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D DRIEBWCEIF AT AT TADAT A RAHIKT

BB A5 DBAIK L TE, KAIOERE 2 Blia3 % Al

WA a7 T ADATaA RAHAKTCOBREL EZE

T2 &,

8) EMiAT oA NFEEEZZIT CWDEHFITE T, AA#
B BIZAT e RELZIZHIELRWZ L, AT 1
A REOPWENVLERGAICIX, EMOERE FThxaI
1792 &,

9) AHFIOEGRRERIZI DT, FEEERYEN S & O Fe BR 2%
MG RIEN FFIEIE OB BNRD 5T\ 5, KA S
. FERERE O HERS | I ONC L R 5 . E R o T
Vo DIEABHER R 2 —na N F—E 1S+ 5 2 L,

10) IfISCEICZ . BER e EE RS 2 BB EICED
X ARHN D B K ONE A ] 0O 72 9 18 LB 722 1 ) & 4y B
LT ERT S L,

11) KFNIOESKS U R 7 & H W\ £ 2 3G L,
HAfRT 52 b,

12) A5 OFEMICY 7= > TiL, B Z Y2 HEICH

42 AR

6. WEIZHRL THE T N HH
(W)

N EMIAT oA FEEEZZT TODEFTIZEBNT, KAIH
BB ®BICAT e REELZICHFIELNWZ L, AT 1R
A REOPWENVLERLGAICIE, EMOERFTHR~LIC
iTo52 &,

AHN ORI BN T, AR ERME R & OGP ERERYE %
FEMAERVERNFIEIEDORBNBDO LTV D, KA S
T, AR BRI OHER . I ONC I 8 R B . E IR oD
b, DIBAIHEE N o —a XF—IcEET A L,
WA SCEITIN A, SOERTEEE DR T 2 BRI EICE D
X AH OB ME K OV TEAE ] O 72 DI LB 2R G & 14y B
i L CmbEHT AL,

10) AR OESKS Y R 7 FHEE W EZAG L, ZEERFE

HAMRT D L,

11) HEHEGOERMIZY - - TliE,

Co
—

©
~—

St D & 4 PE A H IR
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e RAHEE T A R T4 v OWETE

BIAE 2
AT CHT IH % fR %)
(R X S IE B 4)

B
1. ZL®IC
(%)
WBRLRDERNL  Tatl~T (BiaFHfz2)
(%)

[H
1. 1ZIL®IC
(%)
KGR LI HEHRN T 272 PETFES00 mg vV P

[F S TiE 300 mg ~> (g4« 7 = B~ 7 (BInF#lff
Z))

(W)

2. KRAIOF, 1EHBEF

T abtv7 (BinH#x) (BLF, TAAI]) I1Z. Regeneron
Pharmaceuticals, Inc. 23AI# L 7=, Interleukin (IL) -4 %
BRI IL-13 ZFERZEHER L TND L4 ZHET VT 7
(IL-4Ra) 72 =v MIHEGL, VAT FTH D IL-4 K
WIL-1B3 2N Ly 7P iriEEET 2 8E B2 B K
Ig64 £/ 7 u—F APk TH D,

(B%)

2. RHANOFE, TERBEF
Fab v NETFES300 mg >V Y, FHETFE300 mg
Ny (A T e~ T GRS ). LIT TARAD

Inc. 28 Al # L 7= |
Interleukin (IL) —4 Z&FMEELE O IL-13 ZEEKEZMEK L TV
HIL-4 28/ EKT V77 (IL-4Ra) 7=y MIHE L.
VA RTHD IL-4 KO IL-13 2 L=V 7 5E % R
ESHEMLEHMBZE N 1g6d £ 7 a—FVHIKTH D,
(%)

/X . Regeneron Pharmaceuticals,

4. FiERIZ DWW T

(%)

@ G HHE K OEIER ~DXSIZ DWW T

BT DT LV —IREE R T 5 BE AR E B
THHAIT, YT VAR B AR YT S EA & E
L., TOHEBERIZE L TREROSIR & 50T D IKE]
STWHZ L (6. HHGIZEL TCHEETXEIHIE, 5 %

4. FEEIZOUWT

(%)

© APHELTREIEH~DXIEIZ DN T

AT MO T LV X —REBAZ G T 5 BEICRAE &
THHEIT, BT LV —MERE A Y T 5 EAG &
L. TORBERIZHE L THEEROSHE Z2 % 5 A 235
STWBHZ & (6. 5) &),




)
(1)

o

(W)

5. \EXFERDHEBEE

[ @I >N T (R - /N IEE) ]

(%)

AHNEG-ATO 2 BIRIENZBEE T D534 A~ — T — (MH4f
FREkE, FeNO, Iy H#8 IgE %) DENEmWEEIIAFOH
EN K EVHENZH D — T, KWIGAE I ARA OF 8%
MDA LIV AREE D RIB STV 5, BLRF AT,
ARANNDEIS &I DBEEZRIRT H20DO A F~—H—Dk
WERIITFEE L7200, RANC X D I5EBRMBIC Y 7> T, 4%
NAF~<w—FH—% 1 DL EHIE L., &ML EKKEEZ S E
L7ZET, WIS THIC5IbLWVWEEZLIREIZOLEKEET

5. BehHxtg L7 pEFE

[ @I ONT (R - /N IEE) ]

(%)

AFN G-HTO 2 BIRFENZBE T 5314 A~ — 1 — (M4
FREREL, FeNO, IMLif H#a IgE 55) OEN®mWHEAIIAFOA
EN K EVEBICH D5 — 5 T, IKWIEEIZIEARA OF 1
D3I LIV WATREME A RIR LTV 5, BLRES T,
ARFNNES &7 D BEFELZRBIRT DD DONA A ~—T— DK
YEMEIXTFAE L2 WS, RANC K DIREBIARIC Y 7= - T, ik
NAF<—H—% 1 DL EHIE L., O L EREEE S E
L72ET, BT 2058bLWnWEEZDIBREICOLEST

5 Z L (3. _BRREEZ M), 52 L (3.2H),

(%) (W)

6. WHEICEEL THET & HH 6. WEIZEEL THET N&EHH
(1) (W)

12) HOBEDOERIZYT-> TlX, EHEOZ Y4 EEICH
LU BREFEIFOEER IR L CEYARZE ., IH LW
FEErT5HZ L,

12) HCOH&GOERMIZY 7o - TiX, FEhE D292 EE IR
AL, BAEC L CHEY e HE., L OEEE 452
(Eo




BIAE 3

B BRI SVER O REERHEET A N7 4 > OGETHE AT GIr B X EER)
(AR I S IEER 4y )
Eel) IH
1. [T 1. LI
(%) (%)
KGR HEIN  F ot~ GE T Z) KG Ll HIEHN T 27 PETE30mg Y
(%) [A T 300 mg Y (—fixf : T2~ 7 (ElaH#

#iz))
(%)

2. KRAIOF, 1EHBEF

T abtv7 (BinH#x) (BLF, TAAI]) I1Z. Regeneron
Pharmaceuticals, Inc. VA% L 7=, Interleukin (IL) -4 %%
BERKE O TL-13 ZBRERERHER L TWD L4 ZRIEKT VT 7
(IL-4Ra) 7 z2=v MIHEEL., VT RTHD IL-4 &
WNIL-B Zh Ly I inEszlET 28 FHEB L E b
Ig64 £/ 7 u—F APk TH D,

(B%)

2. RHANOFE, TERBEF
Fab v NETFES300 mg >V Y, FHETFE300 mg
Ny (A T e~ T GRS ). LIT TARAD

!X . Regeneron Pharmaceuticals, Inc. 2% Al 8 L 7= .
Interleukin (IL) —4 Z&FMEELE O IL-13 ZEEKEZMEK L TV
HIL-4 28/ EKT V77 (IL-4Ra) 7=y MIHE L.
YA RTHD IL-4 O IL-13 20 LIzy 7 FviriE % Bl
ETLEMBEFHEEEZE N Ig6d T 7 —FAHKRTH D,
(%)

6. BHICE L THET X HIA

(W)

10) HEHEDOEMIZY 72> Tk, B0 ZYMELEEICH
AL BE XTI ZORER ICx LTl 2 80E . LD
BEZ24T 52 L,

6. BEHIZE L THEE TR HFH

(%)

10) BO¥H5OFERMICY - > T, EEOZYMELEEICH
L. BEFICK L CHEYREE., IR E L2452
s
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1. (ZC®IZ

I DOF N « REVEDOFERO T2 DI, I STEFICESWEEIERERIRD D, S HIT,
WAEORVEHEIROMEAT LV | PUREIRLE O FH 2B ERET 2 A7 2 ERL VKB SN HH T,
INOOEEL A BV LT 5 BFITHEUICRMET 2 2 ENRBORBE L oo THY | REMBGEE
L WHEDHATTEF 2016 (Fpk 28 4F 6 H 2 HEFRIRIE) (2T, FOBTAYE IS Ofd ] o i (b ek
ERHZEEINTNAS,

HHEMWF 243 2 EEMIL, EEERASCREME T 1 7 7 A VBB FOEIEM LA SRR 5 2
EMBDDH, ZDID, ANMER DL T 2B WA o0& IN D £ TOM, YakEHEML O BEL R
ZTDZEPMEINDBEICH L TERT S &b, BWERANRE LBRICLE 2 xtihzd &5 2
L INTFIREZR— E DB A - TR TR 5 Z LA EETH D,

L7zl o> T, RAA KT A4 Tl BIRERESC N E TICHE LTV D EFRIRZN) - a0 R LS
&, DUFOESEG OFE a6 a2 HET 280 O LEREM: B2 R OEEFEE RT,

¥, RKITA BT A AL, WSIATBOE NEIE M ERE IR O PR, ASEENEN B AR ER Y, — K
FEEANBART LV —22 0 —fBAEENEN HA/NET LV X —328 0 AR A B A NERHA K
O H AR ERIES OO b EAER LT,

MR LEMDERN : T2~ 7 (B FH#R)
R LRDDEXIPR « BB CORA 077 b v —1h %
RELRHMEROAE  BH. AICITT 2 ~7 (BIa i z) & L THIENC 600mg & T#H 5L,
Z D% 18] 300 mg % 2 W TR FEET 5,
W, A% 6 WA EO/NRIZIZT 2 B~ (B iRz) & LTREIZED
TUTHKTHEET %,
5 kg LAk 15 kg A ¢ 18] 200 mg % 4 HEFE
15 kg LA _E 30 kg K3 ¢ 18] 300 mg % 4 ¥ [E 6
30 kg LA | 60 kg i : #IENZ 400 mg, Z D&% 1 [A] 200 mg % 2 H [
60 kg LL_E : FIAIZ 600 mg, Z D%i% 1 7] 300 mg % 2 i ke
Bk R 5E ¥ T St




2. AANDFEE, VET
T2 BV~ T GBIA R 2) (LLF, TAH]]) IE. Regeneron Pharmaceuticals, Inc. 2354 L 7=, Interleukin
(IL) -4 ZREKOIL-13 ZHEEREZHBR L TS IL-4 ZHERT V7 7 (IL-4Ra) 7 2=y MIFEA L,
VY RTHDHIL-4 KWNIL-13 20 LTy VT UBRiERZHET 2 8E i e NgGs €/ 7 n—F L
ik TH 5,

IL-4 X OVIL-13 24T LT2 o 7 FVRER IR, 2 BIEROG 2 B~ LX—T [Th2) UsZx&Te) KO
Th2 AREOIEMALSEICH G L, 7 NE—HRER K OMORE 257 M e —M 7 LV — R B O
REICHEBERERHZRE-TLEEZLNTWDS (T NE—MEERBETA RT A2 2021 (A8FEEAR
KREER P/ —MAEEEAN B AR T LAV —%2 @), F7o. Th M3 EAET D91 MU A AXIEHR
FRbiEfREEREE L, REREMEY NV EORBEEST 2 D, 7T ME—EER TIEZ
JE N T RBAEBIEEI LY, RSEEVTHEE2LRTWD, BLEXY, RANL, IL-4 KOVIL-
BOVITFNVREEHETHZLICED . 7 FE—HEERICK L TREDREZRT Z LRI 5,



