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PARRBSNDPT, INLOERSZEICKNE L 35 BHICHYICRET A 2 L AREomeE
LleoTHY, BHEMBGEE LWEORARFF 2016 CER 286 H 2 BEBRAE) o\
b EHMEELEOEHORBIEELIGA I L LA TS,

HRIERBF 23T 2 M, BAERSEEM 7 0 7 » 4 ARBEEDERES & 550
RRDZEBHS, 2o, BIERTREMICET A EER OB SNL T O, X4
HEEBOBEABZH L EBFHENIBEIH LTHEET A & &bz BER s RE
LB B A i e & 5 2 E S HRER OB i TERRE THEA T A D L REE
ThHD,

Ledo T, BAA R4 Tk, BBBRESINE TIRE LA TV AESZESY - B3y
R E-3& UTOEERORMARER L HET 2B 08 8E E2 FRUEES
AR,

2B, RHAFTA i, BMITHEAEELE SR O, R HEA I AT v
F—Fo, —RHEEA B AERRES AANRT LA NRRIEA B A NEE
FRRP—-REEEA G RKERNBESOE oL & E LU,

RELADERR T2 7 FETE0mg VU oY (R4 F ot~ GEETHRIR
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sHeRAMEUIBE  ME R E BEFBRIC L > TLMEBER = v b o— AT & A e
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FoksEy NETEN0mg V) ¥ (k4 7 = B GRIGFHERZ) LT IR
#1 ) 1. Regeneron Pharmaceuticals, Inc.3AI% L7-, Interleukin (IL) -4 TR R OVL-13 5%
GREHRE LTS L4 SHET ATy (IL4Ra) ¥ 72=v FCFHEL, VFXRTHD
L4 Je TR IL-13 % ft LT= o 7 FVETE 2 BB T D a2 v b 1gG4 &/ 7w —F A4k
ThDd,

L4 B IL-13 %4 LT Z R, 2 BIRERIE 2 8~/ 3=T (Th2) Ric#
Ztp) BU Th? HIEOEMESIIFHE L, KETRBRCMOMET 27T b e—H/ 7 L
X PR ORI HR A E A BT 2 E 2 BT D (Nat Rev Immunol 2015; 15: 57-65,
Am J Respir Crit Care Med 2009; 180: 388-95) . R/, Th2 MMASEETH YA P A SXERIE
- DRk A PRI M S 2 L K R B TR RECHET D L EA LT
WA, LEEY . AR, L4 RGIL13 0¥ FFAREEREEET LI LY, REX
BRI L THRESREERT I LB SN D



3. ERPRER
SEIORE BUPHRIC L > TOMEMRE o b —A T & RVEE TS O B8
RD) OAGIFIZAFE 21T - 7o 22 BRI O i & 7T

EEE) 5 KRS (EFC13579 BR)
[RErooigeE)
FHBXIIENEORART B4 FE WUT, (0S5 ) RUEOMO RS MEA A L
Thar ha—AREO 12U EOKEIHESEE 1,902 ) (NHRA 114 028D 3%
(2LICS BN OO RBE BN ~2 AR F CORBOBEMER VLo 28N 5 -0,
7T R R EEA L T R E R TR L e B M S e,
R - AR, A5 200mg (BIED A 400mg) | 300mg (MIEID 2L 600 mg) T 7 F &
T 2BHEE TR BRI TRET D 2L LEES N, ICS BUZEOMO B ISR |~ % X
7Y o PRI SRR CIAT A D BRESRE,
HE O LEEFA R 2, B 52 @R E TOREN EMEDOEMBRE R RS 12 R
LHT D RE SRRSO FEV, OR- 25 A 256 OB D co-primary endpoint & 5%
X,
HEERDBFL, 2B LOSETRERET, UTFORELZ®R-T 1L EanT,
(7o IR L)
> THEXISHRED ICHRURBEHE 1~2 AR 7 V—= 0 710 3 71 AL LR
LDEMPODAZ V== ZBO L A AU LR —EHBETHELTHER LTV S

> SESHLEER GO FEV B PRI 80%LLT (17 #ELTF i 90%L F)

> ACQ A7 1.5 Lk

¥ T E e 200~400 pg 5% 0 FEV; 1T 12%5L A0 BA% 200 mL B E o A5
HREHENE

VRN BELIH L TEaMEAT v FEORS % 1 B ESi /- e 8 s
L0 AR L e AkEZH L

[# 5]
AGEHED S SN AK 300mg2 mL B (LUF,  TAMBE ) &, MR LT YN
BEEtET D 2 L Ean 7 o2l # (LT, 17752 XE) ) ORBORBERTA,

(F %)

HEO TEFMHER THDHIRE 52 Mk TOEEEMEOERNRBRRRLUES 12 8
BRIZBT DRETRERLSHO FEViOR—25 4 U inbOEBREIRUSE 2O LR
THH., 7T R LA E OB BT, W B E T A e

VORBHEHERE AR OUT. TLABAD, v = b U xR HREHE OUT, TLTRAL., EEEERE L2 ) w8
BRI (BT, TLAMAY . A F%9 o5

P ROOXEGOMESLE R OBy BERAMELER L 088 R T FEe 3 AEN ok, @k
AFaf FEOREPLEMGAIC LD AR ER 0558

PIAFRSTALA GBI AT A BVF, PP 500 ng/B B 2,000 pg/ @ EUFAES, AERne G o EERE TR, (8 2R
2L FP 400 pg/8 LAE 2,000 ug/ B LU TN, 178 PAT I FP200 ng/ B RAE 2000 pg/ B AT & S 5us, Ao, A
B L FPOEEREET, MATRER g H, PETER200pgBTHS,
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ERE LY (W

