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T4 UEERTHZ kebfwi#
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YY) B7 PE—HEEBERIE LTERAT S EBEOBEFHIZ VT,
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— RS I2oWT) (ERL 3044 B 17 BT HARER 041755 5 &
CEFBEEE - ATRFEREELEETHEIEEEN . KREXIWMBIA LT
FERATABROBEFHIC >V, (Favil<y (BETFEEZ) BAO
BEERMEETA PS4 (KREXHE) 20T (TR 31 £3 A 26
BT RAERER 326 F7 FEEFHEEE - AEFEREEREEETHR
BERMS) ., BEAAEIBERAERCH L TERATIEOBEFHIIOW
T, IFabti~7 (BEFERR) RAORBHEMRMEETA Fo7A4 v (&
HEr e BMERIBRESR) oW T (FF124 3 A 25 B I IEAEIEFEFE 0325
EE5EEANBEER - ARHEREELEETHBRER) KLIVRLT
El L ATT,

SRt FekT ot A<T GBEFREZ) BHETHAET 2 7E ME
TE300 mg RUPARINEZZI L EEEL, UHBEEREZ, ThEhb]
BMOLBYVREWZLE LEOT HEEAOEREBERCERIC T 2 M
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V<7 (BiEFHEBRX))
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1. LB :

ERL O - REMOREEDLDICE, T XESIESWEEERERNKD S
Ha, b, WFEOREENOESRICL Y, RAREELRFEOEFNFRERBFEE
THOERSPERENDZFT T, INDOEERZRICNE L T2 EEFCWIICRET 52
L RRBEOREL RoTEY, REMBOER & REDRLASE 2016 (FrL 28 F£6 H 2 A
BEE) KR TH, EFMNEENSEOEMOKBEHEL KL - L L Eh T3,
CHHMERREAETAEEMT, ERERREEE T e 7 7 A ARBEFEOEELLHL
PEBRDZEBEDHD, 0D, BIMEROESECET A ERRHAER SR ET
OF, YZEEJROBRLM I ENMBENIBRBFICHLTHERATIL L b,
BEMD B LI Bc MER RIS & B I LW AR — & OB & fi fo S E S T
TEHELLNEETHD, : ‘

Lie#to T, AHA BT 0Tl BRBERP N ETI/LA TN BEZREEN - 7
FHRMIZESE, UTOEESORME2EHEHET 2BA» b UREREN, EXATR
CEEFEERETT, o ‘ ‘

B, BHA FTA 3, MAITBEREAEELERESSRGHE, AntMEARIRR
EREA, —BHEREABAT LAY —F2 R A AHREERESOBAOD LERL
il ' '

HELARBERM: Fat sy MNEFE300 mg LY ¥, RRTHE300mg Y (—iR
£ TaN~vT BEFHIEZ))

g s R  BEERRTHRAT547 P —HEE%

e RsMERUNE  @E. BARRT 2 Eh=7 BEFHELZ) & LTHEIC 600mg
PETERSL, T0O%IT1E300mg 2 2 BRERCTE TFHRS5T 5,




ziiﬁﬂo)ilfffsﬁf{ {’FH%%FT‘- ‘

Fab sy METHE 300mg /J R H&T&soomg«\/ (— ﬁxz. Favred (#E

EFRHez) . AT T4%l) ) 1. Regeneron Pharmaceuticals, Inc. 238184 L7z, Interleukin (IL)
ASRERD L3 Z2AEFERLTNS L4 SEKTALT 7 (IL4Ra) $7 2=y MO
&L, VHFTHD IL4 RV IL-13 72/?1,71/7“-%11/{‘:%%@%%‘6@{‘ T L E B
1gG4 ) 7 n—F LUK TH B, -
C L4 R I3 B Lk 7 FOUREER I, 2 BRERS (2%\11/»\‘“—-T (Th2) K%
aty) RO Th2 MEOEELEEE L, 7 b E—ERFRR COBET 27—t/
T LR RAORBCEERREERET L EXORTWE D, Ei, TR MIAELT
AL b AAVIEERESMEBREEZESE L. EEERNLF A HEORBREZMRETSZ
Ehb, T PSR TIREE Y T REFSIEEI LY, MREREITHEEEL
LRATWB, BLkLy, A#iZ. L4 RU IL-13 OV 7 FMRERHET D Z &'LJ:D T
' }‘t“‘ﬁ&ﬁﬁkﬁb'(?b‘ﬁ)ﬁ]%%ﬂ‘? LBMRFSND,



3. ERERREREK _
BB R AR I S 2 1T o T R R R R B O E 2 T,

(1) A5 oA FAREGH Eﬂﬁﬁ,\FTﬁ%nﬂ$E§iﬁﬁ (R668-AD-1224 FER)
[RBOBE] .
Medium potency (AARDIFTILR be 77 7 RATHEUT D) BLEORT oA FAFE
(BLF, [TCS)) THRERA+LZLT M —REREE (BEHE 700 #) X%, TCS
HHAT CORFOH DR VELEEZRFT I D, 77 A BEERL-ZEETERIET
HEERRBR A AR, KEED 14 HETERINTE,

AEE, &REH (28 RUNBHEAES (128) Lo#kshn, HE - HEIZ, &5
300 mg (FEIDIH 600 mg) % 2BE LT 1EBBXIE TSRz 2 BEE FHEST5Z
LLBRESNE, N—RXT A O 7 AU LR —EHEOHEENARELZATE L

LRESH, N—RT A URELD TCS RREEBMA L. 0%, WEAIGE LI Eaicids
52k an Y, 238 T 2 ERAEE LS A 1T, SIanE D8 e
& Eni,

B 16 BHROEMIZL 2&HFHMA =T (BIF, NGAD B 1EITFAD_R—2 7 A 2
B 2 LA B U 04 (BUF, NIGA=1 i#pk R |) K U Eczema area and severity index