3. IR Al
1) BEFHRR CORA 53727 b e —PREEJ (BN) 0 2) [/ UhIR) DGR EHIE 21T - 72 3272
R FBR DR 2 7R3,

1) BEFRECHRARTD2RT e —HEER (BRA)
(1) A7 aA FAMZEGN EEILFEFEIFARE (R668-AD-1224 7X5R)
[FRBR O]
Medium potency (HARD B TIZA b 77 T XY T L) LEDO AT 1A RAVHEE (LUK, TTCS))
THREART2T FE—MERBE (BEGIE 700 #]) 2212, TCS 0FH T TORFI DA ZER
TRMERGFTT 2720, 77 AR RIEVE 2 L B S I TRER FGR s A AR, SKE%O 14 HETHE
i A7,
ARBL, BEH (528) KOGBERGRAY (12 ) XviskEiv, AL - AEE. A#1300mg (FE
600mg) % 2WH#A L <IX1EMRE LT 7R E 2l THETHZ L ERESNTZ, XR—AT A
BED 7 B LA BRI S —ERA BRI Z AT L ERESNL, X—A T A UREL D TCS 1AHE %
BAtAE L. Z Dk, WEBBPICR L7283 ibd 5 2 & &Sz, 2 B LRI 2 #E Ry HEL L
TS EITid, BFREID e L STz,
5 16 MHBOEIC L D22 A 27 (LT, TIGA)) 21 FN O _R—Z T A >k 2 LR L
T-WsE OElE (LT, [IGA=1 #3*|) MK " Eczema areaand severity index (LLF, [EASI)) A= 7
N—=2 T A D T5%LL BelcE Ui oG (LU, TEASI-75 /% ]) 75 co-primary endpoint & &
niz,
KGR DEFIE, 18 WA LT ME—MEEREE T, A7V —=0 VRIZULF OREHER -9 2
Llani,
(L7 IRIETE)
> CKERERESR - SWiENET 3 ELL LR’
> IGA A=7 3LLEEASI 227 16 LA B AREHEICHD DT b E—HEERIFEDEIE 10%LL
B O 9 FERUERIA A 77—V (LA, TNRSJ)) A 27 OfgmflE o 41 3 DLk

> 6 WHLUWNIZ, TCS THRA+STHLEDORENH S : WA+ &1L, Medium potency LA D
TCS (WEJSCTANY =2— U VIFSNAFE (LUF, ITCL) ZiBhn) Z47e< &b 28 AT
WA SCETHER SN REHMMOWTEW T O, HH S L TH S TR ETEEIMENME
WIRRE (IGA A =17 0~2) ZHERF C& 02 & b ERS N, 5 6 W AMICT N E—EEERIC
XD RE PRI ORI B 5 BE S TCS TRRAR+4r & Al ST,

DRz G I DIEEHMED B OEBALIZ K L T Medium potency @ TCS % 1 H 1 [EISMH L, WEHDUH L7141 Low potency (AARDSFTIEY ¢
—I~IT AT LY TATHET D) O TCS IZWY A 1 B 1E 7 ARSMA%, PIkT 2 &L Shis, R LESEE, Medium
potency @ TCS BT 5 Z & & SiLiz, Medium potency @ TCS THERP LAaWGA X, a4 EE O L, High potency (HA®D
SHTEINY =R bu 77 7 ARET5) Ubo TCS 2425 2 L L&,

2 ReFiaEiL. High potency LA LD TCS, #&H AT 1A REKOIERT v A FYEGIEIMHISENEM OB E THEHR L Shiz, Bogiak
ELTROAT A FIEE L IFIERAT B A RHEGEIHIZEO G UTHGR DT ONIZGEA . 1RO 13 1L S, Y805
TRRIEDFAEEE G-I OB O 5 (FLL EXTEHIEROER NS 1 4 AL R L2 %ICIERIEE 52 HHT 2 2 L3 ie s Sh
7

4



[#5 5]

BHRIMEOREAT ISR EML, 2 BERIE&RGRE (Q2W #f) 106 1), 1 BREIME&RGRE (QW BE) 319 il O
TR AREE 315 BlOF 740 Bl TH o7, £7o. WERMOMNTSEMIZ, Q2W B 110 1], QW &F 315 6 &
ONTTvREISHITH o7,

(F2ht)

HEMED co-primary endpoint T 25 16 HE D IGA=1 FE R KL O EASI-7S ZERRCRIZE 1 O LB
ThY, 7T EREEERFREL O HEIZBN T, WTNOFEE B IZB W T HHGEHFIICAE R E

PO B, 7T BRI D AH 300 mg O 1 B BIFEEG K O 2 8 55 O BRI REE S vz,

# 1 Ph 16 W% OIGAS1 FERE K O'EASI-75 3R E (FAS, NRI)

Q2W At QW A A
IGA= | ZERCE 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
7T RREEE DFE [95%(E X ] 26.3[16.3,36.3] 26.8[20.3, 33.3]
p i o» <0.0001 <0.0001
EASI-75 ZERE 68.9 (73/106) 63.9 (204/319) 23.2 (73/315)
7T uREEL O [95%FHEIX ] 45.7[35.7,55.7] 40.8 [33.7,47.8]
p 2o <0.0001 <0.0001

% (%0

IR SR TR IE BT Non-responder & L7z,

a) MUK ONR—R2 T4 VIO FEIEE (IGA A2 7 3 Xit4) 2L Liz Cochran- Mantel-Haenszel i 7€

b) 7T EARREE EARBIHOLBIZI T 5 HBAKMEL TN I 2.5% ERETHZ LT, REDSZEMZFRHE

T2, ERAMEIHMEEB OHERBIZE 2 LBV THY ., WITHOFHMEEBIZB W THAFIREN T Z
Y AREEE BRI DMEMFED Hiv, $h5 16 BB LK, &5 52 HkE TRERLEIF O LNT . AKHIHK
Hikwe o Lo GtEidafR T o b0 LB b7,

2 ERAETNIEH OHER (FAS, NRI)

A H A5 4 Q2W #f QW A 77 Ak

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

N 8 26.4 (28/106) 29.8 (95/319) 11.7 37/315)

IGAS 1 A 16 & 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
52 i 34.9 (37/106) 37.3 (119/319) 12.4 (39/315)

4 37.7 (40/106) 37.0 (118/319) 17.1 (54/315)

ot 8 53.8 (57/106) 57.7 (184/319) 24.1 (76/315)
EASI-7S Bpt 16 i 68.9 (73/106) 63.6 (203/319) 23.5 (74/315)
52 38 62.3 (66/106) 63.9 (204/319) 21.9 (69/315)

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

o 8 il 25.5 (27/106) 32.0 (102/319) 10.2 (32/315)
BASI90 16 8 39.6 (42/106) 43.3 (138/319) 11.4 (36/315)
52 48.1 (51/106) 47.6 (152/319) 14.3 (45/315)

4 38 37.3 (38/102) 27.1 (80/295) 16.4 (49/299)

% 9 FE NRS R a7 % 8 46.1 (47/102) 45.8 (135/295) 18.7 (56/299)
E RO TR E OBIEY 16 i 58.8 (60/102) 50.5 (149/295) 19.7 (59/299)
52 i 48.0 (49/102) 38.6 (114/295) 13.4 (40/299)

% (%0

R SR AR Bl X Non-responder & L7z,

a) EASI A2 I 73— A T A 5 90%LL FikdE L =g oEIE

b) % HFENRS A 27 O H N OB FEINR— R T A > 564 S IR T L oE 4

(Z24=ME)
BEFGIL, Q2W A£91.8% (101/110 1)) . QW #¥ 88.3% (278/315 f5]) . 77 & REE 88.3% (278/315 #i))
5



IO B, ERFLRIIEIDOLEBY ThoTz,
FETIE, QW BE 1 6 (ZilEde) ISR b0y, 1RER3E & OREBMRITIEE STz,
HERAEFSIT, QQW A 3.6% (4/110 f5l) . QW #£3.8% (12/315 #) ., 77 &HREE 6.3% (20/315 fi))
IO BIL, ERFEGIIT PE—MEER QW EE 1, QWEE 1, 77 AREE 1) Thoi,
HUEIZE > 7oA EFGIL. Q2W £ 2.7% (3/110 ) . QW £ 2.9% (9/315 i) . 77 & AHE 8.3% (26/315
Bil) RO b,
BITERIZ, Q2W Bf 33.6% (37/110 f51) . QW B 35.2% (111/315 %), 77 & HREE 30.2% (95/315 f3i]) (2

B BT,

£33 DTN ORETS%ULICERN O DN TCAEFER (M REH)

Q2W R QW A 75 & AREE
L (110 1) (315 #) (315 1)
7 e —E R 51 (46.4) 111 (35.2) 179 (56.8)
BUIRTH S 26 (23.6) 66 (21.0) 64 (20.3)
PEIHENT S 16 (14.5) 61 (19.4) 25 (7.9)
7 Lo X —PEREIEGS 12 (10.9) 48 (15.2) 17 (5.4)
L’f\iﬁﬁ%’é 11 (10.0) 49 (15.6) 35 (11.1)
IRy 7 (6.4) 12 (3.8) 3 (1.0)
s ﬁ 6 (5.5) 7(.2) 19 (6.0)
SR 5(4.5) 26 (8.3) 19 (6.0)
A~ LR 2 4 (3.6) 17 (5.4) 10 (3.2)
A TN B 4 (3.6) 9 (2.9) 16 (5.1)
EIE TS 2(1.8) 19 (6.0) 9 (2.9)

Bl%x (%)

(2) AHHEA P G- E BRI R 25 AR (R668-AD-1334 5Hk)

[FABR DA 2]

Medium potency (HADZIATIIA hu 77 7 ATHYET D) LLED TCS TR+ T LA
FOBBEND TCS BHEEE L2V M E— MR B 2RI, AR OHINER O et
L7120, 77 B ARRH R E AL BB RIATEE LGRS B R, KE%O 10 ETE I,

ARBL, B (1638) KOMBHGRAY (128) Xoisksiv, Ak - A&, A% 300mg (FlE
600mg) % 2 WAL <X 1 HERXILT 78R %E 16 WK THET5Z &&ﬁiémtouax74/
BED> 7 BLL BRI —EMAEORBINHEZ T2 2 & ERES L, it 2 e ER DS HHEBL L 72 BR IS
RATREIDNRE L STz,

516 % D IGA=1 ZERHE L O EASI-75 #4373 co-primary endpoint & S4U72, x4 & 72 2 B 1%

18 1%L LT FE—REREHF T, A7 V—=U FIFICLLFORERER -2 & &S,

(FE7p BRI TE)
> CKRERJERT S — 2 WENET 3 L ERTC 2
> MAXn73uLfmmxz7qu;¢%ﬁ%K£wéT%B~@&E%%£@%éumui\

K OYNRS R 27 OfmEfEOERE 3 LI E
¥ BFIRET. SMHE L VBAMA L. 7 HBLLERESE L C b 0BG LW IBE IS D BB IR IR A 5 57 5 BRSO ROF TR S HERE S
Nz, FREEE IO REE EOBLHIC X 0 B RIRGE IR TR T E WA, H]gh potency (HARD/ZEHTIIRY —A bmrvrr7 5

IZHY 3 2) Lo TCS XUTEH MHIRHIEIC L 2 RFAR A RE L Lz, MR E LTRIAT B A REXITEIWIEAT oA F
PG B SN2 E . IRBEEOHR TP L Sh, YRR ORI G- 2 bR OF) 5 L1 R LIz
FBIY 2 Z &N FREL Sz,