#F1 4552 :@ “ET G)ﬁﬁ%%%ﬂa)ﬁ?ﬂ%*ﬁ% (1T £5)

S g AR B e T il T
s 4"%’% SEpe e (633 R N L
i @ﬁﬁiﬁl!ﬁaﬁ (N $) CUB12.5¢ D3RRI

e BT R () 143 342

ERIR R (B A ) ~ 1,560 1.092
IR (Al A F) (S5 R T 0,524 [0.450,0.611] 0,970 [0.810, 1.160]

TSR s O Y [95%IZ XA 0,540 [0.430, 0.680] -
p i ® <0.0001
a) 5. il ﬂﬁiﬁi KRS 4 R [ R K Ay, 2 T A VRO ICS B R 1 EUROER

B EISEO BB HEER . L. BEEROEESREY T v FERE LR UHEREF A

%2 4128k h:mﬁ%i%ﬁ%#ﬁ@ﬁum FEV, (L) 6’3\—274’ winh OE{LE (:TTﬁ%ﬂi)
- RERE : AR o gk
A TT5z060 (633) 1.75+0.57 (321)

#h 12 8% T 2.09%0.76 (610) 1932068 (313)
0.18:£0.39 (313)

A A5 A G OEALE __ 031043 (610)
77?@{#&?‘1;; 2 [ 95%{E K 0.13 [0.08. 0.18]
<0.0001
pr_q)

Ty CEERE (FiE

a) AR, R MR, AR, L - AT A CROMPIERRES, <X T A
DS A, RIS, R ERSADSERR, -2 /Ll SRR A PR
L SR A O TS EL R A BRI L L1 Mixed-effect model with repeated measures (MMRM)

. HEEEEIT N unstruetured #1RE L,

N AT A RO ICS TR O BRI RIER I R UK 4, SR T A LIFOFN
S e B — DEAI DTS EFMATERIIR S RUR 6 O LBV Thot, 2B, lhif
BEERE. FeNO FREE, MIETH~ Y AAF L RE, TR B IRER TR = A ¥ %13

R, WTR G 2BIgE Y- -2 ENTV DS

#3 A—2 7/{ EROD 108 Fﬁﬁﬁilm"is 52 ﬁﬁazrmémﬁ BWEOERRES (TTHEE)

. e AKEIEE s b TR
L S b G eyl
ﬁﬁ%ﬂﬁﬂﬁ‘j (f\ E -' -'-_.31(5.7" L1627
mA& W 2R PR (D) 210 193
1cs EREERRE (B/A#) 0.676 i
FRRERNRE (F[?]” L) [9S%A R 0.639 [0.523, 0.780] 1.038 [0.818, 1.317)
= weﬂi x a)tl: s {95%@%‘&[&%} ' 0.615 [0.456, 0.830]
- RS B T N ot
#"E’gﬁ TR R 11 . L (sl
%ﬁﬂ"ﬁﬁf“i (A ﬁr) = 2952 1474
A i A R R () 131 147
1IC8 ERRERRE (/A Cadd 0997
Rl ;{%’ AAR) [OSIaiRiE 0414 {0325, 0.527] 0.879 [0.667, 1.160]
75 B R b ook ¢ [95%iE ] 0.471 [0.329, 0.674}
a) TEGRE, fEfh, UL, iR T4 B O GBI Ay, = A T 1 P50 ICS A B, WY Tl

HREOKEESL SRS L, BSOS REREL 471y MEKRE L RO ERRET L



Fed LR T A \_/E#m CS FIERORS 2 BE BT AE g 2 A %ﬁ%\%% *; Hi FEV, (L) OTE (1TT %m)

R COUREEE L L D S R

= ZF A R 176060 (323) 1.65£0.50 (167)

mHE B5 1281 2.00:0 68 (309) 185064 (162)

IC8 A R T A Il DR B 0.32:50.43 (309 0.20=(.40 (162)
77%1"\%1&&%? [os% g 0.120.04, 0.19]

L R ] L e S e

_ ARG A R 187059 (303) 1862062 (151)

& B 12EE 216072 (294) 2.020.73 (148)

Ics A=A T A Lk DR 0.29£0.43 (294) 0.16:0.39 (148)
77?”*“%? 7 [95%{EH 0.14 [0.06,0.22]

W 1EEE (D

a) TEEE, e, R BB, M S-A Y CEOL SRR S, SR 5 L0 [0S B
B FHEI R, BEWLAMESORERER, AT A L, SR 54l RS RO SE
AZRER Y L MMRM 3. BEIH%ICIT unstructured & 408 L7,