(U TF.IEASI) R 7 RR—R T A b T5%LL Lo LI RE OFl4 (BUT, TEASL75
EEREER]) A3 co-primary endpoint & L7z,

ﬁ&&&éﬁ%mJsﬁutm7bt—ﬁﬁﬁﬁ%%1 A7 Y == v TRRCUT 0%
wEREAT L &Nk,

(ERBINEYE) _ :

> KE R ARSI T 3 4L BRI DU

» IGA A=7F 3 PAk, EASI =7 16 Yk, AEEHEICLEH DT M —ERIGARE

' OBEE 10%LlE, BRUE S ESEFMGA S —A (BT, INRS]) X227 OREED
SEHME 3 LAk

> 6 BHALAK, TCS THRATHTHLEDORENH S : PBRA+4 & X, Medium
potency BAL® TCS (BBEIIELTHA Y =a2—Y VEEARAE (UTF. TC) %
CEA #72< EB28 BRIXIERM B THES AR ESB OV TGV FD
M, EARS LT AR AESMEREVCIRE (IGA 237 0~2) Z#ERT
RN aaﬁ%éhtoﬁ%6%ﬂ@k7kt—ﬁﬁﬁﬁhﬂf5é§ﬁ%%m
TENH HBRE L TCS THEA B LA &N,

M7 25 TG R ANV VI IZ % LT Medium potency @ TCS %2 1 A 1 E4#AM L, #8555 8K L7=#IZ Low potency (R
ROGATR T A — I ~SF AT A FAAYETE) O TCS IV FH2 1B 1 [T 7 A@AAE, PLTais b
iz, FH’R L7248413. Medium potency @ TCS M &WIIT A - & & &N, Medium potency @ TCS THhEfl Lz
BEE, Lt Elo -, High potency (AEOHETIIARY —R by 58T D) LD TCS 2T
THIL i? Ehis,

3 FFHRIE. High potency B 6D TCS, O AF 7 A FRRUEAT 24 Mg i E o/ clUT Mg L &
e, BRI LTEORT R FRIEL S RIFAT 04 FERBEIHREROKR S XEOtamaThhilt,

B 5Pk &N, YEEERTEOLER S O 08 5 B BRSSO R S 1A A LRSS
L i 52 T 2 - VAR & Shik,



(R , : .
BEEOMTRSSETIE. 2 EEIEGE (Q2W #) 106 fi, | EMRERE (QW B)

319 FIRUT 50 ARRE 315 BIOF 740 Bl Th-oTo, Flo, REMOEITHRERIT, Qw

1100, QWBESIS BRI T ERE IS Bl ThH - Tx. :

(B 2hitE) .- : :
HEMED co-primary endpoint T 55 16 HE D IGAS1 FERE R BEASLTS EREEIT
FIDOLBYTHY, 77 RBL ERFH L O BB N T, WPROFERE BV
THRMEFEMICEEREDED b, 77 RICxT 54K 300 mg @ 1 ERRER S5 R O2E
Fkadk & OEEMESRIE X T, o ' '

#1516 M%ED IGAél kRO EASE?S EpE (FAS, NRD)

W QWi

IGAS | EEAkSE 38.7 (41/106) 39.2(125/319)

FIEREL O [95%ETIERH] . +.26.3[16.3,36.3] 26.8[20.3, 33.3]

p i ¥ _ ~<0.0001 <0.0001

EASL-75 7EpREE 68.9 (73/106) 63.9 (204/319) 23,2 (73/315)
FFEXRFLOZ [95%EHEEM] 45.1[35.7,55.7] 40.8[33.7,47.8]

p i Y <0.0001 : . <0.0001

% (FED

45 R AR R R Non-responder & L7z, ' 7 '
2) HIRUAN— R T O EIEE (1GAA3T 3 Xk 4) %8 & L Cochran-Mantel-Haenszel 8
by 77 A E HAFROLRIIE T HFEAEE TRENIN 25% L BET 5 Z LT, REOCSEIEEE

7o, EREPMETHIEE ORI 2 OLBY THY, WThOMEEE kBT bE -
HEER T T AR ERAEAAED bR, 5 16 BHUG, §5 52 BEE T 2EH
RS BT, ARBEMEIC L ) BHLHERERE T 5 L O L B bIE,



£2

ERATHTIE R OHERE (FAS. NRD

RS QoW Bt OWEE TR
438 "15.1 (16/106) 15.0 (48/319) 7.0 (22/315)
T FRE| 26.4 (28/106) 29.8 (95/319) 11.7 (37/315)
IGAS 1 Bk 16 H 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
523 34.9 (37/106) 37.3(119/319) 12.4 (39/315)
438 37.7 (40/106) 37.0(118/319) 17.1 (54/313)
S 834 33.8 (57/106) 57.7 (184/319) 24.1 (76/315)
BASKTS it 1638 68.9 (73/106) 63.6 (203/319) 23.5 (74/315)
5238 62.3 (66/106) 63.9 (204/319) 21.9 (69/315)
438 11.3 (12/106) 13.2 (42/319) 5.1{16/315)
ety 3 8 25.5 (27/106) 32.0 (102/319) 10.2 {(32/315)
BASES0 i 1638 39.6 (42/106) 43.3 (138/319) 11.4 (36/315)
5274 48.1 (51/106) 47.6 (152/319) 14.3 {45/315)
438 37.3 (38/102) 27.1 (80/295) 16.4 (49/299)
F 5 NR§ R TUH 83 46.1 (47/102) 45.8 (135/205) 18.7 (56/299)
ERH - OWEY 16 I 58.8 (60/102) 50.5 (149/295) 19.7 (59/299)
52 48,0 (49/102) 38.6 (114/295) 13.4 (40/299)
% ({50

el Al f51] ST R B (41T Non-responder & L7:,
a) EASI R 2 T AS~—R T4 b 90%LL ik L iR ofle

" b} & IENRS A 27 DN NG DRI A= T 1 b 4 HELEET LESBEoRlE

(ZAtE)