6



> 6 W HUWIZ, TCS TR+ T Z M EOBH%EN D TCS MHERINRWEORENH D -
BRAASr & 1%, Medium potency LA D TCS (MEEZ)E U T TCL 23800 2472 < &b 28 A
A SCETHERE SN 2 B EWIM O WTIEN G OB, A &G LT R TRETEEE DMK
VOREE (IGA A2 7 0~2) ZHEFFCXenZ L L ERSNZ, L6 W ARICT b —MRERIC
XD R PEIRIR OGN B 5B S TCS THIRA+5r & Al Sivlc, Lotk Eom LIiX, 155
WZEDR_"RT7 4y b RREIZ Y R 7 (BRI WBUESUG, B2 REZENE, B0t %)
LEFEINTZ,

[#5 5]
BRI DT XIS EEM L. Q2W B 224 B, QW B 223 Bl K NT T v REE 224 BlDE 671 Bl T -7,
LMD RENIL, Q2W E 229 I, QW AF 218 #il K OV Z & AREE 222 il 669 #il T - 7-,

(F2h1H)
HZIMED co-primary endpoint T 55 16 1% D IGA =1 FERER L O EASI-7S5 ZERCEITIER 4 D LB
ThHO ., 7T ERFELHEARFREL OXHEIZIBNT, WTHOFHEE ICBE W T ORI FICAERZE
RO BV, 7T BRITHT D45 300 mg D 1 IR 5K O 2 @8 IR 5 OB E DS REE S vz,

K4 BH 16 WEOIGAS 1 FEEE N EASI-T5 iE1E (FAS, NRI)

Q2w R QW #f 7T Rkt
IGA= | ZERCE 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)
7T RREEE DFE [95%(E X ] 27.7[20.2,35.2] 27.0[19.5, 34.4]
pfE v <0.0001 <0.0001
EASI-75 R 51.3 (115/224) 52.5 (117/223) 14.7 (33/224)
7T EREEL D [95%FHEIX ] 36.6 [28.6, 44.6] 37.71[29.7, 45.8]
p il <0.0001 <0.0001

% (%0

R S RA TR X Non-responder & L7,

a) MUK OR—R2 T4 VIO FEIEE (IGA A=27 3 Xt 4) %JEL L7z Cochran-Mantel-Haenszel 18 &

b) 7T EARREE EARBIHOLRIZE T 2 HBAKMEL TN 2.5% ERETHZ & T, MEDLEMZFREE

Flo. ERADMFHIEE OHBIIER S OL BV THY . WTNOFHEEE IZB W THAAIREN T T &
AHEz BRI DA 2D bz,



K2 B ARMEE R O (FAS, NRI)

PEAfZE H AEATEH QW &t QW R 75 v REE

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

IGA=1 #El % 8 il 24.1 (54/224) 23.3 (52/223) 3.1(7/224)
16 i 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)
EASI-75 ZER % 8 i 45.1 (101/224) 48.0 (107/223) 10.7 (24/224)
16 i 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 /%R 8 i 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
16 i 35.7 (80/224) 33.2 (74/223) 7.6 (17/224)

- 438 16.0 (34/213) 23.4 (47/201) 6.1 (13/212)
E;iggg;gg%% 8 i 33.3 (71/213) 33.8 (68/201) 8.5 (18/212)
" 16 i 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)

% (#1550

R SR TE B X Non-responder & L7,

a) EASI A a7 RR—R F A b 90%LL LdGE L gE oEl&

b) % HFENRS A 27 O B NIREAE DB IR R— R T A b4 HUFET Lizg o4

(& 4ME)

HEFERIT, Q2W BE 74.7% (171/229 f51]) . QW #f 69.3% (151218 f5l) . 77 B REE 66.7% (148/222 1)
IZRRD LI, ERFRIR6DLEBY ThoT,

FHEITRO bR o T,

EERAEFERIT. QQW BE3.1% (7/229 ). QW ££ 0.9% (218 f), 77w REE 5.4% (12/222 )
IZRD B, ERFERITT FE—MRER (Q2W FE2 . 7T ®ARRE3 ) Tholo,

HIRICE > Te AEFRIT, QW #E 1.7% (4/229 i) . QW #f 1.8% (4218 f3i) . 77 AR 0.9% (2/222
Bl) 12RO b,

BITEAIE, Q2W Bf 29.3% (67/229 ) . QW Bf 31.2% (68/218 ) . 7T L REE 18.9% (42/222 fil) 1Z7#%
b,

F 3 WPIHORET 5%LL LICEBINTED b HES (AT oL )

Q2W ¥ QW H 77k REE

LA (229 f51) (218 #1) (222 f5i))
7 s E— PR 36 (15.7) 21 (9.6) 68 (30.6)
LIRSS 27 (11.8) 26 (11.9) 22 (9.9)
RS 21(9.2) 11 (5.0) 13 (5.9)
BSOS 19 (8.3) 41 (18.8) 13 (5.9)
T LIVF MRS 12(5.2) 8(3.7) 3(14)
G Y 7(3.1) 12 (5.5) 7(3.2)

Bl (%)

2) BEFIRECHRARTH72T7 Fe—HEER (MR)

(1) A7 wuA FAVHEEGH  ENE TR (EFC16823 3U5R)

[BABR DA E ]

RTAT LXIEA R T 7 T ADTCS THHRAF 370 6 7 ALLE I8RO T b —MER
B (HEEFI 60 B) ZxI5:2, TCS fFH FTO 7 T v RIzxd 2 AF OFIE R OL M E2BETT 5
7o, 7T A AR 2 (b B ARG THE ] FGRR 3 e S A7,

ARBL, —EHEMRKREGY (&5 16 BET) RUFEREREGH (5 16 B, AT 57K
AL 3 FEONTNPFRNWRERE T) Mo S, —EERKESHOME - A&, X=X 71 Vi

8



DOEBEITS U HE - R (E7) TAAIIIF 9 RE2 R FHREGT 5L ERESNT, FEHRTEER
HHclk, “HEERBESHOBRGHICIOT, RRIZEREIS UL - AR (R7) CTRTEEFTLZ
& & ENTEH, RN=ATF A D14 AL LT SR T —E M EOREANANELHETN T2 2 L L Sh,
N—=R2T A D 14 BEINSHE ST TCSIEFRIZ B L, WA OUERBLT IS U T, k425 2
Ll INd, £, JBREML (HfH) EEOYIEIC L0 BT ATRE & ST,

K7 REROAFMOMIE - HE

LD - &

5 kg LAk 15 kg i 200 mg Q4W

15 kg LI I 30 kg il 300 mg Q4W
30 kg LA I 60 kg Kiifi 200 mg Q2W (%=1 400 mg)
60 kg LI 300 mg Q2W (%=1 600 mg)

5 16 #RF > EASI-75 RGN FERHIHE H & Shv7z,

KG L D BET, A% 6 AU LIS RO T M —MEERBE T, A7 U —=r TRHICLL T Ok

i e BN S g Iy el

(2R PUILHE)

> 1AEULERT E# 6 » AULE 1 R OHAIL 3 A ALLERD &7 E—MERER LB S, 27
U — = ZIRROKRE R P2 — 2 W R I B D & 2l

> IGA 227 3Ll k., EASI 227 16 BL b, RREREIC HD D7 N E—MEERIFEDEIE 10%8 % O
FAEME IR U2 D FEICER D A a 7O EE O L HEA 4 DL L

> 6 WAUNIZ, TCS THRATHTHLEDORLGEN DD : IRA+ L. I T 4T AXIA r Yy
77 ZADTCS (MBS UTTCL 2 OFH) 247 < &b 28 HREDUITMT CE CHERE S W D R E#K
B3, m A L CHEAEOER KL OHERE, 5 L < I35 BIGEMEMEVIREE IGA 227 2 LLF)
RERTE RN EEERSIN, L 6 WAMIZT bE—MERERIIIT D 2H PRI O TN
b D BED TCS THRAFIr & Hlp STz,

(5 2R
(F2hE)
BEED EEFEIE H Ch 5455 16 BIFIZEIT D EASI-TS ERRIIE 8 D LBV THY, 7T Rt
EARFNHE L DX BV TRFH PN B R ZEDNR D biv, 77 B ARBEI 2 AEIRE OB

Y Feh 16 MOIERLE R 5 H~DOBATIR L OB 5 32 T LA O & fa g RBERFIZ B\ Tk, REBIERS RIS Uk - HETRE572
Tkl EN, kB ICRESBIME (15, 30 XX 60kg) % EIA15 3 ITEEET 5 2 (6] Flal 554 13H % - AENSEE I,

S IHEEMEREEANACI T A T A7 T ADTCS 2 1 A 1 BIBAIT 52 & &S, REOMEAL (Em, 1. BB, Aess, KEZER
FALEE) XX T4 T LY T AD TCS ORffeH N ZETIZ ARV EE X LN AT, RS ERM OB ESE, TCIA2 10 1
[F@BAA$ 5 Z ENFREINT,

OIGA AT N2 LA FIZR -T2 GE1E, 3T 47 527 7 AD TCS O AMEZE 3 ENIS L, WENHER IGA A7 7230) Lk
THIETEZ L L &NT, IWENFHRLEZEAIE, 3T 4T L7 7ADTCS DEAZHETHIZ L L SN,

D IFT 4T LY TADTCS ZH A L THHRANE LB T 25AICE, A har V7 XIRY —R ha 77 7 20 TCS (Hi,
JE R R ORISR LTI TCD) 245 2 EAHFRENTZ, A ha I XINRY —Z ha 77 52D TCS 12 L D REHEHEE 7
A [Efkfee L C O IEIROWEN R WEAITIE, 2FMEAT a4 FEUIEHMHIEAT o4 FHREIHEK S Z7axRY > A LF
P—h, 23T ET TN THFATY %) OFERAPTFRESND, REMIRREL &5 L5613, 1850k 5
ZHIETS L L &N, BIRE TR, EFMHRFIRORERSG S 4 BWE UL 5 oW R o IR ARG L7 I12ih5R
WG OEMANHE L Shiz,

& 1% 6 7 A LI L 6 AR ¢ Bk, 22D NRS A7, 6 bh b 12 FRi : 22 NRS 227, 12 i b 18 Bk : © 9 FENRS 2=
7o WG 0~10 D 11 BeFEOHUE LA A 47— L,

9



AEES N,

# 8 BFEWED EEFEMIEE Ok (ITT 4R, NRI-MI)

AFIRE 75w AREE

¥ 516 HIFFIZI 1) B EASI-75 R 43.3 (13/30) 18.8 (6/32)

TTRAREEE DFE [95%CI] @ 25.1[3.3,46.9]

p fE® 0.0304

% (B0 . #5 16 BURNOF AL ESE R OOF AR IERE SUIRBOATRR 2 2 T 2R s . AFEFRICI VIR

Ze iR U 7o i QNS BR S ST R IS X A M ERMENC X W IRBRZ Ik L7 iRE 1 ) VL AR — ¢

S, ZOfoOER (COVID-19 #&Tr) TG 16 BRFOT — X NRH| & 7251256 1F, ZEMTIBIC LV

SES T,

a) N— AT A VRO (A% 6 1 H LR 6 R, 6 kL 12 AR 12 L ) KON 6 mRLL B 12 A
DBEDR—ZAT A4 O IGA 227 (3,/4) #EHIKF & L7- Mantel-Haenszel 1

b) N—A T A UREOEN (% 6 1 HLLE 6 s 6 mLL b 12 AR 12 s LA ) R OV6 mRLL k12 s
DBREDRX—AF A4 BFO IGA A2 7T (3,/4) %J@HINF & L7 Cochran-Mantel-Haenszel ¥ &

Flo. ERAHMEHEER OHBITRID LB ThoT,

# 9 ERAMMEFMEE OHER (ITT 4, NRI-MI)

EASI-75 R IGA (0/1)7ERRE
AHIRE 77 R R OARHKIREY AHAIRE 77 B AR AAIRE Y
43 16.7 (5/30) 0 (0/32) 3.3 (1/30) 3.1 (1/32)
16 43.3 (13/30) 18.8 (6/32) 10.0 (3/30) 9.4 (3/32)
52 3 62.9 (19/30) 56.3 (18/32) 37.8 (11/30) 43.8 (14/32)

% (Bi%%)