?%‘5 %2\471*’“73 rﬂfx ‘E‘:'i 20 B BB SRR AR fI’I”I‘ﬁ:e il

gy SRy ﬁsf’"]i? sné}ﬁ:f- RSN A (M%‘z’z) Lo TERB RO
ERER (f\w/cwf SR AR ST AR ] o LSRR
150/L. i ~ 0.805 usl} 0.779¢83) 1.149 [0.747, 1.767)
iR 130/uk. LA E 300/l B 0475 (175} 0.845 {(95) 0.557[0.350, 0 8835]
FFEEERE 300/ul. BA L 300/ul il 0.496 (136} 1.393 (68) 0.366 [0.225, 0.596)
300/l Bk 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 B L 30 ppb % 0.489 (186) 1.183 (97) 0.442 [0.282, 0.693]
50 ppb 2k 0.485 (124) 1.444 (75) 0.305 [0.188, 0.454]
61 TU/mL 0.681 (149) 0.792 (83) 0.817[0.511, 1.307)
6 g 61 W/mL BLE 167 IW/mL 35 6535(156) | 1344074 0420 10,275, 0.641]
et 167 {Uml B E 449 Tl e 0.616 (164) 1.008 (84) 0.685 {0.424, 1,106]
449 Wi/ml LLL 0.402 (157) 1291 (77) 0375 10.232, 0.606]
BE (AUFAFLRUET A S 203 @?ﬂﬁjﬁz.’i%‘z 3% 3 AMECRIEBRATHS,) _
53.9 ng/mL i 0.660 (155) 1.024 (78) 0.657 [0.420, 1026}
Y A A F 53.9 ng/mb. BLE 69.4 ng/mL &iE 0.301 (145) 0.985 (71) 0.521[0.333,0.814
R 694 ng/mb B £ 923 ne/iml, £ 0.656 (157) 1.133(77) 0.605 [0.373, (.982]
92.3 ng/mL L1k 0.426 {139) 1327 (75 0.307[0.184,0.512]
_ 24.0 pg/ml. F il 0.657 {151} 1101 (89) 0.603 [0,393, (.925]
TAF XL 24.0 pg/ml 841 38 2 pe/ml, el 0,500 (160} 0.904 (73} 0.733 [0459, 1.172]
3R 38.2 pefmL 84 1 60.8 pg/ml, Ri% 0.525 (171} - 0.895 (70} (.599 [0.364, 0,987]
60.8 pg/mlL L4 E 0.474 (143} 1.336 {86) 3.360 [0.226, 0.574]

) M8 IR, SV AT LRI R XL BB 0L T RN AR
by U A A F B OB ORISR IL, 18 B OB & W8 i
o) BEEE, SRR, W, S AT RO R FEEER IS, AR T 1 e 108 BB 1 RUNO SR EO RIS
HaBiifEs L BEUROMEEREL A 7 v MR L Bo TEER T F A




F 6 L] Fore B DR VR 5 (25051 5 AR IRERA SR FEV, (L) o%g UTTHE™)
e [ T | G I BEO 7 7 PRV (LY e

R ) s e e R
150/uk. i 0.19£0.37 (176) 0.11£041(83) 0.09 [—0.01,0.18]
filad 150/uk. Bl & 300k, £l 022045 (168) 0.22:20.36 (90) —0.00{—0.10, 0.14]

FFEETRE 300/l BLE 500/ul i 036+0.39 (131} 0.17£0.39 (66) 0.18 [0.07, 0.303
"500/ul BA 1 0.50£0.45 (135} 0225041 (73 0.30[0.19, 0.42)

25 ppb il 0.20:£0.37 (309} 0.17:£0.36 (141) 0.03 [~0.04, 0.10]
FeNO 25 ppb BA_E 50 ppb i (.320.40 {182) 0.182037 (94) 0.12 [0.03,0.21]

50 ppb B4 E 0.5940.51 (113} 020048 (73) 0.39[0.26,0.52]

61 TU/mi. SRS 0.21:£0.36 (143) 0.19:20,39 (78) 0.05 [~0.04, 0.14]

% job B 61 IW/mL £ L 167 Fifml A7 0.2820.38 (151) 0.230.40 (73) 0.05 [—0.03,0.15]
: 167 /L B E 449 U/mL 7R3 0.34:::0.47 (156) 0.08:031 (83) 0.26 [0.}5, 0.36]
T MO TU/mL BLE 0.39+0.49 (154} 0.24£0.46 {76) 0.13 [0.01, 0.251

BE (U FAF RO AZ ¥ L3 OBIERTR

314 3 HESS CIRBEEA TH D)

53.9 ng/mL Filf 0232045 (149) 0.19+0.35 (74) 0.66 {—0.04, 0.16]
LY AT - 53.9 ng/mL £l k 69 4 ng/mL 3R (3262042 (138) 0.14%0.39 (69) 0,10 [—0.01,0.21]
3o 69.4 ng/mL LLE 9.3 ng/ml. i 0.35+0.43 (157 0202042 (7T 0.10 [—0.01,0.22]
$2.3 ng/ml. LAk 035041 (131) 0.17%0.38 (73) 0.22 10.11,0.33]
24.0 pa/mb. il 0.26+0.40 (147) 0.15£0.39 (83) 0.09 {—0.00,0.19}
oA F & | 240 pgfal, DAL 38 2pg/mE ARGl 0.23+£038 (157 0.22+0.38 (70) .03 [—0.06,0.13}
BE 382 pe/ml B 608 pg/mL i 0.30:20.41 (164) 0.180.36 {70) 4.120.01,023]
0.8 pe/ml. LA B 1.45+0.52 (135) 0,170.44 (83) 0.27 [0.16, 0.39)

TG A B RE (DI

a) $2 gE A, N FAF LB by L3 B0V TR ST

by~ AR F B RS OHS MM, 18 SR b & S s

) g EmE, M. B, MR, - X T O I TPUHIEERENE . e T BRGNS FIE, SRR, RER LT
s R B, AR T A Pl A AT A L BRSO EERTRAER . U MMRM . BRI
unstructured % 57E L 7.

(%2 44k)

HEEDE, A S1.5% (515632 ), 7T &R 84.1% (270/321 #) (Z@H B, £
HEIIRTOLEY Thotlz,

Wik, ASIE 4 E (OIEELE . OFFE LSRRG, SvELEEE, O > LARILE
VEAEIR /S S R RS | ) IDRD R, TR L IBRIR & O RERRIEE
A,

F A EEEIL, NFIEE 8.7% (55/632 ), 77 ENEE 8.4% (27/321 fl) IZEEW B,
=9 HASHIEE 4 4] GFERERISANAE, IRVEAFEEERIEMIZS. T 7 4 7R - BON, R
ST B A R SRR S 1 ) . 7T e AREE L B GEHREREUDAE) o T,
BRI b O BERATIE AN o T,