HERGIT, Q2W B 91.8% (101/110 ). QW B 88.3% (2787315 fil) . 7" 5 ATE 88.3%
QUSBISF) iTEB LN, IRERIRIOLBY Thot,

Lk, QWE 1 # (AT ERD LA,
EREEELIT, QAW BE3.6% (4/110 ). QW B 3.8% (12/315 1),

BRELORRBRITES N E
77 R 6.3%

(20/315 ) CBDH BV, ERFRIIT b -EEER (Q2W B1GQWRE LB 7T

-E'j—gi 1 'ﬂ—J) T&JOT\-@

PR E - A EERIL, QW B 2.7% (3/110 #), QW FE2.9% (9/315 1),
Er&b Bht—o
BITEMIL, QW B 33.6% (37/110 B1), QW # 35.2% (111315 fl) , 77 = RHE 30.2% (951315

¥ 8.3% (26/315 48 =

) i@md b,

WFhhoRET

T+ E—HE Bk 51 (46 4) 11 (35 2) 179 (56.8)
FYEEEES 26 (23.6) 66 (21.0) 64 (20.3)
HERIBALEUR 16:(14.5) 61 (19.4) 25(1.9)
T LA — G 12109 487(15.2) 17(54)
& Y 11 (10.0) 49 (15.6) 35(11.1)
BRla% 7(6.4) 12 (3.8) 3 (1.0)
K . 6 (5.5) 7 (2.2) 19 (6.0)
THiE 5 (4.5) 26 (8.3) 19 (6.0)
sl rt A 4(3.6) 17 (5.4) 10(3.2)
A7 4(3.6) 9(2.9) 16(5.1)
Bl e 2¢(1.8)- 19 (6.0) 9(2.9)
Bl (%)

TR



(2) AFINIIESERLFALE HIERER (R668-AD-1334 3E)

Medium potency (B AODFETITA hmyd 7 TAREYET ) B ED TCS THER+S
FE AN EOEBEND TCS BRI NNT R ARE 2RI, AROHZ)
MR VESEERREFT 2D, 77 B R REEA L ZEESRUATHE LERBN B A,
KEZED 10 W ETEES L, '

AT, £E5H (16 B) RUSBHRES (12:8) LY %ﬁﬁén Bk - BE. ztiﬁﬂ
300 mg (MIEIDHA 600 mg) % 2 BWEL I LBERRXIT 7R % 16 BRETHRETHT
 LLBREShE, R—ATA VEO T BULER»b—ERRORBAREL AT L

CEBESH. TR ER MERD R U BT B AR IR TEE : Shi,

#E 16 B# O IGAS1 ERR KT EASI-75 3EmRK D co-primary endpoint & 3, w5
L RBBEE. 18 EUEOT FE—AEEEABRET, A2 Y —= SR T ORRE
=Tz lank,

(FE2RIRIEYE)

> CKEEGESAE—SEERYET 3 AL LRI

> IGA & 27 3Bk, EASI 227 16 1L, ARARICEDDHT b v ~—+$J£ﬁ§ﬁa“3€co

aE 10%S0_F. BUTNRS A 27 DRl o EE 3 Lk

> 6 FHLINIZ, TCS '@JJ%T—I—%R@;:%]&J:@EE Eh b TCS ﬁa?&é‘%énfxw%@

&V H S : DRF+7 &1, Medium .potency A0 TCS (MAEIZK: U T TCI %38
) 244 b 28 AREHRMACE CHE SR 3 BERABOV-ThiE 5 0
[, HES LT EMURARBENME RE (GA 227 0~2) Z#FTE
NI L rEHREN, BECHABCT P EEERICHTIEEEREOTE
BHHBEEL TCS THYRATHEAZRENE, fefLoBBA LI, BRI 52
X7 4y b EEEIB Y R2 (BERTR, BEERS, BELREER, S50
) LRESKE, | '

[#55]

. ﬁﬂﬁ@ﬁ@ﬁﬁ%&ﬁ&lm Q2w ﬁ¥ 224, QW B¥ 223 fi]&UV“Tt{:PEi 224 | OF 671 41
Tihot, REMOEITHERERIL, Q2w i3 229 ffil, QWEE 218 m&ufﬂz AEE 222 FD

669 Bl TH o7z, B

B FEEE, ARBEI OIS L. 7 ARIBUEMEE LTS -FANI RS LW A c O R R A i 54 5 BRI
HFFREES R E n, TR IS MO MElE OB IC X b BEEMSFIREAIER T E WAL, High potency (A
AOHECHEAY—R oYy T RACHYET D) L0 TCS XITA S ikinidiic L S BPamE e Ui, #a5
L LTRART DA FELZEHENAT o FEEfiiiElifs shi s, hBRRofFPLkah, Y
BAHIRER ORI S DA ORI 5 (L ERGE Lo Ric BRI E T 2 2 LN E L Ehnds,
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(B

HEPHED co-primary endpoint TH D5 16 HHE D IGAS | R KU EASI-75 ERECEITR
4DEBVTHY, FTERBLEARFR L OHEEICBN T, WTFhOFEHHERICEWTDH
FEFEMICHERENED b, 77 2RI T 545 300 mg © 1 BREERELC 2 HEE
BE5OEBRESBRILENT,

16 WO IGAZ J:Eﬁﬁa‘(ixcw EASI-75 3#pEEE (FAS., NRY

5.

ka4

-------- ' W QW ToRaR
lGAS 1 ﬁﬁtiﬁ 37.9 (85/224) 37.2(83/223) 10.3 (23/224)
TR EOE [95%EEEM] 27.7[202,35.2) 27.0{19.5, 34.4) '

pfi <0.0001 <0.0001

EASI-75 ifpkat 51.3 (115/224) 52.5 (117/223) 14,7 (331224)
7Rt 07 [95%FHIKR] 36.6 [28.6, 44.6] 37.7[29.7,45.8] ‘

p i <0.0001 <0.0001

% (B

1k PR IR K Non-responder & L7z,
a) MR TR —RF A OMEE (1GA X337 3 Xk 4) 28 & L7 Cochran-Mantel-Haenszel 7
b) 7T AL HARIEO HIRIC BT 3R KERF TR 25%E BETH LT, RECLEMELRE