DFAES IRIEIRA U < ITRBOATRIE A BRMG. U EESR, AoMExanss L < IXREREIC X iRE Fik L
TR E LI ) L AR A — L &, TOMMOBH (COVID-19 2&T) 12X 2D KIMEIX S mifise
FICE s, BHENZ VAR F—0E|G % Rubin'srule & 0 HEA L, UGG DAV BB 4k
HHENZ,

a) #5116 UK GEERERLSH) IXEEIE UM - AR CTARIDERS Sz,

(Z24pE)

“HEHEREGMICET 2 EEFERIT. AFIRE 63.3% (1930 F) . 77 EREE 59.4% (19/32 f) 12588
S, ERFREIELI0DELY THhotz,

KOG R IEICE TG ERZITRO Lo Tz,

HIERAFFRIIAFIRE3.3% (130 #, RimlEIHR) . 77 B AREE3.1% (1/32 ], COVID-19) 1278
BN, W HIRBRIE & OREBEMRIZEE I,

BIVERIZ. AFIRE 16.7% (5/30 1) . 772 AREE9.4% (3/32 ) 2@ BTz,

F10 WINDORET2 FILLLICRO b AEER CHEERRGH, KeVm4EH)

AHIHE 75 RRE

ERA (30 #i)) (32 f)
T L VX —PEAEEAR 4(13.3) 0
-MHEESR 3 (10.0) 7(21.9)
FEEL 3 (10.0) 0
[T~ L~ A 2 (6.7) 0
A 2 (6.7) 0
B 2 (6.7) 0
W ol 1(3.3) 2 (6.3)
7 b E—MERER 0 2 (6.3)
i 2 A 0 2(6.3)
B (%)

10



552 £ TOOARFNEGBNIIT DA EFLIL, 85.5% (53/62 #) I[ZiBd b, FRFERITE 11O

LB ThoT,

FEC R OG- PILICE > AEFFRITED b Rro T,

EELAEFRIT, 3.2% (2/62 i, KigEIiGR, HEEXRA - ZEEREDE) (RO B, WTiLh iR

& DRFRERITEE Sz,

BIVERZ. 25.8% (16/62 f7l) (238 HiLi-,

F 11 2B IR OB ERL (BhG 52 W E T, LAV RER)
A 12 5051 AFI e 55451

L (62 ) e (62 9l)
- mREE 22 (35.5) HORIEZ 2(3.2)
JEEA 12 (19.4) A~ LA 2(3.2)
COVID-19 10 (16.1) Fill S eS¢ 2(3.2)
T LV — PRSI 10 (16.1) ELCES 2(3.2)
itk 5(8.1) FERIIE 2(3.2)
{5 3 (4.8) SIS 2(3.2)
B FLIERE 3 (4.8) R Y E R A 2(3.2)
=5 3 (4.8) I P ERIBUE 2(3.2)
2 3 (4.8) BIEET) 2(3.2)
RASH 3 (4.8) b 2(3.2)
NEEi 3(4.8) PEfib B2 2% 2(3.2)
FEI 3(4.8) i3 2(3.2)
BT 3(43) QL1 1 FE B 2(3.2)
B (%)

O ZHE MG ARBIRET D o EERE TR GA O HRE 52 ME T, ZEHEMKGMICT T BAREETH VD IEERIERE G- TR

DG SNT-HERFE 1T G 16 LRI 5 52 8 £ TR b A HFEFLENLI ST,

11




4. FFRIZDOWT

AFNDENS & 72 D BE OFIR K OB Gk OHIWrIL, WUNIIThN S Z EnRdD oD, F72. AFID
BEICEVEEREERZRBL-BICKHET 2 Z ENNERT-H, LTFTOO~BD T T a4l
RIZBWTCEAT A R&ETH D,

O  HEERIZOWT
AHNOFEEHRZIT IGA A 27X EASI A a 75O YECT—ELL EORBIFENEEZ AT 57 b e—1k
BEREF L72D 20, 7 M E—HEERICET 2@ IER AR, MR EEEFMATE 52
ENEETHY, 7 ME—EEEROWRE, &Kl TH, 2l B (3% 7 FE—MEEELD
WA RTA ) ZEIL, BHNZOWTOFo7milz A L, 7 b E—MERE R OZ K &k OVEH
IRE T DEM (FROWTNNICEE ST DEM) RNYZZERORFICEAT 2EEORTEE L L
TREIN TS Z &,

< [EATE A >

T OWNTINOEEL w23 Z &,

[ AT b E—MERE R EF IG5 T 256]

(7) EMeFFEUSE 2 EOMMBHE 2 1E T L2, 5 FEL EORERBZEOEKEIHE 21T> T\ 5 2
Lo

() BEARFFIGE 2 FOMMNHEZE T L72RIC 6 FU LOBKREBREZA L TND 2L, 95, 34
PLEIZ, 7 FE—PERER 2B 7 LA —BEOBRIMEEZ T o TWVA Z &,

NIRRT b e EREEICRET 255]
(7) ERRFFESSE 2 FOPMBHE ZE T L72&IC, S FU EORERZROBRIMEZIT->T\\5 =

Eo
() BEMGFFIRGE 2 FOMIWHE ZE T L7212, LT OWHEZ & e 6 FLL EORRRRRERZ A L T
HZ L,
o 3R LEO/NERZREOEIRIHE
NS

o J3HELULEDOT FE—MEEREETT LIV =R ORRIHE

ARENORE IR FE % DR L A Z T 572D ORERTHRAEENFEE LN TND T EM
b, Uiz Z MU EM TE DM TH D &,

@  BENOEIELEFREEOMAH IOV T

BURARZEED D DA « LEMEEOKZNFEROFHC, AFFERVPFLE LILEE ITHEE RS
EHRIE T 2 HROINIAT O T L RO ERMFREE, [EHOEHINESTHD 2L,

12



®  AHHEATEWEH~OIRIZ DN T
Wi B EOE T DT L v —k
REEZMHYSTHEMEBE L, Z0
(6. HHITEEL THETREHIH, 5)

AT D HREICAR 2R ET DA YT LV X—
Vi B %Lf%ﬁ&oi%%xié%ﬁ# %S5 TNH I L
ZMH),

23
s

TFT7 4T F—FEOMEM EOERICRE SN RWEMIZ G LT, Hakhiak T B R R O F
PPtz A4 HER & EHE L, BWEHOZBRCISICEE L TRE R OSR 2 5200 15 OIS Y] 2 AUE )3
TELEHBES>TND Z L,
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5. G5 L7 HHEE

(i NI |
BHEOEEDHMNH = > Tid, LTFICEYT24% 6 W ALLEO/NEUIRABRETH D Z & 2R

T5, Flo. MNEOHEFERESkg L ETHD Z L2 HbECTHERRT 5,

1.

T NE—RERZIFETA RTA L 2BZICT bE—MEEROBECHIN 2 ENTNHEETH

5L,

PIRIEANRIRIC X D1 YT F ARG ond, —EL LoRBEEE P26+ 5, Tx

TuA FAHES D VY = 2— Y CHESNHIKE ST 2WB0E, B2 RPTERERAE L <i34a

FYREWERICE D, Zh b OBSIESNNHED I K DI O 03N T, —E L Lo BISEE

DEHETHT NE—ERERBETHDH Z L,

Q) 7 hE—MEEERZIETA RT A4 CHIEEIDLN U THRIND AT oA RAHIE (A :
Abrr 77 7R LE NRIT AT A TAYL) RNV =a— ) VIHESNHIEEICL D
WY 7RI 2 HITD 6 1 AL EfT> T,

b) L FOWTNIZHiEY T HIREE,

e IGAXa7 3Pk

o EASI 227 16 LLESUTEHE OJLFEFICTRWRIE R 1L 5 iz & HT 556 (HRE LT
SHEROD BEASI A7 3 2.4 LU b, 7L FOSHA1L 4.8 LLE)

o (RERmMEIZEDDHT bE—HEEERFEOEIS 10%LL

[# 5 DfkEC & 7-> ]
AR OEERRBRIC BT 2 H 2R (% 5800614 16 EFS) 2B E 2. BEBBID 16 k£ T

(ZIRRSOEDF BNV EIE, AFIORG 21T 5 28, £ KARRG PITEH RN R ORERS

1192 &,

ShiZ, AT aA MRSV = —U UHFEANEE L OFHIC LY H5REOHF (6 7 A

AL LT D) BROMR DGO NS EIZE, 2 BHRIES LA AREZEA @O S Tv
D L AMER LT BT, ARG O—RR IR ZRETT 0 2 L,

R, IERNEM UARE G A — R L L BEOT N E— SR EROFRICEE L, BEOREEZRE

FNCHNR L TARIR G2 BT 25613, [BEERIZOWT] @2 25 Heidnu,

14



6. WHICERL TRHET & HIH

1)

2)

3)
4)

5)

6)

7)

8)

9)

10)

11)
12)

RFN D R LB BUE DBEERED & 5 BE IOV TIAR DRGNS TH H -0, &5 L7
WZ &,

TF7 47 F— (0.1%Ki) HERE STV D, AR GRHIIBIEE 2 +0124T7 0 IR,
FEDRIRIBEE, BRI, OF V., EK, M, Z 98, WIHLEDRFENA LN TZHAICITEBIC
BHAEPIE L, BWORAEETTO 2 L,

ARG FOET 7 F o OBFEIT, BEEDHEGR SN TRV OTEIT S Z &,

AFNE IL-4 KOV IL-13 ORREEAIC L0 2 BIGRSE 2 Bl 5, 2 B o L3 AR HU@glz
X9 2 AR IEEREIZ B G- L TV D ATREMED & B, FAE BB 1T LT, AAlZR 575
AN ARG OIRRAZ1T 5 2 &, BEDRARGPICHFERBREZEZ L, iFEREKICED
BRI 0558 E, AR EE T 2 £ TRAIOR 52—k 2 2 &,

AR OEFIZ L > TEPFT 2O T LA —MRBOIERN T DA REMERH Y | ¥ixT 1L
F—MREICKT 2O IaR A B o6, IERDEHICEN L, MEE TR TICELBE
Nbbon, AREGPIEBEOKBER LG O T, AAFRGEH NG A0 7 LLF—MRE %
M D ER CEUNCHEET S 2 &, BFICH LT, B R, TR 6 ORBICKHT DA
BNAREEF LWL 258452 L,

AT v A RIMNHIEEICRME D BE ZFRE | IRRARIZII AT o1 RIS OHTRAES
FOSNAREEE L THWS Z &,

INRIZBWTIEI T A T L7 FADAT A RAAHETHEAR 5 OBFITK LT, AHD
WG ZBIAT HDRNCA Ra v 77 S ADAT uA RAVHIETOBELZET L L,

EIAT v A FRIEZZIT TV DBEIZEN T, ARIRGRBH%ICAT oA FEEZRIZHIEL
RN &, AT aA FEOWENSLERGEICIE, EMOEH N TRLIZITI 2 &,

AFN O BFERFBRIZ N T, GFERERMENT 28 K OMFFR BRI 25 6 1B S ME P SR E D R BLZE 0 b
TV D, AFIFGHIT, FEEREREOHER ., W& RVERE ., FER OB, DS OHE &L O
o —a RNFEITEET LI L,

A SR 2 ROERGEZER D3Rt~ 5 BB 1T 55D & AHI D FetE & OV (] D 72 D 12022
REWE OB LS MHTS 2L,

AANDOESLS Y A 7 EHFTHEEL G L, DM FEAER T2 &,

H OG- OFMIT G 7o - TE, EioZ YA EE IS L, B8 T ORGER 2T L TiEb)
REE. IR OREEZT L5 &,

BE )
7N C— R A 1T 1 > 2021 (MEHFIEA BARRERES /—EEA AT L%
—2 )
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1. ZUBIC

