SBRLE 68.9 (73/106) 63.9 (204/319) 232 (731315)
FFERELOE [o3%EEER] 457 (357,557 40.8 [33.7,47.8]

p i ¥ <0.0001 <0,0001

% (P

o AR S B T B kX Non-responder & L7z,

3) ISR UAS—R T VEEOEREE (IGA A7 3 Xik4) %8 & L7 Cochran-Mantel-Haenszel 3

b) TR L ERAROLEIIIT A REKEETNENEN 25%ERET S L T, REOSFERTRE

T, TAEDEEMEROHEBIE 2 0LBYTHY., WTFhOFBER BN TLE
FIBEER T T2 R4 LR S EAAED b, #5516 BHU%, #5 52 B E TR LR
SRS LRT, AFIRSHEICLY ﬁ%&ﬁiﬂhﬁﬁﬁﬂ‘é borEI LN,



¥ 2 ERAHUIEERE OES (FAS. NRI)

HEER . | FEEH MWHE QWi | IIEARE

438 15.1 (16/106) 15.0 (48/319) 7.0 {22/315)
. EE] 26.4 (28/106) 20.8 (95/319) 11.7 (37/315)
IGAS 1 R 16 14 38.7 (41/106) 39,2 (125/319) 12.4 (39/315)
5238 34.9 (37/106) 37.3(119/319) 12.4 (39/315)
438 37.7 (40/106) 37.0{118/319) 17.1 (54/315)
— R 53.8 (57/106) 57.7 (184/319) 24.1 (76/315)
BASITS SRt 1638 68.9 (73/106) 63.6 (203/319) 235 :74/315)
5238 62.3 (66/106) 63.9 (204/319) 21.9 (69/315)

48 11.3 (12/106) 13.2 (42/319) 5.1 (16/315)

b 8 838 25.5 (27/106 32.0 (102/319 10.2 (32/315
EASL90 &L 7 16 39.6 542/106; 433 51331319; 114 236/315;
528 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 3 NRS A aT7THE 58 . 46.1 (47/102) 45.8 (135/295) 18.7 (56/299)
FRHTHBREOHE 16 8 58.8 (60/102) |  50.5 (149/295) 19.7 (59/299)
5238 48.0 (49/102) 38.6 (114/295) 13.4 (40/299)

% (FIZ0

ok ) 32 b3 B A IR B Non-responder & L7z,
a) EASI A I 7 35— 2 T A b 00%LL EiE L i-iERE ode
b) F HHENRS A7 OAARSEOBERRA-RT A b 4 KU EET Lc#ERE0RS

(&4t

HEFRIT, Q2W B 91.8% (101/110 #). QW  88.3% (278/315 ffil) . 77 B AREE 88.3%

(278315 6)) BB Lh, ERFREARIODLEBY ThoT,

FETSHE, QW BE 1 4] (ZH@EsD 03B bifedd, MEBE L ORRBHRIEST ’it’é;hto '

EREEERE. QQWIE3.6% WI110F), QW BE3.8% (1231541, 77 EREE63%

0315 ) RDd b, ERERIT FE—MEER (QQWE 16 QW 1], 77
AR 1H) Thoto,

BRI E - - A EFRIE. QW B 2.7% (3/110 #l) . QW # 2.9% (9315 8. 77 &&
B 83% (26315 6l) IR T,

RIYERIZ, Q2W BF 33.6% (37/110 i) . QW B 35.2% (111/315 i) 7"7~1zﬂ$ 30.2% (95/315
#l) RDHENT,

3 0¥ :hﬂblc')#‘é 5%EA EIZFREAEEY Bi’bt’ﬁ§$§ (ﬁéﬁﬁ?ﬁﬁ%ﬁﬁi)

L QW E QWE | TIERR.

UV (BI15F). - (315 ) .
7k l:"-—‘&ﬁﬂ%% 51 (46.4) 111 (35.2) 179 (56.8)
METE S 26 (23.6) 66 (21.0) 64 (20.3}
AR 16 (14.5) 61 (19.4) 25 (7.9)
7 VX — 12 (10.9) 48 (15.2) 17 (54)
L RGERE: 11 (10.0) 49 (15.6) 350111
ERapds 7 (6.4) 1238 3 (1.0)
BB, 6 (5.5) 7(2.2) 19 (6.0)
BB 5 (4.5) 26 (8.3) 19 (6.0)
OB~ AR 4(3.6) 17 (5.4) 10(3.2)
A Yy TN i 4(3.6) 9(2.9) 16 (5.1)
FIE e 2{1.8) 19 (6.0) 9(2.9)

Hil% (%)



(2) AHEMYSERRIERE MAAR (R668-AD-1334 FER)

Medium potency (BADZFATIHA b 77 7 RITHWHT D) LLED TCS THRA+7
Xtz et FOBAS NS TCS BRI hARWT b —EREREBE ZHRIC, ZHROFD
MR ULZSMERIT S0, 77 R BEESL T EERIATHR BB HAR,
XESO 0ETERSNE,