. EREHMITMEE OHEBRR 2 0LBY THY . WTNOFEER BT
TN T RS LE A EM AR zsbro:h,to

®;S =AM '{ﬂﬁrﬁﬁ m&% (FAS NRI)
ELUEREEE s ERm R 2W: COQWERE SRS
4R 12.9 (29/224) 12.1 (27/223) 2.7 (6/224)
IGAS | kSR 88 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)
43 27.2 (61/224) 28.7 (64/223) 6.3 (14/224)
EASI-75 g 8 45.1(101/224) 48.0 (107/223) 10.7 (24/224)
16 @ 51.3 (115/224) 32.5 (117/223) 14,7 (33/224)
43 10.7 (24/224) 9.0 (20/223) 2.7 (6/224)
EASI-90 #f Y 8 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)

: 16 | 35.7 (80/224) 33.2 (74/223) 7.6 (17/224)
598 NRS A= 78— 3is i Sy
ERDEBREOWD O [ ' ' ' )

16 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)
% (H80)

it L LR FT IS FEMIEL Non-responder & L7z,
2) EASI A I 7 HA_— AT A b 90%LL T L B o, HE
b) £ J{ENRS R 27 D HPNSEOBERRA—RF AL inh 4 S HET L5 ods

(ZZ4tE)
FEFSIZ. QW # 74.7% (171/229 fl). QW B 69.3% (151218 #l), 75 & EE 66.7%
(148222 1)) Wb bHh, ERERIRDLEBD 'C*éboﬂ.o :
FELERD bhizhoiz,
BHELEEESIZ, QQWE3.1% (7229 F), QW ﬁi 09% (2184, 7R 54%
(127222 ) R8BI, TEREHIIT FE—PEEER (QQW 241, 7T HREE3 H)
;("&OTCD
IR B o A EEEIL, QOW BE 1.7% (4229 ). QW ¥ 1.8% (4118 ). 7T &k
#0.9% (222241 @B LN, | o



BWERIE, Q2W ¥ 29.3% (67/229 ) . QW B 31.2% (68/218 ), 75 £ A EE 18.9% ,(42‘/222
#l) iRbbhic, '

F6 VITRLORET 5% LT

Tk E—tEHE S 36 {15.7) - 21 {9.6)

SOEERZE - 27(11.8) 26 (11.9) 22 (9.9)
it ] 21 (9.2) 11 (5.0} 13.(5.9)
SRS - 198.3) _ 41 (18.8) 13(5.9)
i L vt S 12 (5.2) : 83D 3014)
NS ea 4] 7(3.1) .12 (5.5) 7(3.2)
ik (%) } ‘



. HaERlZ T

Kﬂmﬁ%&#%*%w&ﬁ&U&%ﬁﬁwﬂ%ﬁ BOITORD M RkD b

Do

Elo, AHORSICIVERSLBERZREAE LZBRICHET D Z L ASERD, Bl

FOO~@DF T &ML HRICBVTHEAT 5~ & Th 5,

@

Higgiz-ouT

7 b —EEEAORE, BB L TR, B, RE (3% TLtm@ﬁﬁﬁ%ﬁﬁ
A4 RIA2) FREML, ARCONWTO+oREFEEFEL. 7 b —EEEEOBH
&U%ﬁhﬁ@#é%%(Tﬁwwfnﬁmﬁﬁféﬁﬁ)ﬁéMwﬁﬂmﬁﬂL%
TABRBEOETE L LTRBEEATNWAZ E,

- BT FIRBE 2 EOUMBHEL I T L%, 5 FEU LoRERIBEOEEIELT>Tw3BI L,

. Fé%ﬁﬁa‘-l-_ﬂi{%{i% 2IEQYTHER T L7 RIC6 FLL LOBMREREZF LTS E, 35, 358 -

b, 7 bR EE DT LAY - RROBRIHEER T T3 2 L,

@

AF D BIEIR MR DF Rt & A TR 5 7= b O BB IR R A AL I b h T
WARZ DL, YERERHEIICEE TE AR THI I L,

Euﬁo)l:ﬁnnfﬂjﬁm@@ﬁiﬁ?‘] 2T

BUSE AR b, DA M - BeMSOREHEROEES, ﬁ£$§ﬁ>%ﬁi L75Ga
uﬁ@t%ﬁkﬁ%ﬁﬁ%%ﬁ@#ﬂﬁi_&%wﬁﬁm%%M@\Emwwﬁm%
S2TWNHZE,

B BHER UBHER ~DRIRITDNT
%EﬁmAﬁ¢5m®7v»ﬁ—ﬁ%%%ﬁfé%%Lﬁﬂ%&%?é%Ah\éM
FUAF—MRBZAYTIRMEEE L, ZoRBEFHCBE L THEERVRESLS
T BREHINESTWAZE (6. 5BR) .

Tr7 4 7% —H0OHALLOEER L‘Bﬁzéﬂ’btﬁﬂﬂzﬂ% WX LT, EEhEER I BE
EFSE 0TI EFT A E L EE L, BIFER ORI L CTRER USE
Z%Z. EbICHEDRAERTE I HHRE-TVH T L,
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5. ﬂ%ﬂ%&&éﬁ%

($%@Rkowfljﬁﬁmﬁamﬂﬁh%tof& UTkﬁéTéﬁﬁf%é a
=T D, '

. 7&&—&&Eﬁ%ﬁﬁ4b74/%£%k7bt“ﬁﬁﬁﬁ®m 2R &

RNTWHBHETHLZ L. ' ,

2. ﬁ%ﬁﬂmﬁwiéﬁﬁ”?ﬁ+ﬁ&ﬁ%ﬁ%&hf\giut@ﬁﬁﬁﬁﬁ”
 RETBRAT PR, RERT RS FABESIA ==Y v

RS I H T BB, B R APHERIERE L e BRI R D

IS ORSEAN RO L B RBOBENEEET, —FL LORAEE %"