3K 5t DA M - LM DR D72 DI IR SCEFE IS W B ER AN RO B D,
S DI IEEORFHAR ORI L0 | GUREIE S S OHF e B ERE T 2 H 7 2 EHE R
PRI NDH T, 2D DOERMZEICKNE L3 2 BHICHEYICRMET 5 2 & BB ORE
Lo TEY, RFMBGEE & DOIARTEH 2016 (CFhk 28 46 A 2 HERRE) 1B\ T
b, FEETIEIELFEOMEH OREHEEL XD Z & & STV,

BHRERRT 203 5 ERMIT KEEASR AN T 7 7 7 A VBB FOEIRM &L B 502
BIDZENDD, 20D, AIMERNLZEMEIZET HERD T+ 0EEI N ETOM, 4
HEIRMOREZRZT 5 2 E PR SN DBFICX L THERT 2 & & Ic BTER TR
LB E R st & D 2 L N TTREZRR — B DB 2 il 7 T E B T 5 Z L AN EE
Thb,

LMo T, AHA RTA Tl BIRBRES 2V E TITHE LTV D EFRIEER « BHFH
M-S X | DU OEIRS O 7o 5 2 HEE T 280 b MR T, B2 RO ES
W % 7R d,

REB. ABTA RTA AL, MSIATBUENEE M ERE RO, — B EEEANRART L
F—ay —ERE N B ARG . BAVNET Lb—5a - AR B AN R
Fa RO AEREN B ARBRNBHES OB IO b & ERk LTz,

WG LD ERN Tt~ GBIaFHLHEZ)

MEERDHENIDE . JZE IR BEFRRIC L > CHMEIERZ 2> e — /L TE RV EE
ATHEE DBEITIRD)

MEERDAEROAE - 8%, AL R 12U EO/NRCIET 2 ev~7 GElar#faz) L
THIENC 600 mg & B F#&% 5L, D% 115 300 mg % 2 @RIFE TR T
B54 5,

R R e ¥ E T T oS




2. KB OKHE. {ERBT

Tab N~ (BaE#z) (LR, KA ) 1%, Regeneron Pharmaceuticals, Inc.73 Gl
L7-. Interleukin (IL) -4 ZHEEK O IL-13 ZHEEEZMELL TN D IL-4 ZHEET V7 7 (IL-
4Ro) V7= MIFEAHL., VH L RTHD IL-4 KOVIL-13 247 LT= v VA RiEE ET
HiEn Mz e b IgGa &/ 7 u—FAHURTH D,

IL-4 OV IL-13 &9 Lo 7 VAR ERR IR 1T, 2 ARIER S (2 B~ v X—T (Th2) Kt%
Gie) KO Th2 MldOTEMEALFEIC A G- L, K8 3B R O OBET 27 Fe—M/ 7 1L
F—MEREOREBICEBE A2 R-TE 2 5T 5 (Nat Rev Immunol 2015; 15: 57-65,
Am J Respir Crit Care Med 2009; 180: 388-95) , F£7-. Th2 a2 pEAT 5V 4 M VA IKE
R DORGRPEAERCAFEABRIE ML 2358 L R SN E CIIXUERIEICR G 5 L B2 6T
W5, BLEX Y KA, IL-4 B OVIL-13 DY 7 FIURERE A LET S Z sicky, KEX
LTSNS M PRETEY=3/E S i N BNL/AY i S 3V g I



3. ERERRRE
LA (BEFEBEIC L > THMEJERZ 2 v b o —/L T& RV ENE TEHE D HBE I
[R2) OB 21T - 7= e lIR B O g2 =T,

[ B e ] 25 AR RXBR (EFC13579 7R)
[FRBR O]

FHEXIIEAEORAAT B A 3 (LLTF, TICS) ) ROZDfoEEHSE A L
THay br— L REO 12 5L Lo 3 EEE 1,902 i (HARN 114 iz ETe) x5
(2. ICS e OV Dt > £ W BEFEV1~2 AIOF T TORB OF MK L2 G 2729,
77 b ARk R 2 (b T B A T RE R LSRR 3 S S AT

VL - HEIX. AAI200mg (FIEID A 400mg) . 300mg (FIRIDFA 600mg) XIiE~7 7 &R
Z 2 IR T 52 W T 595 2 & LIRGE S 1L, ICS KUV Ol od RHEFREE 1~2 #l 4 A
7)== TRHCHER SNTEHETHIT 2 2 & ERES N,

BEWED EEFHBIE B 1L, 5 52 itk £ TORENG B EDOERIEEE L O 12 H#
(21T 2 KB SHERFE BRI D FEV) D=2 T A )26 DAL ED co-primary endpoint & 5%
E ST,

KGR E I D EFIE, 2B EOREIMERF T, LTOREHERN-T 2 & & &z,

(7R PUILYE)

> HHEXIZEHED ICHROEMERE 1~2 Az 27V —=2 70 3 7 HLL LR
SEHANOA TV == 7O 1A HLL BRI —ERE Tk L THAL TV D

> KRB SHLRIE SR FEVL 23 TIIED 80%LL T (17 5kLA Fi& 90%LL T)

ACQ 2= 7150 E

> W7 HE—/L 200~400 g 540D FEV1IZ 12%LL B2 >dE &S 200 mL L oAl
PEDFRD B D

> LAELINICH BB L CRFMER T n A NEROB G %2 1L 72 33 BB L
L0 AR L < iFBEskE =2 L

v

[ R
AGEH RN RG-S AA 300mg2mL #E (LT, TARAIRE] ) &, MEFTICER L CHR &
P 2 Z s ane 7T vRR2mLiE (LLF, 77 vAREE] ) OMEDOHERT 5,

(B %hiE)

BHRMED FEFLE R Th 5 &5 52 @tk £ TOEER BHEOEBBHR LS 12 #
BT D5E YRR 5010 FEV, ODX—Z2 7 A4 b OB LEITFR 1 LOE 2D LB
Thy . I EREELAFIREL OXFHEICIHB T, W EEIMEE H IS 2N A EEN

D REFEEMME o RSSE (LUF. TLABAY), vA 2 b U =BG (BUF, TLTRAY) . RRFRMERMEL AT ) 5%
BRAREGEHE (LT, TLAMAL) . A FAFH 0 F 08

2 ROOIUIQDORIEN B B OE( A FEN EME L ER L O2F AT a4 FEO 3 AU Eokh, @2
AT v A FEOBG-HE 20 I X D ABE XL ER D%

d INFHY v TaF AT (BUF, TFP)) 500 ug/H LA L 2,000 pg/H LA FAEY, ARFRD> S OPERE TIE, 18 mklh
1% FP 400 pg/ H LA_E 2,000 pg/ H LA FHEYS . 17 BELLFIE FP 200 pg/ H BAE 2,000 pg/ H LA FARY & Sz, 7238, AHIC
BT 5 FP OEGEAREIL. A THK 800 ug/H, /A THR K200 ug/H TH 5,

4



A BTz,

# 1 B5 52 Wtk F COREMENGBHEOERIBETER (TT £H)

\ AFI 75 B RRE

o (633 ) (321 #1)
RelEm (N -4) 612.5 313.2
T B EEREAEE ([5D) 343 342
E R B (/A -4F) 0.560 1.092

AR TIER Y ([Bl/ A -4F) [95%(15 1 X H]] 0.524 [0.450, 0.611] 0.970 [0.810, 1.160]
T RAREEE DY [95%FFE XM ] 0.540 [0.430, 0.680]
pfE® <0.0001

a) BGRE, D, MUk, N—2 T A VRO M HERERIKX Iy, N—R T A RO ICS Mk, 1 AELINOEEE
Wi B EO R R B 2B L U, BIEHIE OB E 2 4 7 v Mk LcAO ZEHEYRET

F2 Bh 12 BRICET DRESHEEEGRIO FEV, (L) OX—X 71 Uonb o2 b (TT 4H)

51 AFRE 75 R
NR— 2T A B 1.780.60 (633) 1.75+0.57 (321)
B 512 4 2.09+0.70 (610) 1.93+0.68 (313)
R—=2F A b DOEE 0.310.43 (610) 0.18+0.39 (313)
T EREEE DY [95%FHEHIXH] 0.13 [0.08, 0.18]
p o <0.0001
T R R S (B0
R—Z2 5 A WD

a) BeHHE, Flin, YA R, HUE, N— R T A UREOIMFAFEEEREL X 55
ICS &, FEMiREm, L MR R OLZHEER, X—A T4 VH, XN—RA T A1 fELFF
R O BAEA Z BB Z$ & L 72 Mixed-effect model with repeated measures (MMRM) %,
HH B IEIZ I unstructured ZKE L7z,

N—2 T A VIO ICS A ERIOER L HIENTRE F1TFK 3 KK 4, X—RA T A VIFOHEN
A F~=— T — DX EFHAERITR S KOER 6 DEEBY Thotz, 728, MH4F
FREREL, FeNO JREL, IMET U A AF ARE, MLIE T IgE IRE K Qb =4 % %23
REZX, Wb 2BRE~——L ERTWn5,

#3 N—2FA VO ICS PO 52 #th F TOEEN BIEOEMIBHLE (TT £MH)

- AHIHE 77 2 AR
ki (323 1)) (167 f51)
R e I ONED) 310.7 162.7
'WICSE W BRI (R 210 193
EREEREE (/A -1F) 0.676 1.186
AR B Y (B -4) [95%15#EX ] 0.639 [0.523, 0.780] 1.038 [0.818, 1.317]
7T RAREEE DY [95%FFHIX ] 0.615 [0.456, 0.830]
\ ARHIHE 75 v AREE
T (303 f) (151 1)
o st [ ONED) 2952 147.4
o T BT B () 31 147
AEREREELE (B A -4F) 0.444 0.997
ERERBIER Y (BN -4F) [95%15 X ] 0.414 [0.325, 0.527] 0.879 [0.667, 1.160]
7T /AREEE DY [95%F4HX ] 0.471[0.329, 0.674]

a) FGHE, . Hilk, N—R T A VRO P FRERELIX Sy, N— R T A VRO ICS ', 1 LN O EERE
OB B A A E U, BIEMMOREER i L 4 71 MR E LA ZHBYRET L



F4 N—RFA LD ICS HEIORE 12 %I 258 g Ga7 FEV, (L) OZ k& (ITT £H)

51 AR HITE 75 v RRE
U NR—2 T A I 1.7020.60 (323) 1.65%0.50 (167)
'WI?S:“ Fe 512 Wk 2.00+0.68 (309) 1.850.64 (162)
R=2AF A b DE{LE 0.3240.43 (309) 0.20%0.40 (162)
7T uREEE DY [95%FHEXH] 0.12 [0.04, 0.19]
51 AHIRE 75 v RRE
- NR—2 T A I 1.8740.59 (303) 1.86+0.62 (151)
EPI?SQ B 12 #% 2.160.72 (294) 2.0210.73 (148)
R—2F A b OELE 0.291+0.43 (294) 0.1610.39 (148)
7T eRREE DAY [95%F X 0.14 [0.06, 0.22]

P E AR (G155

a) BGHE, Flin. MR, BR. Mk, N—2 T A CEEO M P EREREX 5

N—2 T A EFD ICS &,

ARG, PR GRE & FHIBG SO EAEH, =R T A Ml =R T A Ml & TR DA B AR &
2% & L7 MMRM 1%, #HBIREE 12 1% unstructured %7€ L7z,

#5 HNAA~v—H—DXSHR] IDEENG B EOFERRE LR (TT £H V)
e X455 EREERDE (B () 77 REEL OO
(R—2F A EF) AHIRE 75w ARk [95% {1 X ]
150/uL A 0.805 (181) 0.779 (83) 1.149 [0.747, 1.767]
i 150/uL LAk 300/uL A 0.475 (175) 0.845 (95) 0.557 [0.350, 0.888]
I IR ER L 300/uL LA _E 500/uL A5 0.496 (136) 1.393 (68) 0.366 [0.225, 0.596]
500/uL Lk 0.413 (141) 1.486 (74) 0.287 [0.184, 0.449]
25 ppb A 0.639 (317) 0.863 (144) 0.792 [0.572, 1.098]
FeNO 25 ppb LAk 50 ppb i 0.489 (186) 1.183 (97) 0.442 [0.282, 0.693]
50 ppb LAk 0.485 (124) 1.444 (75) 0.305 [0.188, 0.494]
61 TU/mL i 0.681 (149) 0.792 (83) 0.817 [0.511, 1.307]
& g I 61 IU/mL LA _E 167 TU/mL il 0.535 (156) 1.344 (74) 0.420 [0.275, 0.641]
167 IU/mL LL_E 449 TU/mL K 0.616 (164) 1.008 (84) 0.685 [0.424, 1.106]
449 TU/mL LI | 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]