IR E -7 FEES L, AR 7.0% (@4/632 B) . 77 2REE3.1% (10/321 fil) 1288 6
i,

SIVER . AFIEE 22.6% (143/632 1), 7 5 LA 14.0% (45321 ff)) (ZRE® LT,



KT DTRBOBETI%NLES ORAEEES (oA B EE)

U EBRE N Gy G
oA AYE ERGER 111 {17.6) 64(19.9)
FERTERM IR 98 (15.5) 22 (6.9}
b AGE R 77 (12.2) 49 (15.3)
SEER 71(11.2) 42(13.1)
T 4006.3) 25(7.8)
ER A S 40{6.3) 5(1.6)
A T 38 (6.0) 21 {6.9)
BRGEERE 33(5.2) 16 {5.0)
HHELE DB 314 3(0.9)
Bl C26(4.1) 20{9.0)
ELCES 25 (4.0) 15¢4.7)
i 35 (4.0} 7(2.2)
LR 24 (3 8) 16 (5.0}
IR 19 (3.0} 12637
B3 Bl 19 (3.0} 11{3.4)
T 18(2.8) 15(4.7)
B 1302.0) 0(3.1)
VBB EE S 10{1.6) 15(4.7)
FE (%)




4. HERIZHOWNT
AKI DG & Fo B B ORIR R O B0 IBTL. EEYIZIThbh O T L BRODLND,
T AFIOBREGI LY EEARIERS SR L LBICHET A 2 EBRERTD, BITO
D~BOFT R CHE B THRICBWTHERTLETHL,

O HEEIZOWT
o BEEWBORE. RBE TR, B B (BE  RRTH - BEVAFTAX
HUNREUS BT - HEA A RTA2) ZRIML, REN 2V TO Tk
B L. AEEEE OB OISEICRAT 2B CUF oW E T HEM)
PRHEBEROAFCET HRBROELE L LTRESR TSI L,
[RAREZHEBRE RS TH5A]
E I EUE T 2 EOPHIFHE 2 T L&z, BTOFELET 4 FU L OBAER
AEHLTWAZ L,
o 3AERL OGN BICEET 5 PR AR B0 O B IHE
P&
o 3 ENEORE AT AT LAX—BRORRTHE

UNREE BB RS THR]
Eﬁﬂiéﬁa{ﬁﬁlﬁr@é VEEOWIIRHE R #&T L7z, BT OHER &1 4 HLL EORRRER

EELTVWD
. 3&%L@dﬁﬂ%$®% s
yiEiep]

o 3ELEOREEMECET ST L AF - BRORAIHE

o RAORERTE RO BN & PR T 5 700 ORERTER Eﬁﬁ"?ﬁﬁﬁ%ﬁ b
WABZ Linh, YEHELEUICERTELMERTHL I L,

@ BEROEEMFEEROEHIZ 20T

o BIBEEMENDL O - BEMEOESRHFROEHS AEFRS e LB EIT
T 7 b A R A R NTIT O T L O EEL T, ER OB PEST
VA Ik,

@ AHERCRIER~ORIGIZOWT

v AR ABOT LAF—HEBE AT B BECARERETEHE, HHT LR
PR R S AR L S L T O BETRIC L TR R UK B 1T 2 IR
BoaTnbd e (6.5 ),

. ?%747#Vw%@ﬁﬁxwﬁﬁmmﬁénh@wmrﬂtf W HiER TR
R O E M A T D ER & L. BHEROBETeRIIGICE L TIRE R USSR
P2, BELICEESABERTELARHIE-TWDZE,
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5. RENGRLRDBE
[BFEEIRIZS0T (A
BEOBELZOAMNIH > Tt UTRESTARFTHD = & 2 HET 5,
1 WGETFE - HEAA FIA U E2BEL, KEERBOREBE A 25 TS
2. HRBXAEMAED ICS &% 0o RS HIE (LABA B %52). LAMA, LTRA.
TAT 4 ) ARBAD AR L Thbar br—A KR B T o Bl RTEA R
KOREHENLBELGEBELEIC 1 BLLEX T84, 72770, 8EHT 2 10S i H &
OBETIE, ERIC LY ICS ZHEABUEIIMET S 2 S ARERS Ic DB h
DL SN B AR S

(1) BRETIE - $HA A 154 Tk \uTmﬁﬂnjhsouL&#¢7Wﬁ\Rﬁ%ﬁ%%%\%%%%‘xﬁé
EIBEEBENAL B EOBE, o bhn—ATALERAAT :

TSR (APRUWE) 8 EL:

BARREEOERNE 1 Bk

A ELEHHIESRL S

MR RE (HE IR S800 FEV, RUSCPEF) ST E DR RIES S0

PEF @B (i) NZEE 20%00 F

5 & & 8 @

[BERIUz VT NR)]
BEHOBEEOHBNIH T - Tk, UTIZHYT2BRTHD & bR
L. *Eﬁ?ﬁ%ﬁﬁﬁA@ﬁ4Ly%x%»ﬁ;ﬁ%i%%@%E@%ﬁ@émrm&
2. WHIERUIEMED ICS & F OO EMEIEIE (LABA, LTRA, 54 7 1 U 50RE)
EGFRLTLIY ho—AFR 0D ¢ @Bl F o4 REOWE 5SS )
PEEAEID VR R & T8,

{2y PRESERREEH FRYA FIPA4 T, UFOUTADOER RSS2, a0 ha— AR L EEs
T A,

BN R GE 1 IS

B G a e E (RE) AR Bk

REEFOEBLA I Bk

B o BRI 1 @

L T

[BFEEIRIC-20 T GRA - /NRIER) )

AF IO 2 BRI BEB A 2 3 A = (I AFEERER . FeNO, M3 1gE %)
DIEPEOBEEITAROT IS KEVERICH 2 —F T ARV AR OB B +4
KER LIV R SN T2, BBFA TR, AFISER L 25 BELBRT AR D0
NA A= A D REEIEAFTE LS, BRI X I BAIC Y72 » T, U, A —
—& 1O EMEL, FOMEBEREEZZEL LT, EE T30S Xb L ELz A RE
O ETHI L (35H),

{&%W#ﬂkktof(mA-m%%@H |
AR OERRABIC I 2 F TR (RSP S2 M) AREE 2, BEMME 1S

BRIEZ BRIZHROHRETO DESRD LN VEAITBR L BT AWL 50T
é :»'— k()

10



6. BEITBEL THEET <& EH

1.
2.