PHTAMAT FE—HEERABETHII L,

a. 7 hE—1 BRI FOA V TEHEBZSUTHREENDI AT oA F
%ﬁ%(zbm/f?7xuk)?ﬁ»/FJ~J/Mi%m£ X 27
HBIEREED 6 1 AL BT T3,

b. MTFOWTHIZB#FY T 5 KE,

*IGARA=7 3Bk ,
lmmz:T16utxﬂﬁﬁmrﬁﬁhﬁw%r%ﬁoﬁ$%ﬁ¢6
(B & LCHESERD EAST A 1 7% 2.4 BLE)

- RREFIC DD T PR ERREOEIE 10%8

[ 5 ORI 7m0 T ]

xm@mﬁaﬁhﬁuéﬁgﬁﬁﬁﬁ%(&5%#&16@%5)&%&z £ 5.5
ﬁ%%;wLﬁiTk%ﬁﬁFﬁﬁBhtwﬁAixﬁmﬁﬁ%¢mfé LoET,
ARSI EEIC R OMRET S T k.

SBiz, AT 0L FAFESHIA Y=o —J/ME%ﬁi%&ommh£b%5E
CEOHE (6 x ARBERETA,) EMOBENELREEAIE. ThbbikENE
%%%m%ﬁﬁﬁﬁﬂwﬁménfwézt%%ﬁbttv\$ﬂ&%@—ﬁ¢¢%
BRI BT L,

R, SERIERR LAKIR Y& — ﬁ¢mLt%%®7bt—ﬁE%&®ﬁ%L%L.
BEORELZRAMICHE L TARREZ EHT 5581, 528 T SERRY,
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hK%AhmE%LEE%WEL EEIRAEEITI 2 L,

FEBEROET 7 F o OEEFEIT, ﬁﬁﬁ#%@éhfmth®fﬁﬁé &

AFUE IL4 BOVIL-13 OEEERIC X 0 2 RIS IRE 2 W+ 5, 255%E F.s%il:t%?ri
YT 5 B ARSI B B L T WA TTEEM A B B, FAEBRBPEBF TR LT

Vi, AFERETAANCHFERBRIBROBRREIT) 2 &, BENAFEEPICFE IR
FRZL, fFEREC L 2BENEDREGITE, FERBESERTSE THRAO
BEEF—RPETDZ L,
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BT LA RN HEYRERE Bo nBA. IERPEHICELL, HEST
BEERERBETALLH S, FABRETERORREELEDH T, FARSTI L, &
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feRiRd . ThODEBICHT AEENEEERLAVI SRETB I L,

AF a4 SRS RO BE X F%ﬁﬁﬁhmz7u4F%m%%®ﬁ

REAAERUARREBELFHLTAVWBZE,

E#AT 04 FIBEEZZITTVWAHREFICBN T, FHBRERBRBICAT oA FEZES

Il LnWT &, 25 uA FEOBESVERESIZIE. EMOETRT ChaiofT

52k,

A DERBRBRIZ I8 T, BRI R GRS BRI 2 R 1 6 26 M Y SR REAE DO TR BLAY
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1. LD

ER GO F M ORIED - DIZIE, B BSIT BSOS EAERARD b3,
& bl FEOBSHMOESRIZ LV | HAEKAEOEFORRIERRF 2 H T 5 EES
RERENDHFT, 2 bOEER FEICKE L ¥ 5 BE IR 5 & L AR ORS
LiroTHY , RFEMBOEE L YO EAKFE 2016 (TAk 28 456 A 2 HEEBRE) KBV T
b, EFMEENEOEROREEEERS Z L E SN TWS,

FHRIERRF R AT 5 BRI, SEEARR AN 70 7 7 A VRBEEOEER LE LM
BABZERHDB, kD, EPERCLSMIZET 3 HRS+SEHEN B ETOM, Y
MERAROBEEHZT A LRSS N BREITRH LTHEATS & & blo BHEARRE
LB BERRISE L 5 - LR —E OB T ESSE TERT 5 T L NEE
Thb, ‘

LMo T, KA F5 A 2T, BIRERR I ME TITELN TV B EFIUE - BH528
BHuc 5% YT OEESOSEAEA ST IEA» b UREREE, B2 FRUEES
AR, :

IS, AHA F7 A 3, MMTBEEAERMERBSERGEN, —REBEARET VL

oy fEdEEA R AERIES BANET LR a . AKHREA BANER
2o MR REA A ABEARESOHAO b & FR Lz,

WBREBRBEER: Tat'7Ey PETHEI0mg Y ¥, RETHE300mg 2> (—iksé :
Fabtr~7 (EETHRRZ))

HBERBPEXEPR . KEHE GEFRFICL > TOMBERE =Y br— AV TERWESE

\ RITEHROBEIZIRD)

& 2AMERURE 8%, BARCRENULONRICRF 2 A7 (BEFMSBL) L L
THIENT 600 mg 2 TS5 L, £0%IiX 18 300mg % 2 BEMTET
BE5ET5H,

MERITEEF V7148 K4L




2. FHIOKE, {’F,Eﬁwﬁi
Favrey hETHE 300mg YUY, RETE3Omg Ry (—F&: T a I:Jl/-?7" (&
f_' M) . BUF (A ) i Regeneron Pharmaceuticals, Inc. 2385 L7, Interlenkin (IL) .
ZEARVIL-13 SAEZHBRL TS L4 ZEKRTALT 7 (IL4Re) 7= M
AL YT FTHS L4 RUIL-13 7&’]‘ Lfcvﬁfzb{xééﬁﬂiﬂ“é@{zs?ﬂ%ﬁz < I~ IgG4