5E (N)FARF U RO A F X2 0-3 OUEIF PR 314 3 AR R CRBGEASCTH D,)

53.9 ng/mL A 0.660 (155) 1.024 (78) 0.657 [0.420, 1.026]

NRY FRF 53.9 ng/mL PA L 69.4 ng/mL i 0.501 (145) 0.985 (71) 0.521 [0.333, 0.814]
g 69.4 ng/mL LA _E 92.3 ng/mL AJi 0.656 (157) 1.133 (77) 0.605 [0.373, 0.982]
92.3 ng/mL L1 |E 0.426 (139) 1.327 (75) 0.307 [0.184, 0.512]

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

R A= 24.0 pg/mL L1 | 38.2 pg/mL it 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
-3 38.2 pg/mL AL 60.8 pg/mL ik 0.525 (171) 0.895 (70) 0.599 [0.364, 0.987]
60.8 pg/mL LA | 0.474 (143) 1.336 (86) 0.360 [0.226, 0.574]

a) A IgE JRIE, U S AF UM, A F X3 RIS OV TS ALB

b) XU A AT PR O X3 RIOE SRR IX
o) HERE, N, Mk, X— R T A UREOIM P FRRERERIX )

18 ik LR % x5z E i
NR—A T A O ICS AR, 1 ALY i BB 0D 5 5 [A]

Bl E e L, SR OMEEREE - 7y MEKE L-AD “HERET IV




#6 HNAAA~—H—DRSH IS 12 3

DRE SRR 5 FEV, (L) OZ{bE (ITT 4£MH )

&%ﬁ 12 B#% D +Z 7 FEV, (L) O~N—

VAN S b R <)
D SR AR Sl 7 osntatscn)
A HIRE 7T B AREE -
150/uL A 0.1920.37 (176) 0.110.41 (83) 0.09 [—0.01, 0.18]
L 150/uL L 300/uL il 0.220.45 (168) 0.220.36 (90) —0.00 [—0.10, 0.10]
A BR A 300/uL LA E 500/ul A 0.36+0.39 (131) 0.17+0.39 (66) 0.18 [0.07, 0.30]
500/uL LA E 0.50=-0.45 (135) 0.220.41 (73) 0.30[0.19, 0.42]
25 ppb Al 0.20=0.37 (309) 0.170.36 (141) 0.03 [—0.04, 0.10]
FeNO 25 ppb LAk 50 ppb A 0.3220.40 (182) 0.180.37 (94) 0.12[0.03,0.21]
50 ppb LA | 0.59%0.51 (113) 0.20=£0.48 (73) 0.39 [0.26, 0.52]
61 TU/mL i 0.210.36 (143) 0.190.39 (78) 0.05 [—0.04, 0.14]
@ g I 61 TU/mL Li_F 167 TU/mL A 0.280.38 (151) 0.230.40 (73) 0.05 [—0.05, 0.15]
= 167 TU/mL Lk | 449 TU/mL Ajik 0.340.47 (156) 0.08-0.31 (83) 0.26 [0.15, 0.36]
449 TU/mL LAk 0.390.49 (154) 0.240.46 (76) 0.13[0.01, 0.25]
2% (R AATF RO AL F -3 OWTEFFRL 31 4 3 ARR CREENSCTH 5,)

53.9 ng/mL Al

0.2310.45 (149)

0.1920.35 (74)

0.06 [—0.04, 0.16]
[

ALY FRF 53.9 ng/mL LA _F 69.4 ng/mL i 0.260.42 (138) 0.140.39 (69) 0.10 [—0.01, 0.21]
b3::4 69.4 ng/mL LA | 92.3 ng/mL A 0.35+0.43 (157) 0.20+0.42 (77) 0.10 [—0.01, 0.22]
92.3 ng/mL P4 I 0.35+0.41 (131) 0.17£0.38 (73) 0.22[0.11, 0.33]
24.0 pg/mL At 0.260.40 (147) 0.15£0.39 (85) 0.09 [—0.00, 0.19]
TAZF 3 | 24.0 pg/mL LAk 38 2pg/mL Kk 0.230.38 (157) 0.220.38 (70) 0.03 [—0.06, 0.13]
T 38.2 pg/mL LA I 60.8 pg/mL A 0.30+0.41 (164) 0.18£0.36 (70) 0.12[0.01, 0.23]

60.8 pg/mL L

0.45+0.52 (135)

0.17+0.44 (85)

0.27[0.16, 0.39]

I AR R (B4

a) # IgE BRI U A AF U oA XL L3 P U T IR
b) 2V A AT L D KA DR AT
o) BB, AE, MERI. BRE. MG ST LR M BRI Sy, N2 T A LD ICS

v 18 Ll O ek I i

BRSNS Se R i i

iR ROZEER, XR—=AT A U, X—AT A LR OR AR ZHALEEE Lz MMRM {4, FHEIMEEICIX
unstructured %€ L 7=,

(Z41)

HEFEGIL, ARHFIFE81.5% (515/632 1) |
FLRIRTOEEY ThHo T,

FETIE, AKIEE 4 {ﬁl (Lot 1k
PESEIIR/ 2 g e N R AE e 1 f3])
Iz,

HELRAFEFRIT, AHIFERT% (55/632 )
D BLARKIEE 4 B (FREEREIE
TS IR 1 451)
Bk & O RBEMRIIEE S e o7z,

RLBE/TES AL 2%

NN R s 2 & 2011 N
(ZRB D HAVTZ DS,

HIEIZE > T AERSRIL, AKIRE 7.0% (44/632 41) |

Nz,

BIVERIX. AAIRE 22.6% (143/632 1) .

7T B AREE 14.0% (45/321 1)

75 AREE 84.1% (270/321 f4)

RN EN

7T AR 8.4% (27/321 f5l) |
MBVEAFRRERMER S, 7 7 4 7 % v — i,
72 AREE B (P EREME)

752 AREE3.1% (10/321 f4)

(RO b, E7R

9 o AR AR L=
WL S TR & O RIRBERITEE

DL,
TEHHNAL

IZoOWTIiL, 18

*—DALA‘&) E

\—nth\&) %ﬂﬁ_o



KT WTIOOHETI% ERD DT EEG (LM L)

AHIRE 75w R R
Sl (632 f31)) (321 f31))
A Jb APk RO Y 111 (17.6) 64 (19.9)
TS ERALALDE 98 (15.5) 22 (6.9)
b RGE R 77 (12.2) 49 (15.3)
Bk 71 (11.2) 42 (13.1)
SHYA 40 (6.3) 25(7.8)
TS S 40 (6.3) 5(1.6)
A TNT B 38 (6.0) 22 (6.9)
BFE I R G- 33(5.2) 16 (5.0)
TSI Z 5 PR 31 (4.9) 3(0.9)
Al B E 2% 26 (4.1) 29 (9.0)
ELCES 25 (4.0) 15 (4.7)
i By 25 (4.0) 7(2.2)
LEEERS 24 (3.8) 16 (5.0)
PR &G 19 (3.0) 12 (3.7)
BAR 19 (3.0) 11 3.4)
T LR — P 18 (2.8) 15 (4.7)
L 13 (2.1) 10 (3.1)
AVER R gE 10 (1.6) 15 (4.7)
B (%)



4. HERRIZTOWT

AR EIE & 78 D B OBRPL O Gk O HIWr X, BEIiThbnbs ZERRD LD,
Fro. ARNOFTGIZ X0 HEREWER Z R B L 72BN T 5 2 L BB ERTZH, LITFD
O~@DFT R T &I T HRICBWTHEHT 2 X&E Th 5,

@O MRz 2V T
o RUEIMEOJERE, B & TR, 2. 15K (2F mE TR - BEUA NI A X
I NREE S BIEHE - BELHA KT A ) BRI L, RANZ O\ TO+45 725k %
BSOS NRIEITEE T HERM (L FOWTInIZiz 43 5 =)
UL B OARANC BT DR OBEEE L LTRES LTS Z &,
[ N&E S BB 1T 53 556
RTINS 2 FEOPIIHE 2 /& T L7221C. LU T OHEZ & T 4 FLL L DR
EHLTNWSZ L,
o 3L EORE B BT 2 MR AR L2 IR O BRRAHE
XX
o 3R EOREINEICET 57 LV R —2 R OBRRHE

o
.
¢
ol

LN

[/ R S BB H 1T 53 2 58]
RIS FFIAFR 2 SFOMBINHME Z /& T L72RIC, LUTF OWHEZ & Te 4 L1 L OBRKREER

ZHELTWAZ &,
o 3L EO/NRRZIEORIHE
O

o 3FLLEORE SN BT DT LV X 2R DO IRIRIHE

o KAIDOBLERGE% DLV & ANEZ R D 70 ORIEIR AR R A S IRE b T
WL Z LD, HEHEZHEUICEETE DX THDH I &,

@ 2N DE S RGBS T

o BRSNS ORI - RN OFFIEROEIO, HEFLNIEE LIBAIC
S PR & B A O MNTAT 5 T & S R R A E T O R 238 o
WBHZ L,

© AUHEK ORIEH~OXISIZ OV T

o AT OMOT LAX—MREEETLEECAREZR ST D552, YET LLX
—PER B A HEAD & oEHE U £ OFEE HICE U TR R OSSR 2 %00 2 (il A3
BoTnpHZE (6. BHITEL THETREHIE, 5) 2R,

o TT T4 T7F—FOMMN EOEFICFEE S NZENWEMITH LT, Makis ST
ERRIEBE OB 2 A9 D A & B L, BIMEH ORW-CR ISR U TR R OSCE
T BB ZRALEN TE SRR B> TWD Z L,

9



5. B#EXRLERDBE
[T HSNT (A
B G- OBEEDOUWIZHT- > TIE, LLTICHEST2BETHHZ L aiEsT 5,

1. WE PR - BEITA RTA 0 E25EFIC, JESMEOMEEZKN e S Tnd,

2. WHENIESHED ICS &£ oo RHIEHHE (LABA (BA#IZ 5 Tr) . LAMA, LTRA,
TAT 4 U UBIERAD) EOFHL T2y ha— AR G T o g AT aA R
ORGP E s BINIEA4E 1 [ L& =454, 72720, PRHT % ICS 3 &
DOEEITIX, ERCE Y ICS Z#Y4ZHE RICHET 2 Z EPRITERSICL Y REETH
D LI SN TS AITIR S,

(FE1) WEETFE - BEAA RT7A4 Tk, UTOEHD S L3 S EYT 5856, I TFENSDS., BEAZE, Az
PESWENAIC 1 EILLEDGE, a2 he— L RREERINTND,

M EER (A RO 238 1 |8 E

FEARREIEOMEH 23 1 [BI2L k-

il A ST eim I RS B D

P RE (KU YRR 58700 FEV, X OVPEF) 723 THHIE 13 A Sk BEO 80%A i

PEF ® H () NE®ER 20%L E

[ BIRICHONT UM

Be G- OBEEOHWIZHT- > T, LUFICEUT 2R TH D Z L2l T 5,

1. PMHRKESEIRE-BFEETA R T4 U 2BBIC  RE S EOEEZBN e ST 5,

2. THEXIESMHED ICS & Z DM ORMEMSE (LABA, LTRA, 74 7 4 U UARHELH])
ZOFHLTChHay br—L AR B2 T hoeHMRT a A FEROFELE)N LB E
WEAFIC 1 ELL L& 254,

(FE2) /NRGE W BTG - BEAA RIA4 L Tik, BLTFOWFNOOEENEY T 2558, av ha— L RAELEHS
T3,

AR 72 AR A3 1 | 2L

B & e T GRIE) A 1 FIELE

H i A2 iEOFIRA A2 1 |2l E

B HIEEE O AE A3 1 [|I2L

[BFEIUZOWT (B - /N SEE) ]

AFN B ERTOD 2 FURAENZ BE 5 A A~ — B — (I AFBRERER, FeNO, IfiLiE *F#s IgE %5)
DIEDE WA IARF OB IER K EVVMEBNC S 5 —F T ARG A ITIEARFI OB hPEN 153
IZAGF DR WATREMEDS RIR S LT D, BIRER T, ARFIDHEIG & 72 2 BEEZBRIRT 57200
A G — T — O FEMEEITAFAE L7220 0d | ARANC XD IEHRBIRIC Y 7> T, BN A~ —D
—% 1 2LLERE L, O L BRKEZEE L BT, BIGT2I253bLnEBX HBH
ZOREETDHZ L (3. BRREEESR).