ARBRIT, 5 (16 8) ROBHAES (128 X o#llkah, Ak - AR, 534
300 mg (FEIOFH 600 me) Z 2 WHLIX 1 BRI 7 287% 16 BRI TRETSZ
LEMESN, A—A5L B0 7 BULRI»L—THEOREBABELZHHETI L
LEYEIN, WV ER D LB EOR R IR TRE L S,

5 16 HE O IGAS1 ERERF EASL75 ZRREN co-primary endpoint & Eiviz,  %bE
LB BEIL, 18 MELLOY P HEREREE T, X7 )=V IHICUTOEREL
ez rEanie, | o

(E/BIRELTE)

> KEREHRSE—DIEET 3 EL LANTRET

» IGAA=7 38k, EASI 227 168l L, AREMCSHLT FE—EEERRED
B4 10%8L L, RUTNRS R a7 OREEOFHE S L

> 6 ALRIC, TCS THRA TS NitE2M LOBEREN L TCS PHEIARAWED
NENRHD  PHREFH4r L. Medium potency Bl E®D TCS (MEIK LT TCI %8
m EA7e kb 28 BEIXEBHRMXE CHBEI LI EREOWTAIEWTOH
., MEHRELTHEMIRBITBEREVIRE (IGA Xa7 0~2) ZHERFT
BRWZELERENE, BFE 6 VAR T b E—tEEERICHT 5 25RO RE
BHIBREL TCS THRATGEHRR SN, B LOBAB L, BRIZEDA
X274y bELERIB YR BEAWE. BECERS. BELRIEER, 2F%0
B LEEIN

[ZR]

e OMEF RERL, QW BE 2244, QW B 223 IR T T =B 224 BlDFE 671 7]
Thol, EEWOMATTRERIZ, Q2W B 229, QW # 218 FIR VT 7 & A H 222 ff
> 669 ﬁj-@%of:o '

D EFHRIL. SHEBEL 0 BSL, 7 BEMESEEL THTARRE LAVES 022 S ERRES RET BRI
HORTATRAS R S s, ERERIIMORE LoBRMC X BEGEFILFESEE TE20B4A1L. High potency (B
EOJECEAY—R by F 7 FRCEETS) MEO TCS XIS HMIEFEIC L D HHEBRETIEL L, $6F



B LTRAAT O FEXISHMEERT 2 FHERENREARS shBE, BREORSIIPESA. &
HHFEIBRE ORI RO 5 S R L RICIEREEZBRTS Z LR L 2R,



(%)

BEMED co-primary endpoint TH B E 5 16 BH O IGAS1 FERFE R EASI-75 ERRIIR
ADEBVTHY., TIERELEAFE L OREEIZENT, WThOFMBREREIZENTY
REAFMICHBERESRD B, 77 ERICHT54AH 300 mg @ | ERMER SR 2 BRERR
B 5 OEEHENREE S iz, :

Fa4 $5168HEO GAS 1 EHREEFEASLITS ERE (FAS. NRI

e . CoQRW B : o owRE | o FIEREE
IGA=1 IR 37.9 (85/224) '37.2 (83/223) 10.3 {23/224)
T EREELOZE [95%EHEEM] 27.7[202,35.2] 27.0119.5,344]
p ™Y <0.0001 <0.0007
EASI-75 R 51.3 (115/224) 525 (117/223) 14.7 (33/224)
7oA E0E [95UREER] 36.6 [28.6, 44.6] 377 [29.7, 45.8]

| piEow <0.0001 <0.0001

% {Hil)

oh k45 R B IR B Non-responder & L7c,

a) HER U2 5 O EEE (IGA A7 3342 4) #F L& L7 Cochran-Mantel-Haenszel BE

b) 7T EREE AFARCEBICST B ARAEL TATIAN 25% L WETH L T, REOCHELTHE

e, EREHETHNER O#ERRE 25 0LBY TH Y, WTHOFHRER IR TH
ARIFER 7 7 =R E LE DR ZFRD b,

#£5 EREMEFEER OB (FAS, NRD

SRR 0 | R | QwEE QW & 7T ERE

438 12.9 (29/224) 12.1 (27/223) 2.7 (6/224)

IGAS 1 ERR 8 24.1 (54/224) 23.3 (52/223) 3.1 (7/224)
1638 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)
EASL-75 ¥R E 38 45,1 (101/224) 48.0 (107/223) 10.7 (24/224)
168 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)

EASI90 EmRE ™ FEC 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)

. 4 16.0 (34/213) 234 (47/201) 6.1 (13/212)

€7 ’f; 73""‘35; = ;afﬁ g8 333 (71213) 33.8 (68/201) 8.5 (18212)
ERDTIRGRE ORS 1634 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)

% () .