/) 7r—FLHRTHB,

L4 BOLA3 24 L &7 FARRREGT. 2 BAERE Bllr8—T [Th2) J:TLE-S%:
£ir) RO Th2 MROEHELFIHFS U, JERERPOBET 2T b E—tE /7 L
F-HREORIBICEE 2 &E BRI LEZBRTNS (Nat Rev Immunol 2015; 15: 57-65,
Am J Respir Crit Care Med 2009; 180: 388-95) . %70, Th2 RBEET BV A b A IRE -
LR ORI AR ARE LS R L R SR E CREERE ST 5L EXBNT
VB BEL D, ARl L4 ROIL-I3 OV 7 FUSERELEET A2 Lok by, REX

B BICH L CARSRERT o LSS SN B,



3. EEEEEEE :
ﬁ%iﬂ@(%T%ﬁkiof%%%fﬁ%:/%U~»v%#wﬁrluﬁ%®$%L
R5) DA TE ST - Fr LR OB '

JEd| FE’* LR ENA3A5R (EFC13579 ER)
[RERDOHE] ,

PHEXRBEHAEORART oA N5 (BUF, (ICS] ) RUZOMoEMERELEAL
Thary be—AARO 12 B LOREI B 1,902 # (AARA 114 FEEi) 265
12, 1ICS B UVE DD BEEIEEE ~2 A T CORAOEDER VR BRFT B0
7 5 R R AL I B L AT B LA S & L7,

ik - AT, AH200mg (FIEIDFH 400mg) . 300mg (FIEDFH 600mg) Xik7"7 &R
& 2 BT S2 MR Pt 3 D b LRESA, ICS &U%@{&@Eﬁﬁ’“‘ﬂﬁ" 1~2 &%= A

== JRECHR SR AR CHET A L EREENE,

OO TZEMREE T, &5 52 8% E TORERRMEDOFRMREREE RS 12 B

IR 3 REXIREREFIO FEV, O_—RA T 4 b DYE{LED co-primary endpoint & §&
EEhi, _

ML D BER, RRULOREIREEE T, UTOERERH T L L Shi,

(ERRIREAD) - - |

> PHENRIERED COORURMETHEIE 12 FER7 ) —=v 7o 3 1 AL LR
LERMIDRY UV —= FHED | 4 AL b—ERRTHREL THEALTHS

> REERIELEFIO FEV) B TFAIED 80%LAT (17 RELT I 90%LLT)

ACQ AT 158 E

> PATF T 200~400 pg TEHHED FEVIT 12%EL E-otE &S 200 mL B ORI
HRBH LB : .

> HERIMIZM R L TEam AT os FEORER 1 @utﬁtff_xci"%%ﬁm_
I ARE L ERENETERLE

v

[#:2])
EABHENBREENT-AR 300mg2ml 82 (BAT, TAHHBE ) &, STcBLTYZAE
LTI L SR IERLmL B CUF, (778 ) OREORRRETS,

aEHE)

L AMEOTEAEE Th oL 52 W E CORENBHBORMEREROLS 12 8
BB BREARER GO FEV, DR—R T A UL OBEBIR I RUR 2D LRY
Th D, TR L AFRE L OFHBIZ BT, FEETIE B TR R EEN

D EEERDEAME S (BUT. TLABAJ), v = b Uz -SReihbERTE (BUF. TLTRAD), EI*#FEI{’FJHTEAZJ!J PR
FSHEE (BUF, TLAMAY), A F A58 3 038

3 kOO OO AR B O % 5 e EHQBE}: @% Lic: QAT ef FEO 3 AL Lok, @28
AT 2 FEORESRLERRRIZ L2 AL ER O

N FAFHY T AR AT A (BT, TFP)) 500 |.1=I|'| LAk 2,000 pg/{EUFHIY, AHHOWIE T, 18 5L
21 FP 400 pg/F BAE 2,000 pp/ A BT, 17 5884 F L FP 200 png/A LLE 2,000 pg/ P ML TARY & Zhiz, Al 498
5115 FP ORENEL, BACHEK 800 ug/A. /N THEK 200 1/ B TH 5.
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ByHbhiz,

%1 &aszﬂﬁirmﬁawaﬁﬂm¢m%ﬁ$(nTma)'

. : AEEE . e
R e e G2,
CRREEN (A-F) I . 6125 I 313.2
i ERAERE R (B - 343 342
ERRER L (/A -1F) 0.560 - 1.092
EMNERB Y (B/A-4E) [95%{EHIEN] * 0.524 [0.450, 0.611] 0.970[0.810, 1.160]
IR E Ol Y [95%{FERRE] ©0.540 [0.430; 0.680]
piE® <0.0001

Ca) BB, i B, -2 T AEOMAETERERE S, ~—R 74 VERO ICS R, 1 FRNOEE
":ﬁﬁtﬁ?u!‘:@%ﬂlﬁliﬁz%ﬁﬁﬂﬁﬁtk L. BGMOREEIREE A 72 y ML LEERDZHERT T

2 E-& lzﬂﬁéh_ial‘f?a’d**iiﬂiﬁﬁﬂfiﬂuw FEV, (L) 03’\—27'( /ﬁ*BfDEEﬂ:ﬁ (ITT &M

5 A 75 R

AR GA ' l.TSi 0.60 (633) 1.75+0.57 (321)

#h 2% 2.09=+0.70 (610) 1.93+0.68 (313)

Ao 2T A b O 0.31+043 (610) 0.18%0.39 (313)

S 4z 2= a) MEHEE . T
7’712?#):6;13;]: [95%{E#iE 0.13 [0.08, 0.15] ‘
e <0.0001
plE® :

T-EapE £ imaE (1)
a) GHE. T, MR, SR, B, SR T RO AR Y, KR TA A

@ 1CS FIf, SIS, &GFEE TIiFEEDBELIER, ~S—ATF A WAl ~—RAT 1 Al
L TR DA E MM % B2 & L7 Mixed-effect model with repeated measures (MMRM)
., HEEIEEIZ X unstructured (R L7z,

N—R T A WD ICS ARFIOMSEFMTRERIAIR 3 RUKR 4, N~ 2T 1 L HEOES
A A —H— DRSO EME R RIIR S RUE 6D LR Thol, 28, M
BEERIL. FeNO R, MIEHRY FAF i, MiETE R BER MR A ¥ F 03

CEEE. Wb 2BISEe S ShTV B, .