AR OBGRABRIZ 1T AR (B 5-Baatk 52 8 ZliE A, RGHIAE 1 4
FEJE & B IR OMERZATO DIRDFED DR WS EITITEBAR L G2kt T L 92T

HT &,

(B G- DOk iZ Tz > T (B - /NRIE) ]

10



6. REIZBRL THRETN&EHFH

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

11)
12)

AFN O A3 LIRBIE OB EED & 5 BFIZ DWW TIARKI OB 5N EEZTH 5720,
BH LN &,

T T 4 7% — (0.1%A0) BEWE I TN D, REIEGRHIIIBIE % 2312470,
MER T, FER R, S, OFEV, IR, TR, % 9 R, W% 0 BN s
NIEGEIITEBICRG 2R IE L, EYRAELSITY 2 &,

ARG HOAET 7 F o ORI, BEMEPHER SN TORNOTEITSZ &,
AFNL IL-4 OV IL-13 OFLEMERIC XV 2 Bl EISE 2 M4 5, 2 A& w4
UYL 3T B AR RE IZBE 5 L T 5 RTBEME DS & 5, Tk BUBHL B L2k LTI,
AHN 2 59 HANC a A UG OIRR 21T 5 2 & BB DARAIF G-I F A DL &k
Z L., PRI X DB NN 22 G A 11X, WA RN IR T D £ TAKIOE S
Wik 52 b,

ABNDOBHANZ L > TEPFT MO T L AF —PEIRBOTEIRNE LT 2 ATREMER H D Y
T LR PRI 2 R A Bo TG A ERDARIMICE(L T 2 BT b
oo, REFELPIEHOBEBERLED T, REELGHNE, G057 L —ME
MBS HEMEEUIELET 2 2 &, BEICKH LT, EMOERRL, Z0b D85k
BICKT DIRENAE AR LW 9 R8T 52 &,

AFNIBEIT L & TV D58 30 B OFAEIEIR 2 300 ST 2 FEHI TIX 22 W oo T
BMEORIEICH L TIERA LRnZ &,

AN OB BRI SRR 2 b v — VAR R XA L5101, EROBZFE %
ZIDHEBRFICEET L L,

EMIAT a4 NREZZT T D BFICBW T ARIR GRGH%RICAT a1 REERIZ
HFiELenZ &, A7 a4 FEOBENSLERGAICIE, EROFE T TR~ 12T
L,

AFN D EGAGRERIZ I C | G FRERVE i 9% B OV B BRI 258 1fL 45 9% 1k A SRR AE D 38 B 2338
HHENTNWD, AFEG I, KOS, OB RS, FiER OB,
DIREGIHER V= 2 —m X F—FCEETH 2 L,

AT SCEITIN A LG AR TE A DR 2 BB (2D & AAFI DRl OV IE A FH o 7z
DIZBE IR G AE B L T bEHT 52 &,

AHFIORMPZ #GE L, BEMMRFIFHEMRT 52 &,

B OG- OFRMIC Y T- - T, EiEOZ LA EHEICHRT L, BE UTZE OR#ES It
L CHIREE, kO EEL 52 L,

-
—

(51 C#R]
1. HAT L AX—2%2 hETEh - 8T A K742 2018
2. HAPNRT VX - DNRSESmREIRE - B4 K742 2017]

11



BB AHEETA RT3 A
Fav v (BETFHEEZ)
~ ST A 5 (B B~

SR2E3 A (Ff54E9 AED)
(BEFHE)

s 3




SR

SR W=

X LI

ARFN O, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA
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1. IILHIZ

IR O B - BEMEORER O T2 DT, UM SCEEICE SV ER AR RO b
Do EHIT, IEFEORFEINOEAICT LV | FUREIMEDOFEH 7 HIERRT 2635
EIMPERBINLF T, ZHODEERLZEICHNE LT 5 BF NIRRT 5 Z &R
BEXDIRE L 72> TRV | RIFMBOEE & SO RART #2016 CEARK 28 4F 6 A 2 H IR
) IZBWTH, BEHNERLSEOHAOREHEEZX L Z L ShTnb,

FHUERMF 2 AT 2ERMT, REERASCRENET 07 7 A VPBEFOERM EHS
MCRRDZ BB, 2010, AL OCLEMECHET A HERN HERSNDETO
M, UHEERLOREZB 2T 52 MRS 2 BF X LCHERT 2 & &bz, BE
FDRFEBL LT BRI B ekt s % & D 2 & B ATREZR — E DB 2 ji 7= T =B CEH 3%
ZENEETHD,

LIz o T, KHA RTA Tl BABEREC ZE TICHE LN TV D EFLIEER - B4
F) RIS & | LUT OB SR G O Faii 2068 A 2 HEHE 3~ B 810 DB iR B 2 5 RO
BREHEERT,

I, ARAA RTA AT, MNATEIE N EIE R ERE IR A . —IAEEE N B AR &
AR g OV FVE N HAT LA R —220W o b EVER LT,

MH e DERKN: Tat~vT (B HBE)

R LR DARESINIZR « BEZ O BIERIAEER (AR THRA TR EBEITRD)

KR ERDMEROHE @F ., RAIZITT 2 <7 GEEFEZ) & LTI1IE300mg %
2R TR THRET %, ok, JERLZERITIE, 18300 mg & 4
IR TR TG TE 5.

DU TR S NP S SV o




2. BAIDFHR, 1EREF

Tabtv7 (Barkz) (BUF, TAH) ) X, Regeneron Pharmaceuticals, Inc. 238
L 7=, Interleukin (IL) -4 2L OV IL-13 ZZ R EMER L TV D IL-4 K7 V7 7 (IL-
4Ra) 7 2=y MIFEAL, YA FTHD IL-4 KOVIL-13 25 Li=v 7P nE & BLE
THELGFEEZE N IgGs £ ) 7/ u—F AHIETH 5,

IL-4 KON IL-13 Z 9T LTo > 7 F VR EREE 1T, 2 BARIERUS X O Th2 AR OTEE(bIZ F 5
L. SEZE D BRI SER (CRSWNP) K OMMOBIE S 25 7 k& —H/7 L L — PR E O
JRBICEHERER AR T EEX LN TWD, £72, CRSWNP (X, IL-4, IL-5 KTVIL-13 D
HAMZN Z, IgE OREEATTEA R E Lz 2 BIRIENEMORIEMIEBTH Y (Allergy
Asthma Immunol Res 2017; 9: 299-306) . A#liX IL-4Ra & % /T L T IL-4/IL-13 > 7 F VR
BAMETLZ &0, 2 BIEMSIZE VI X Z &5 CRSWNP OFEMRIZ% L TIEH
R ERTZ EREIRI SN D,



3. BERE
SH &) BRI SR BEFRE THRA 072 B R D) OARERHIGHI 21T 72
E 7 ERERFRER O A & R,

[E BRI [ 28 AR AR (EFC14280 3X5R)
[FBR DA =]
CRSWNP f83 448 il (HARN 49 BlaETe) ZXBRIT, RENIOAINER VL2V 2t
Do, 77 B AR KRR 2 b S A TR LR Y S S AT
M - AL, AHI300mg & 2 B TR F#&5 (Q2W ) | A 300mg % % 5- 24
FC2 MR, DRI 4 BB TR THERE (QQW—Q4W i) XXV 7 A% 2 kR T
THRE (FT78RH) 722 eREIN, AEFENEAZ Y VT T IINVR BT ATV
KA DT 2 (1B 1[E& @SR 282 (50 ng/Mi%) ) 2 & LiES L,
ARNEO FEFHEE L, &5 24 WO REZX a7 BPAEEL A 27 KON CT BfgIl
X % Lund-Mackay (LMK) 227 D_R—RAF A b OELEEHE SN,
KGR L 7 MBI, 18 kLL O CRSWNP [BH T, LT ORI 2 & &L ST,
(T 7R PULYE)
v WO B EAT S
v UTFOWT I OFM AT
a) 12 2 FLANIC CRSWNP IZx T 2 &g AT v A REOIREEL AT 5
b) 2E AT v FIITxH L TS SUTAAMENGED DA
¢) CRSWNP (ZkI9 2 FififEZ 7T 5
v O NEEBEREICLDREA T N5 U E (WIOAF, SFEEICE T2 237X 200 R)
v 27 V—=v7® 8 MMILL LR G SPABRIERE X 27 A% 2 XX 3 OB R L T
%)
v 27 V== 70 8 ML LRI BIRFEEE &V (RTEE, 1% &) & OREIR D R
LTW5
vV IEERCRECRT DO SAREE AT N1 A2 D

G|
(B %)

AMED FEFHIEE Th 5% G 24 B ORE 227 | SABREIEE R 27 KT LMK X
AT DR—=ATAUPLOEABEIFRL1IDOEBY THY ., 77 vAREEE 300 mg Q2W fFE
& ORI IBN T, WO EZEFHEE B IZOW T O M FICHE BERERZRD bl
Too Flo, BES2HEFE CORE A 27 KOG HAEIERE R 27 ORRFIHER XX 1 & O
2D ERY THoT,



# 1 AEO EZEE E OBk (TT 2EM)

EIREH H AN ER S
300 mg Q2W fif & 2 77 AR 300 mg Q2W ff & 2 77 ARRE
BHRa7y
N—=ZF A 6.18£1.21 (294) 5.96+1.21 (152) 6.14+1.21 (33) 5.63+1.62 (16)
P 5. 24 SE S 4.46=+1.89 (283) 6.09-1.19 (145) 3.97+2.20 (32) 6.13+1.09 (15)
N—Z T4 G DR —1.72+1.77 (283) 0.120.95 (145) —2.22+1.99 (32) 0.37+1.09 (15)
NR=2 54 U NHDELRD —1.7140.11 (283) 0.10 £0.14 (145) —2.17 #0.34 (32) 0.44 #0.48 (15)
TTRARBELE DFED —1.80 —2.61
[95%CI] P [—2.10, —1.51] [—3.70, —1.52]
p fiE -9 <0.0001
SPAESEER 2T
N—AT A 2.460.61 (295) 2.380.54 (153) 2.26+0.48 (33) 2.23+0.45 (16)
5. 24 SEES 1.19+0.90 (289) 2.020.77 (147) 0.96£0.70 (33) 2.00+0.77 (15)
R=AFA Db DOEbE —1.28+0.95 (289) —0.36+0.73 (147) —1.31+0.70 (33) —0.25+0.54 (15)
NR—R T A NG DR —1.25+0.06 (289) —0.38 +0.07 (147) —1.30£0.12 (33) —0.25 #0.18 (15)
7T RAREE DFED —0.87 —1.05
[95%CI] ® [—1.03, —0.71] [—1.44, —0.65]
p fiE 29 <0.0001
LMK Z =7
NR—ZF A 18.12+3.75 (289) 17.653.76 (150) 19.36+3.48 (33) 17.31+3.03 (16)
5 24 I 12.86+3.87 (282) 17.73+3.81 (142) 13.94=4.03 (33) 17.19+3.49 (16)