1)

2)

3)

5)

6)

7

8)

9)

10)

11}
12)

AR ORAIT R URREOMEROH 5 BE T 20 THASMOREAEETH L0,
wHE LN L,

Fd7 4T F— (0.1%AEM) NEESHLTVD, RAREROIBRSEE 04T,
MUEE T, PSS, Bk, HEV, EK, W, R, SiSORENAD
NEEASCHELICREA B L, EEWARLBEERTI 2L,
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1. iEUHi
REMSOFE - KEMORROZ DR, FHIEECESVEEABRRARD S
NDH, ELID, EFEORERFOERIZL Y, rWFQMﬁ@Eﬁ%ﬁﬁﬁwm%ﬁ%ﬁ
THEERAREINLZNT, ThOOERMTEICLE LT 3BH BT EET 2
kﬁ%%®&%&kofﬁ@\F%Mﬁﬁﬁ&&ﬁwﬁﬁﬁﬁﬂmﬂ¥ﬂ28$6ﬂ25%
BT TRV, BMEERSOERORECHELYHL - L STV 5,
HHERBTE 2 E T BN, BERERPEEN e 7 r A L AMEOERS W5
MDILRRDIERDD, IO, AMERUCEESHICETAHERA+SEEsh LT
O}, MEEERLOBELZBI ST LAMFSRIBFICHLTERT2 L 2010,
BIERBBR LB LELANISE &5 kmwbtWEWEW%ﬁﬁTEﬁ%%vﬁm
THILBEETHSD

Lﬁ%o*'¢ﬁ4 FA4 Tk, MERESLINETEELR TV AESIESE « f
FHIRMICE S E | UTOEES @mﬁmﬁm%%Lféﬁﬁﬁbz%&%M ﬁzﬁ&
UCEEFI AR,

B, RATAFTA L, BELITIRE AN E RS BRI A ., AN EEA B A K
FERFES, —BHHEEEARRT LAX 22RO AARKEERESOBAOL SER L
p

HBEERLEER  TaZEr PETHEI0mg YV Y (—f4  Fativ7
(B T-HiH 2 ) )
Mg smgak  BEHFRE THRTA-5727 b e85
BELADBERURR D BE, AT 2 vy (BETERLZ) & LTHELZ 600mg
RCFHE L. F % 1 [ 300mg % 2 @M CR TS5




2 RFN ORI, TERIEF
Fo b r¥y NEFE300mg vV oY (ks T a e (BETHEER) BT
[A#1) ) %, Regeneron Pharmaceuticals, Inc. 7388 L7z, Interleukin (L) 4 ZFFEE -3
GHEBARER LTINS L4 THEETAT 7 (IL4Ra) $7 2=y MIfigl, VH T
B3 4 BORIL-13 2 L v VA gL ET 286 THBA L PG4T/ 7 u—7F
M TH D,

L4 B IL-13 240 UTo o 7 FARER T, 2 AERUE Q Bl 3—-T (Th2} BUS
PETY) RO TR @laoEbScEs L, 7 e EEBREMEOBET LT P
M T LR ORECEEAREERETEE LTS Y, Ein, Th2 Mfads
AT AL MO CIXIEERESCBREEE L. REEKMLS A7 HORT
ERADENG, T RE—RERATIREE AU T RIBESEFREILLY, BASELY
FTALEZ LTS, BLEEY ., AR, L4 RUIL-13 07 T EEERETD I &
CEY. T R eSS I L TIRESDRE R LR SN D,



POERFEAGERY (DGR A 1T - 7o 2R RO A 1T,

(1) A7 oA FAEENH EEEHETEREE  (R668-AD-1224 35

[ABooHrE])

Medium potency (HARDPETIIA bR v 77 5 AZHYTB) LR AT a4 MR
(LUF, TTCS1) TREAFH0T he—teREREE (HEFZ 700 F) 9%, TCS
R T TORAMOIIER VRS RFT 2720, 77 bRl R EEA L RS HRIEFT
BB R AR, KEEO 4 vETEMS A,

ARBRT, BEW (52 RUBHFRES (128 Lvkah, Bk BRI AR
300 mg (WIEIDA 600 mg) % 2 HFL <31 EBR I 5385 52 MR TR T2 -
EEBREENTL, N—RATA CEEO 7 AL BSOS —ERROEBAHE SR TA D b
ERESN, SR T A L0 TCS AL . £ 0%, IWEBRNEL 258101
BFBH & &ne " 28 E SR 2 B RSB U o, BoR TR Do s
Eahie,

BE 16 BROEMIZE A2 A 27 (BUF, TIGAD) 281 U TF o= 4
B2 LR LB RS (LUT, TIGAS 1 #RU#)) KU Eczema area and severity index
(LLFLUTEASL) R T RR—RA T A Vi 75% EIE L -8 E 0Ble (LUF ., TEASETS
R ]) A5 co-primary endpoint & Zh 7,

HREQDEFR, B RULOT P HEBRBE T, 22 V=2 P TR
WERWET I L EnT

(BRI AE)