#3 NR—= 7 ’f /H\#OJ IC8 mg?m&f; 52 J!Ef’ii'(@ HEEN BB OEREDIS ITT ﬁiEﬂ)

S e _ : P ToEREE
o mmm Gawy |- Uend)
L RERLERIIE (AR L 3107 183 o
s i BHSEEELE (E) : 210 193
Ics EREREEHE (EVA L) 0.676 1.186
ERHRRTER g%/* ) DSUEBIE | o [0.523, 0.780] 1038 [0.818, 1.317]
T ERELOWY [o5%EHIXR] 0.615 [0.456, 0.830) '
R AAWE | TR
S g;;:;;;qe SR (o3 - | . (151@“)
R DK S - 1474
Rk NN Wi EHVEREME (B) . 131 147
1C8 EMPECEEE ([E/A-4F) 0.444 0,997
FRIERBLE %’)"{F‘) [osfmRE | 414 0.325, 0527 0.879 [0.667, 1.160]
T EREE DY [95%IS KR 0.471 [0.329, 0.674)

a) BeLEE, AElR, M, SR T A RO MPITRBESY, ~— AT RO ICS HIE, 1 LI OHICE
SNEOEBEEEHNERE L, SRNMOMEEREE A 72y FER Y LEAD I BT



#4 AT RO ICS ARBIOES 12 REIBT AT INESEESA FEV, (L) of{ek OTT413)

T AFNEE - A
A= 2T A ] 1.70-£0.60 (323) 1.65+0.50 (167)
mHE Beh- 12 4% 2.00F0.68 (309) ] 1.85+0.64 (162)
ICS AR T A B bLOEER . 032043 (309) - 0.2010.40 (162)
FSERREL r%z;éﬂ [95%(ZHAE 0.12 [0.04, 0.19]
#53 AEEE - 75z R
g A5G A VB ] 1.87£0.59 (309) 1.86-£0.62 (151)
R 4 1218% 2.160.72 (294) 2.02F0.73 (148)
Ics AR—RF A L bOEE 0.29+0.43 (294) 0.16:+0.39 (148)
7"712:31’3‘%‘:%?:" [95%{8 IR 0.14 [0.06, 0.22)

TERE RS (B ) .

a) IEEEE, EH. D), BB, HUf, AR5 CROm P FEEEREES . S— R T VR ICS NI
B, AR, BeoRE L EMRREOZERER, ~—AFA U, —XFA /ﬁ&u%ﬁ"’i"i@ﬁfﬁﬂ-
FAAEBIAAER L Li- MMRM #:, HEHSEIZ T unstructured #{R# L,

M5 FoiA Aw—H—OESH OREGEHEOERBEIE (T HMH )

e E5% S FHNERES (BEAE FE) TIERBELDE D
(R—-2 T A0 FHIEE I ERE | [95%{E4E R M)
150/L F 0.805 (181) 0,779 (83) 1.149 [0.747, 1,767
iGN 150/uL LAk 300/uL SR3% 0.475 (175) 0.845 (95) 0.557 [0.350, 0.888]
IFREBREK 300/uL B4z 500/uL i 0.496 (136) 1.393 (68) 0.366 [0.225, 0.596]
S00/uL X 1 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 BA_F 50 ppb FH 0.489 (186) 1.183 (97) 0.442 [0.282, 0.693]
50 ppb LA 1 0.485 (124) 1.444 (75) 0.303 [0.188, 0.494]
61 IU/mL 5% 0.681 (149) 0.792 (83) 0.817[0.511, 1.307]
4 1gE B 61 IU/mL LA | 167 IU/mL SRk 0.535 (156) 1344 (74) 0.420 [0.275, 0.641]
167 IU/mL £k 449 TU/mL A3 0.616 (164) 1.008 (84) 0.685 [0.424, 1.106]
449 [U/mL 24k 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]
#BE (RUAAFRPLFYF -3 OREETVER 3 4 3 A CRESERATHD,)

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

ALY FAFY 53.9 ng/mL L4k 69.4 ng/mL 0.501 (145) 0.985 (71) 0.521 [0.333, 0.814] -
B’ 69.4 ng/mlL £4_E 92.3 ng/mL A 0.656 (157) 1133 (77 0.605 [0.373, 0.982]
92.3 ngmL L1 - 0,426 (139} 1327 (75) 0.307 [0.184, 0.512]
24.0 pg/mL R 0.657 (151) 1,101 (89) 0.603 [0.393, 0.925]
Y ¥ 24.0 pg/mL B! - 38.2 pg/mL FKid§ 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
S3EE | 38.2 pg/mL BLE 60.8 pg/mL ARG 0.525 (171) 0.895 (70) 0.599 [0.364, 0.987]

) 60.8 pg/mL BL | 0.474 (143) 1.336 (86) 0.360 [0.226, 0.574] . _

2) ¥ IgE BEE, RV ARF R, =A% 03 BECOVWTIRLHIN]

b) U F AT REORIAOTEEL, 18 RELEOEE 23 Rzl

¢) 4R, FEh, HUR, S—R T EORIPFRREES, X T4 U0 ICS &, 1RO RN SREORSm
HEWWEL Y L, SEHNOHBERIEZA 7ty FERL LEAO TRERET A



ﬁ 6 oA A‘v—j: —o l:ﬁ?ll ﬂa)i?i—ﬁ- 12 Jﬂfi‘:k-‘bﬁ AE S HIESR LN FEV, (L) OBk (lTr ﬁ[ﬁ )