R=RATA U0 HOELE —5.23+4.42 (282) 0.111.88 (142) —5.42+5,17 (33) —0.13+1.67 (16)
NR—2F A NG DI LR —5.21+0.24 (282) —0.09 +0.31 (142) —4.80+0.71 (33) —0.82 +1.06 (16)
TTRRHEE DED —5.13 —3.98
[95%CI] ® [—5.80, —4.46] [—6.44, —1.53]
p fi P9 <0.0001 —

TE IR RS (B o NTRHEHRS - e/ SR IE (H R ERRE)
BEHT 2 FMXTIEINAT 0 A FEORE ML RV) 2320 7o pEE oY

() . — RN L

BB OT — Z I RWME & S, HEKIR

FANCEONToN— 2T A VOB RS 24 WFOE & Shviz, BRZIGHRUN TIHRBER 5 42 Pk U7 o RIEIT 2 H=

RANEICE Y BE ST,

a) Q2W #f & Q2W—Q4AW REDBFA

by N—AZ A fE, #EHE WENSAID-ERD OF#E, SHIIKd 2 FE, HIRABAZEK L L LnBntres v
) B EAKYERH 5%, BEF 2 a7 BEEEE AT KL LMK 2 27 OV o REFGEE BV ThH, 75 2REEE 300 mg Q2W
PFERE L ORI W TREFAICA B R ZPRD DN EHGEIS, 77 B RRHIx 5 300 mg Q2W A RED BB 23 RRGE S 4L

7o S DRI & Sz,
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K1 BFERaT7OR—RTAUNbOEbE (/N FEYEEEHER%) [EFC14280 Bk, 1TT 4£R]
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ﬂl)llgil —0.4 1
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¢ —14 4 —te— FEABE 0 = LT T %‘ % % -
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—16 4 —=-— Q2WEE

0 4 & 12 16 20 24 28 32 36 40 44 48 52 (@A)
B2 BPAREER 2T ON—=2T A ipb O (R SRTFHfE HFRYERSE)  [EFC14280 REBR, ITT 4£[H]]

(Z4ME)

HEFRRIL, QQW—Q4W £f 89.2% (132/148 ) . Q2W #f 83.2% (124/149 f5)) . 7 F %
AHE90.7% (136/150 i) IZBO b, ERFRITIR2DEB) Tholz,

FETIE, Q2W—QAW # 1 5 (UMEMEEAZEN ML) (2586 H AL A3, 1RBREE & DKL IR
IIHE ST,

EELAERSIT. QQW—Q4W £ 6.8% (10/148 i) . Q2W #f 5.4% (8/149 #) . 7 Z
B AREE 10.0% (15/150 f51)) (258 AL, ZdH H Q2W B 1 i (AFERER¥EINE) . 77 &R
LB (IBMERIEESR) I2OWTIE, JABREE & OREBIRITEE SN o T,

PIEICE > A EFHSIT, QQW—Q4AW FE 1.4% (2/148 ) . Q2W #f 4.0% (6/149 1)) .
7T AREE11.3% (17/150 f41)) (238D Sz,

BIEHIL QQW—Q4AW Hf 27.7% (41/148 f5) . Q2W #f 24.2% (36/149 f5]) . 77 AR
22.0% (33/150 f5) 278D BT,



K2 WTNPORET 5% LD DN AEFSR (ZEMMIT I REH)

Q2W—Q4W Ef Q2W R 75 v RRE

A (148 1) (149 f1l) (150 f)
EFEDS 31 (20.9) 30 (20.1) 36 (24.0)
SR 16 (10.8) 14 (9.4) 18 (12.0)
£ H{ i 7(4.7) 13 (8.7) 20 (13.3)
TESHERATALBE 10 (6.8) 11 (7.4) 11(7.3)
b RGE R 8 (5.4) 10 (6.7) 19 (12.7)
SUE Sk 9 (6.1) 9 (6.0) 8 (5.3)

K 9 (6.1) 9 (6.0) 8(5.3)

BEH 15 (10.1) 8 (5.4) 25 (16.7)
BT ATS 13 (8.8) 8 (5.4) 17 (11.3)
R 6 (4.1) 8 (5.4) 9 (6.0)

BA &R 11(7.4) 7(4.7) 2(1.3)

i S5 13 (8.8) 6 (4.0) 19 (12.7)
BFRIE R 5 12 (8.1) 5(3.4) 11(7.3)
ESHI G 8 (5.4) 5(3.4) 3 (2.0)

LR e 5(3.4) 5(3.4) 16 (10.7)

% (%)




4. FBERIZDUNT

RFNDNE I & 72 D BE ORIR N O Sfkse 0¥, @uliciThbhbd Z Enkd b s,
Fo. AAORGIZE D EELREVERAZ BB LBRICHINT 2 Z ERNERT-D, LTD
DO~QDIT RTCEI-THiRICB W THAT & TH D,

OEER Iz DV T
a) H®E5BAtERE

SEZE D BRSO HE, fRilh & TR, 2. RRERE L, RFNZOWT
DO+ e kA AT D B S EGER IR OS2 Y - 2 EAT D NSRBI E O
FNCBET IR OEMLHT L L TRESNLTND Z &,

ARHNOREEARTE% DO LEENE & A Z TS 2 72 0 O REEIRGER O EEN T S
NTWDLZ Enb, SR HOPMEEL ML TX LR THDLZ &,

(E 1) EERFFIRIGE 2 FOINHE ZE T L72i&IC, 4 FFLLEO HLIRMGER IR OB IRIHE 217 -

TIN5 Z L,

b) #EHkkriy
la) #&5-BAGGKRE ] OB AT - ITHR THDH I &
ik
la) $5-BAAIE) OB 2T Misk Ldfx & 52 LN cE, LLFOEM 73 i

RTHHI L,

BEZE D BMRIRPEROWRRE, Bl & Tih, 2. IRRERI L, KHNZONT
DLy E AT 57 LXK —2R a2 H Y4 B ER T2 P Y3 iR o AFNZ RS
THREOEMLE & L TRHEIN TS Z &,

AAN DR FAME 2 EIRNAT o 72 2T BEAGED RIFIT OV T OHWr & @ BT
I LNTEDEMMPFTBET Diist ThH D Z &, il AAN DO EHEIZ DN T,
la) $5-BHAARE ] OTFZ 7o 3 ek L L CHEMT 5 2 &,
AANOEEIRTEE D RN & A M E T3 5 72 0 O RIERGEL DA ENTRE 5
NTWDZ Enb, SEEERTHOFESEZEUNIEMTEHETHD Z &,

(k£ 2) EMGTFISE 2 FOVHIHELE T L2RIC, 4 FLULOBKREREZAL, 2055 3 4
PRI MBS BRI s R & & Te 7 LY — DR OBIRIHE AT o TVnDH Z &,

@ BENOEREMFEREHEDOEKHIZONT

BURBEENG OAIE - BEMZEOIFNFROEHS, BEFLENBE LTS
B 7o kS & HEFEBEFEZHONIAT O T EFEOEIELEHRE L, 1EH O
NESTND T L,



Q@& HHE XK UBIER~DRIRIZ DU T
o WEHEOANTHMOT LAX—HEREEZHT 2 BT IIAKELLGTHAIC, H
ET VX —MRB AT DEMEEE L, 2 ORBEIICE L TSR OO
BT DRH N ESTNDEZ L (6. BEIZBLTEETREEIE 5) 2H),
o T 74 X U—EOUM CEICTERH SN BIERICK LT, Ykt XX s
RO MM A G T D EM & EE L, BITEH ORKrOXISIZB L CHRE K O
T BB ZRLEN TE DRG0 - TnD Z &,
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59

BEXNR LR DEBE

BERIRIZ O T
BeH5OEEDOHMNZHT=»> Tix, L TFICRTO~QD T RTCIZENUTHIEETHDLZ &
R4 5,

R SR OREERZIIA e ST D

SBE A BMERIRIPERICK LT, @E 2 FUNICEIMERT v A NI L D I5HRE
VARY 2%

g

BE LR BMERIRIER IS LT, FIRC L DB REDN S 5

X%

EHMAT oA REOEZIZHY T D, £ L AZBFERRD L7z
BEFOIRRIC L > THLU T OT R TOIERNBFEO LD

o NHBBREICLI2BEA a7 NEEVEE S 2 S UL EDOAlOAFHD 5 RLLE
o RPAEEER T2 (PEE) ML @ERUERRL T2 L)

o MRERETE. B (RTER R % QEMLUEREL TS 2 E)

REA=T (S LICHE) BAEIEEA =T
a7y JER a7y SR
0 R —F7e L 0 JERA L
INESRAR) =T P EEIZRD D . .
< o . o R BRIE GERAH Y0 | T oIci@fkc &
1 ;ﬁii\tPﬁEﬁﬁﬂ'%@TMiébﬂ 1 BB 2 B ILB)
) FTEFNTROTICELTWAERY 2 RASE (S NTIERDBH v ED L
— T HRBDD, W, FRTED)
RE A Y =70 FRFA FRICE o (P S ¢ [ AT
3 LTWA, YR Y —7F % d @i 3 i{fﬁi@? MR AH AR D
ONENZRBD B,
. TRIEOERRMAELG X LT - 7
WHRERARY)—THRBDD,

5 ORI 72> )
AH|DOEGRRER BT 5 H 2D MERHMRE (% 5-B461% 24 BRFR) R OGREREGE (3. ERER
MBOEL XIIERK2ER) ZiE 2, &5 24 BEFE COMY) 2RISR O %

TV ZRDBFED SNRWEEITITER L G EHIT 2N L HICT 5 &,
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6. REICEL TEETREER

1)

2)

3)

4)

5)

6)

7)

8)

9)
10)

ARHN D A5 LI BUE OREFERE D & 5 BE IZ OV TIIARFI OGN ERTH 5 7=
D, THELRNZ L,

TFT7 4 7% — (0.1%A0) BNWMESIN TS, RAEGRHZIIBIZZ 01217
VMR, FER R EE, BERRIESC, D FEWV, IR, R, ORI o R
ERBONTEHGAEITELICEG 2RI L, @URLEEZITI 2 &,

ARG HOAED 7 F o ORI, BEMEPHER SN THRWOTEITS Z &,
AFNT IL-4 KOV IL-13 OFLEERIC LV 2 BIGEIEE 289 5, 2 BGEIREIT
FAE BT )T B AR RS REIZ B 5 L T B ATREME B B, B /4E UYL R
R LTI, REIEEGT 2N A RBEOIRREIT O 2 &, BEDARAIE G+
ARG AR U, PUa A mEKIC X DI DN N 2  A i, AR L B
T 5 ETARO®REZ —RHhi1ET 52 &,

AENDOEFIZ L > TAIT 2O T L X —MIRBOTER DT D ATREMENH Y |
WELT LV —VERBICK T DU ik 2 Do 1o h . IR AT EL L, W
BETEIRCICELIBENLH D, AR OG- HRE TS L OB % ORBE
HEED T, AFFETNS, AT D7 VLSRR ZE Y4 5 ER L Eyic
BT 52 L, BEICKH LT, EROETRR, TR6OEEBICXT 2 I6RNE %
ERELEWEIRET L &,

EMIAT oA NMRIEEZZIT TV HERFICE VT, AFRGEBRICAT oA RikE
ALz b, AT A NEORENLERGAEIIL, EMOERE T Tha
[ o BN

AAN ORI I8N T, SRR BRI 28 M OMFERERE 22 56 18 2 M A 2 JFE D 38 B
DO HENTWD, AFHEEFIL, FREREOHES, WONCmERIERZ, ek
DE(L, LHAIHER =2 — 0 AF—SICEET 5 2 L,

A TN £, BGOSR TE S DRI 5 BRI S & K 0 e KON 1E A A
DI DI B fERE B L TS 2 2 &y

AHIDO RMP %8Gt L, MR FEEMRETH 2 L,

H OGO FEMITY oo TE, FEMOZLEEZEEICHRF L, BE UTZOR#ES
(kLT e BE . AR ORI AE 95 2 &

Iz
Iz
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