> ORER SRS B T 3 E L RIS

» IGA A=7 3 LAE, EASI 227 16 Sl b, REREECED LT M —HRERRE
DEIG 10%2L 1, BRUVE S EHUEERILA 7 — (LLF, INRSY) X a7 OREEO
Xt 3 A E

6 BHENIZ, TCS THRRTHTHIEOREEH D  DEF+H4 L 12, Medium

potency LA Fd TCS (MEIZIN L CTHA Y =a— ) VBRI T, ITC) %
B A< kb 28 BRIIEM XETHRSA LS ERBBOWPRMEH O
iR, EPES LT LA SUIRBIEEM SRR EE (1GA Ra 7 0~2) 2T
FlwnwIbeEfsnr, BE 6 PAMICT PE—HRERIHT L2 HIBED
RN D DAL TCS THRA 0 & Zdr &z,

ORGSR OB L E O ERIZH LT Medium potency ¢ TCS & 1 B L EAAE L, BB L 7240T Low potency (B
AROBETCRAT 4=~ F 4 7Thy TRCHETS) OIS TWYEL L0 1E 7 QMARE, FEvE oL b a
iz, FRLICHE L, Medinm potency 0 TCS B LERY A 2 & X Sivi. Medium potency ¢ TCS TLEFE L 220
BAEIT, BEETEEOL. High powency (BAOCHETIRAT—A o2 320085 +T23) Bbo TCS 258
FHIE L ERE.

¥ i IAFRIL, High potency LA R TCS, B AT o FERUEAT o4 FEAEIMERERORE TEATES &
e, RFEEHELE L TROAT o7 FEH L EHE2T oo FERENHECDS i sEsToh-8e. %
BREO\E IR S, HEREEREORSRS S L ERIOWN 5 R UDRRER O ER S 1 AU EEE
LI CERER S A W 5 Z S SRR L ST,



(551

FEME OB SR, 2 BEEASH (Q2W B 106 . 1 BRI SHE QW ¥
319 BRI 5 2 AREE 315 WIOE 740 FITH -7, i, BREORITERERIZ. Q2w
FE11017, QW BESISHIR U Z R B3NS HTH o7,

(CHZME)
A MED co-primary endpoint T B %5 16 %O IGAS 1 EHHE KU EASLT5 J%ﬁﬁi
£ 1OLBYTHY, 75 REEERARE OB T, WTHOFMIEA

WT LRI SRR bR, 7 BRI A AAl 300 mg O 1 & @M%@&U
2 RS OERERBEE S N,

#1 %EMgﬁmeSi§ﬁ$&©EMWﬁ§ﬁ$(MSNm}
e T ST QWL LSRR
IGAZ 1 BRLH 38 7 (41/106) 39.2 (125/319} 12.4 {39/315)
IR OF [93%ERHEKE) 26.3116.3, 36.3] 26,8[20.2,33.3]

p i =P <{1,0001 <0,0001

EASLT5 JERE 68.9 (73/106) 63.9 (204/319) 232 (73/315)
FEeARE L o2 [oS%EEER] 45.7[35.7,357] 40.8 [33.7,47.8]

plE 9o <0.8001 <0.0001

o (BiE0 '

W 1 R FAPR 11T Nonresponder & L7z,
a) HE s Ues— R 5 A AIEOEEE (IGA A0 7 3 it 4) &L Lz Cochran-Mantel-Haenszel WIE
b) 7 EE L AFRREORENITR T DH R E T N TR 25% L BT D LT, WO S EH A I

Ff . RARAMMEMEE OMRIEE 2 0B THY, WTLOMEER BV TLA
KR 75+ R 8 a FRAFHAMED O, 5 16 MBI, 15 52 B E TRERED
3R LT, ARSI LV AR T b0 B LN,



2 EAOROMEEMEER O (FAS. NRD

oo REARIE B o R i Qa W oW T S R
458 15.1 (16/106) 15,0 (48/319) 7.0(22/315)
e § 26.4 (25/106) 29.8(95/319) 11.7(37/215)
IGAS1 B 16 % 38.7 (41/106) 302 (125/319) 12.4(39/315)
528 34.9 (37/106) 27.3 (119319} 12.4 (397315}
47 37.7 (40/106) 37.0 (118/316) 17.1 (54/315)
o § 7 538 (57/106) 577 (184/319) 24.1 (76/315)
FASL7S Bt 16 18 8,9 (73/106) 63.6 (203/319) 23,5 (74/315)
52 7 62.3 (66/106} 63.0 (204/319) 21.9(69/315)
43 11.3 (12/106} £3.2 (42/319) 5.1 {16/315}
: s oo g 25.5 (27/106} 32,0 (102/319) 10.2 (32/215)
EASL90 " 16 18 39.6 (42/106} 43.2{138/319) 114 (36/315)
528 48.1 (51/106} 47.6 (152/319} 14.3 (45/315)
4 37.3 (38/102) 27.1 (80/295) 16.4 (49/209)

# AfE NRS A= 7 85 46,1 (47/107) 45,8 {135/295) 18.7 (56/299)

Fih - EREOEL Y 16 i 588 (60/102} 505 (149/295) 19.7 (55/299)
52 i 480 (49/102) 38.6 (114/295) 13.4 (40/299)

% (B

LB SR E R )13 Non-respender & L7z,
AYEASE X a3 Pt T i d 90%EL LIS U RS oRs
b}  HIENRS A3 T O BNESEOBFEH SR F A G 4 BU EETF LD EsREoBS

{Z2H)

FEFGIT, Q2W B 91.8% (101/110 #5)) . QW £¥ 88.3% (278/315 ) .
TRERITIEIDELBY Thoto,

(278/315 3

WERD B,

FETHL, QW EE 1 Bl (Rl ESD) 1038

W HALIZIA,

IR L ORBEREEESN-, &

77 AR 88.3%

RaHERERGIL, Q2W BE3.6% (/110 ), QW £ 3.8% (12315 ), 7' £ K8 6.3%
(20315 ) ISR oh, FhRBELE 7T FE—MEES (QQWHIH, OWE 1 . 75
EREELH) Thotm,