oh 1 5 3 2 8 G R Bl i Non-responder & L7z,
a) EASI A 1 FR~— R T A b 90%EL ¥ L - HEBRE o'l
b) % 3ENRS A= 7 OAARBEOETFHRS—AT A U1 b 4 fELHET L #BEORES

(Zaeh) :
AEHEEIT. QW B 74.7% (171/229 ), QW # 69.3% (151218 B}, 77 & A Ef 66.7%
(148/222 f) 1Z3BH L, ERBHRIIR6 D LBV ThHoT,

RLERD NPT,

BEEAEEESIT. QW HE3.1% (7229 f), QW B 09% (2218 ), 777 EXRH 54%
{12222 ) WRBbHbHh., EREFHRITT bE—HEEL (QQWE 28], 77 B3 6
ThoT, ' - _

e E - EESRIT, Q2W B 1.7% (4229 ), QW B 1.8% (4218 fil), 7F &R
BE0.9% (2/222.4). icRbS T,



BIFERX. Q2W B 29.3% (67/229 #) , QW B 31.2% (68/218 fill} . 77*F &A% 18.9% (42/222
{ﬁu) L—m:. b’b E)hf\_.o

ﬁ 6 b\'ﬂ‘ DB T S%LLEICEIHBERD 62’L7‘J§%$& (ZEWFFAT A4 M)

QWEE 1 L QW3R - TR

' S ) (204 - {. ';-.-(2!8 #). a2 -
7 b v —iEE R 36 (15.7) 21 (9.6) 63 (30.6)
BIEES 27 (11.8) 26(11.9) 22 (9.9)
R 21(9.2) 11.0) 13(5.9)
RS 19 (8.3) 41 (18.8) 13 (5.9)

7 L X — MRt 12 (5.2) 8(3.7) 3(14)
LRSS 7(3.1) 12(5.5) 7(3.2)

Bl (%)



4. HERRIZOWT

AR & 72 2 A OB R VR EHRONITL., BciTbhsZ L BERDLR D,
Eh, AHORSCIVEBSRZBEREERA LRI T2 Z L BLERED, TO
O~QD T RTEWETHRICB W THERTAIRETH S,

D MERIZONT
7 RE—MERERORE,. BiBETE, B, B BF . 7T M ERERBEY
£ FTAL) EREAL, AR SOVTOHHRABER L, 7 FE—ERER OB
BRUWBKRICERTIEN (FROVWTFRNCHEET HEM) SYUZRBZRBO&RICHE
TABBEOREF L LTRESA TSI L,

- EMirRa% 2 FOTRTHEL AT LRI, SEU EOEERRROBHREHERT > TNE I L,
. BRI IRE 2 EOTIIE LT L @ic 6 FELlEORIERER LTV &, 55, 34
L. 7 OB R ST LA DROBRETER T T T L,

RF D BEIRFE D EEWE L A% BT 5 £ D ORERFESATENBRELNT
WA EMD, HURESENICERCEAERTHE I,

@ BRACEXRLIFREROKHICONT

cORIEEG RSN L OFN - KEMEORENFROTHEY, AEFRABELIES
IS RS L A RS ESNT I L LEOEEMERER, FAOERNE
o] ‘—CL’\E) Z (Eo

@ AHHERVBEHER~OIEIZ2WNT

s BEZOSHTAMOT VAF—ERBEE T IBFICRR R RETIREIC. BE
TUAF—HEEEAEYTHEMEEE L, TORAEHRCHEL TRERUXERLR
FHERRESTHWBZE (6. STR) .

FF+7 45X —EOERA LOEEICTHEINZRERICR LT, MikkEak X iTahhk
EREEOBEMEEETAEME BEE L, BEROBICHGICE L THRERUKE
BT BEHICEN R AENS TE DERBELSTWE I E,



5. BEXNBLLRDZERE
[BEBIRIZSWT) BRECEFOQHBNICHZ-oTiE, UTKKEZNSTIEETHAZ L

BT B,
L7 FE—REEARRAA KT A VR BHICT b C— N R ORI 2 &
nNTWaBETHH L,

2. BREANRIKC X 2EE ITRESRSENBONT, — B LORBEDE Y
EETARAT PR RBE, XXAT oA FARES IV == —D ¥
BRSNSk 2 ERUE, FERRFTLEIERE L RagtmEMicky,
b DFEFEA RO R L AIEROMEARET, — B EOBBER: Y
EHTAHRAT PE—tERBETHL L,

a. 7 hE—EEASRTA FIA4 v CHEEECS U THREINDZ AT oA, K
AT (RbruyrrFAUE) RNV =a—Y VB REIC L 2EDR
BREEED 6 7 ALLEfT - T3,

b.UToWFhicbEZN T 2R,

IGARTTFT 3BLE

«EASI 227 16 ML EXZEROLRBHECHEWRIEL > KBEFT25%6
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