FURIZE - o EHFRE, QoW B 2.7% (3/110 ). QW #F 2.9% (9/315 #) .
B 8.3% (26315 81) LD BN,

BITERL. Q2W B 33.6% (37/110 ) . QW B 35.2% (1117315 ) , 7°5 & A5EE 30.2% (95/315
) IEB LR,

7R

#£3 v é”! ﬁ*ﬂ)ﬁif S%L(J:u%eﬁimﬁbbnt%?%%‘r%& (ﬁ?*ﬂiﬁ?ﬁrﬂ‘%ﬁ%ﬁi

: Q‘Wﬁ‘- :
i Harspen ol .-...(3.1'»{&}}
Tk t-—ﬁ_ﬁz,’%% 51 (46.4) 11 (35.0) 179 (56.8)
SRR 5 26 (23.6) 66 {21.0) 64 {20.3)
TR 16 (14.5) 61 {19.4) 25(7.9)
T L X — i A 12 {10.9) 48 {15.2) 17 (5.4)
bAGERE 11{10.0) 49 (15.6} 35 (111
AR 5% 7 (6.4) 12 (3.8) 3(1.0)
mE 6 (5.5) - 7(22) 19(6.0)
] 5(4.5) 26 {8.3) 1960
O~ A 4 (3.6} 17(34) 03
A TN 4(3.6) 9(2.9) 16(5.1)
BLERE S 2(1.8) 19 {6.0) 9(2.9)

i (%)



(2) AKIN M G EBELFEE M8 (Re68-AD-1334 3HR)
Medium potency (A AEDHETIHA hw /7 7 XTHRYT D) LLEOD TCS THRF A5
L et R OBBR SR b TCS AHER X N2 T b E— R EREE 2RI ARIORD
MR RN RET 270, 77 R R RERA (L T E S MR T R R R B A
KEZEO 10 VECERI I, _
BT, BB (16 8) RUERENES Q2 #) kosmsh. Bk AR RS
300 mg (MDA 600 mg) % 2 WEL 1T 1 BB SR % 16 BRETRFTD Z
FLEE AN, N—RTA VO 7T BU LA S EREOREANEEHRTLIIL
PERE SR, REEGEER B U7 B I I RORIE IR ST & Shvi,
1516 MH D IGAS ] k3 & T8 EASIT5 R3S co-primary endpoint & SH7z,  ##
LA ABEE, 18 U LT R REREEFET, A2 Vo SRR T OREETE
sl & ani, '
(@R He)
> RERERFEHE DR T3 FLLLANC 2
» IGA A=7 3LLE. BASI 227 1600k, REEIED ST b —HEERFED
EA 10%0L 6. BIUINRS X a7 QR EEOFAE3 LR

> 64 B LAIC, TCS THRA D RTL e FOBEE) S TCS KR INRVED
BB D - SRR 4 L. Medium potency U B TCS (MBI LT TCL 238
M EA2< &b 28 ARG CE CHER Sh S REHIE OV T O R
L RS UL EMSUSRBFRENME SRV IGA a7 0~2) ZHFTE
Faar b LEHEANE, BE6HARICT U EERIIT 5 R MRFE O
Wi BEEL TCS THRT S EARESN, BeEEoEB LT, WRICLL
27 4y hEEEA Y RS QRETREE, BEERSE, BELREER, R0
SR rEJZINE,

[ R]

APPEORENT I BRI, QW B 224 5, QW B 223 B R UV F R 224 Bl OF 671 BY
Thots, RRMEOMITHRERIT, QW B 220 4, QW B 218 HIR U T Rt 222 4
D 669 FITH o7,

D FrEREIE. %Fﬁé‘ﬁl DEINE L. 7 BN ESE LT LSRR LAV ES IO AREERREA ST 2 Bl
ORISR AR S i, EARE UM OME oM LD BRHE RS AT & 2V 81T, High potency (B
EOSETIEAY 2 bz 75 RCHENET ) be TCS IR HEREET Lo Ram e W s L, B



WRE LTI AR 04 PEXNSHEF AT o MEGSRHIEREYE SnmBs, BREORSIdhESA, &
M R ORI GD B RO S B BB L e B AR A MR T D D L AER S s,



(HRhIE)

#ED co-primary endpoint T 2R 16 ME O IGAS | EERREFER T EASITS #AERIIR
AOLBRYTHY . 7T RS EANE L OREITBEO T, WTROFEER LBV T
FEHSGIC A ERENED bR, 7T sk 5 AR 300mg 1 ARMRIRS KT 2 A [
B OB SEE S h .

?% 4 ?%Ef 16 ﬁf‘ﬁ@ iGA\ § )%E‘:E-—.—Zs’d}\ EASI 75 :Eﬁkﬁ (FAs NRI)

B e B COZWEEL COWEE T s
IGAS | EERLE 379 (85/224) 37.2 (83/223) 10.3 (23224)
FH RS OE [SnEEER] 27.7[202,352] T27.0[19.5, 344] —
plE oY <0.0001 <0,0001
{ EAs)7s B 51.3(115/224) 52,8 {1177223) 14.7 (33/224)
7F AR O [95%EEHEE] 36.6 [28.6, 44.6] 377 [29.7,45.8]
p il <0 0001 <0.0001

v (PR

o B S B R AL Non-responder & L 72,

a) MR O — R S A OB (IGA A 37 3RIE 4 FEELEC mhaan-Mantei-Haenszei WRIE

b) 7T UL AARABEO LR B SEBAEL NN 25%ERET ST . BEOZEEEWE

F7-. EAREDMIHEER OEBIEE 25 0LBY THY . WThOFBER LBV TY
AFIEAR 7 T 2R B LR S EMARD bz,

F 5 EAREEIEEIEE O (FAS, NRD

T ERMORE- .| scmeen [ QAW o p s QWEE L e TS R
43 12.9 (29/224) 12.1 (27/223) 2.7 (6/224)
IGAS1 kR 8 8 24.1 (54/224) 233 (52/223) 3.1 (7/224)
1618 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)
438 272 (61/224) 287 (64/223) 6.3 (14/224)
EASL75 SRR EXG 45.1 (1017224 | 48.0(107/223) 10.7 (24/224)
16 7 51.3 (1157224) 525 (117/223) | 147(33/224)
48 10.7 (24/224) 9.0 (20/223) 2.7 {(6/224)
EASI-90 s v 8 i 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
168 35.7 (80/224) 3372 (747223) 7.6 {17/224)
o : 4 16.0 (34213 23 4 (477201) 6.1 {13/212)
f; ok f%%’%;;?ﬁf SE | maian) 338 (65201) 85 (15212)
ot BERR IR 167 40.8 (87/213) 403 (81/201) 12.3(26/212)

% (AR

o 1E 4 WV R AP Non-responder & L 72,

2) EAST A 28 7 A5em A 5 o i b 00% B3 LB E OR S

b) ¥ FHENRS A = F OO FEBEOBINRA—2T A b4 AU EETLRERENES

(Fgtk)
HEEGE. QW B 74.7% (171/229 #) . QW BE 69.3% (151218 ). 77 &R 66.7%
(148/222 ) WZEEH B, EARFREIR 6O LEN THoTL,
BT bl o,
EEAEEESIT, OOW B 3.1% (7/229 ), QW B 0.9% (2218 ), 77 £ AREF 54%
(12222 4)) 2R b, EARELIT M O—ERIER QW B2 4. 7T BAREE 3 #)
Tholz,
Bk o5 o EEAIT. Q2W B 1.7% (4229 f) . QW T 1.8% (4218 ), 7 Z R
BE0.9% (2222 4% BB LRz,



BIERIZ. Q2W B 29.3% (67/229 9) . QW T 31.2% (68/218 ), =°F & 1 18.9% (42/222
) LD e,

Fo VITIAORT %Y ERRSES LN EES (DO g

CQ@WE T QW ] 7oeRR
i e eV T (D3GR A L
Pl =4 P 36 (5.1 21(9.6) 68 (30.6)
BAAEE % C27{11.8) 26 {i11,9) 22(9.9)

S 21 (9.2) 11(5.0) 13 (5.9)
FERTEGE S 19 (3.3} 41 (18.8) 13(5.9)
VR L] T 12(5.2) %07 304

LRGE R 7(3.1 12(5.5) 7{32)

L (%)
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b, TR E M EEAESLT LA —BROBRTHERT TV I

AFORLER E R OR R L A EE T D f_&)w%iﬁﬁ% HEREHEIEELNT
WAHZEND, UHRAELETIIER TEORRTHD &,

PP oD E R AFREE ORIV T

WIS ) L O - S ORFIBROTEHY, FERANBELLER
TR RS E R RS A EONICIT Y D e SoEELERER, FNOKNSE
ST AB I e,

B OHE & OBIFE R~ 55220 T

B ST IO T VAR RSP T BRI LR T DAL, Uik

FLAX—HRB AT AEM AL, FORAERIELTRERUIIREX
HERPE-TWDHIE (6. HBR) .

TR 4 T —EOMEH EORE DR SN ZBERICR LT, SRR ST
(= SEA R o0 BEPH M T B R & e U BERI OBE-CRRc B L TSR UER
Tt EB Y ME R TEAERHIRESTWD I L,



5. MG LRLBE

[BEBRICOVT] BEOEGORWII ST TE, P FICEN T ARETHL = L
EHRSET S,

L 7 hU—MRERBRTA FTA 2587 Fe—WRE L OMBEDRES ;X
m1m5$%@% T,

2. MIRESAFECLABHR VTR RDBEBBLRTY, —EL EoEBIEIM:
%ﬁ?a&k?%t — B A R, Kixfn4%ﬂ%£%ﬁw/wan/
FHEA BRI 2@ 80, BE 2 RFERERS L <2 MEiER Iz &
IS OPURIENRIEO 21T L B TRROME ) BT, —Eukmﬁ%ﬁ&ﬁ“
x%¢7ﬁk7 - EREETHDL L,

a. 7 hE—HEERBRY A RT A TEEREIE LTS HATFuA N
%m%(xbu/777zuL)%%W/szJ/M%ﬂ%%Liéﬁ%&
BREEEIO 6 AU LT TV 5,

b. LTV Ric LS+ 508,

CIGA A= 7 3P4

*BASI 227 16 LALLM OLFEIRIZ TR ORI 2 (44 5 B2 H T 384
(H& & U THISEEO EASI A2 78 24 8L 1)

CREERCED ST U EEERIREOEIE 10%L0

[ E5oMEzH - T)

AR OHARBIC BT 28 e Yo B 16 BN SR 2. 85
s 16 MR E TIAERESR N2V B AR s P kT8 & .
FAF G R EMSICDROMREIT S I L,

IO, AT oA FAHESH L Za— ) CIEARRES L OHIcL Y H AR
FEDHIE (6 » AR AR LETA,) BEOHNSELZEEITE, —ALHKIENH
FONPRBEDEYVNTHERA SR O A I MR L BT, RRESO—d k%
G A 2 &

2B, R UARBR S P LBREOT b U R E R ORI L
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