Hdp 12 WO 7 7 FEV (L) O~

IZﬁ} ' FERIL DE
?w—;'a—, . ARFA b OTE : gl
- (-f\-—z 54 V) T 5T - [oswdaix]
150/uL. ;f:m . 0.19£0.37 (176) 0.11::0.41 (83) 0.09 [—0.01, 0.18]
i 150/uL B4 300/l #il 0.2250.45 (168) 0.220.36 (90) —0.00 [—0.10,0.10]
SFREERE 300/l B4 E S00/nL ity 036+0.39 (131) 0.17£0.39 (66) 0.18 [0.07, 0.30]
S00/uE Lk 1= 0.500.45 (135) 0.22£0.41 (73) " 0.30[0.19, 042]
25 ppb K 0.20%0.37 (309) 0.170.36 (141) 0.03 [—0.04,0.10]
FeNO .25 ppb L1 _E 50 ppb SR 0.32£0.40 (182) 0.18-:0.37 (94) 0,12 [0.03, 0.21]
) 50 ppb BLE 0.59£0.51 (113} 0.200.48 (73) 0.39 {0.26, 0.52]
-61 TU/mL it 021£036 (143) | . 0.19%0.35 (78) - 0.05 [—0.04, 0.14]
2 1aE 1 61 IU/mL Ll i= 167 IU/mL K3 0.28+0.38 (151) 0.230.40 (73 0.05 [—0.05, 0.15]
‘ 167 IW/mL BL_E 449 IW/mL 358 0.34£0.47 (156) 0.08+0.31 (83) 0.26 [0.15,0.36] -
449 TU/mL LA L= 039049 (154) 0.24-+0.46 (76) 0.13 [0.01, 0.25)

B (R)VFRF RV FY T3 ONEHER

314F 3 AR TERENATHS.)

53.9 ng/mL FRWi 0.230.45 (149) 0.19£0.35 (74) 0.06 [—0.04, 0.16]

RYFARF 53.9 ng/mL LA = 69.4 ng/mL 5 0.26=:0.42 (138) 0.140.39 (69) 0.10[—0.01, 0.21]

© BREE 69.4 ng/mL LL_E 92.3 ng/mL K3l 0.35£0.43 (157) 020042 (7N 0.10 [—0.01, 0.22]

92.3 ng/mL LA E 0.35:£0.41 (131) 0.17£0.38 (73) 0.22[0.11,0.33] -

24.0 pgfmL A 0.260.40 (147) 0.15:£0.39 (85) 0.09 [—0.00, 0.19]

A FF -3 | 240 pgml BLE 38.2pg/mL K 0.23+0.38 (157) 0.220.38 (70) 0.03[—0.05, 0.13]
b-31 38.2 pg/mL Ll k- 60.8 po/mL 2R3 | - 0.30£041 (164) 0.18=£0.36 (70) 0.12 [0.01, 0.23]
60.8 pe/mL LA & 0.45+0.52 (135) 0.170.44 (85) 0.27 [0.16, 0.39]

FEHE RS (Bl
a) ¥ IgE REE, U AAFRE, =4 FF L3 ROV TIIE SR
by AU FRF CBREORES OWSEREIIL. 18 1%L LORH &R iC T .
o) BEHEE, i, MR, SE., M, SR T A FOM R ERER S, =R T /H?GD ICS AR, aPMfiReRl, SR L
iR OBE A, R—R T A Ml 2R T E L FHIM RO A 2 E IR E L MMRM #, Ml

 unstructured % {F& L 7=,

(ﬁéﬁ)

FEEGT, AHIE 81.5% (515/632 ). 75 REE 84.1% (270321 f) 1T

BERERTOLEBDI Thote,

SETTRY. AFI 4 61 CDEREE,
PRI L IR E T AR RAEE 1 60) |

é:h.f_o

EHELRHEEESII 2!:%%‘ 8.7% (55/632 ).
ZD5HAKE 4 5] GFEERENE, BETEERENR. 77 4 7% RIS,

~

STBEE ST S A BT R IE R 1 )
BErOREBRIITESh Aol
*Eiuﬁﬁfbﬁ$$§$i AHNEE 7.0% (44/632 1) . 775 KEE 3.1% (10/321 ) 0328 b

i,

BlI{EM ii\

AFIEE 22.6% (143/632 1),

E 52 L AR AR
C,—,f‘.;’\ls?) 2F (Wit I

1D b, £4

SRELIHEIE, 5 - MRS/
W HLIABRE : OERBRIZEE

TR RAY (27321 ) KEFEH L.

PR

FTERE G GFPRBSE) KOVTH, B

77 EREE 14.0% (457321 B} IR b,



£7 OTRAORET %L bRETENE (AR

e AHNKE ' P AT

oA @) (321 )
o AN ERGHE Y 11 {17.6) 64 (19.9)
FESHERACLRE 98 (15.5) 22 (6.9)
LSt 77 (12.2) 49 (15.3)
SEXHK ) 71{11.2) 42 (13.1)
i 40 (6.3) 25(7.8)
EE AT 40 (6.3) - 5(1.6)
o w7 R 38 (6.0) 22 (6.9)
ERNBRES 33(5.2) ) 16 (5.0)
HEHEE S EER 31(4.9) 3(0.9)
il S 26 (4.1} 29 (9.0)
Hlig 25 (4.0) 15 (4.7)
B 25 (4.0} 7(2.2)
LHFEELS : 24 (3.8) 16 (5.0)
BREEY _ 19 (3.0) 12 (3.7)
BAsiE 19 (3.0} 11 (3.4)
T L 18(2.8) - 15 (4.7
Bl . 13 (2.1} 10 (3.1)
SRS IER 10(1.6) 1547
g (%) :



4.

CE

ﬁﬁﬁkob\f
AEIMER &5 %%@@ﬁ&tﬁ&fhﬂiﬁ@iﬁ”ﬁli TE] Glﬁbné E DR fb:hén
L\Kﬁ@&%h&DE%&%@%%%ﬁbtﬁkﬁmfé_kmniﬁtb\HTW

D~@DF R TEBETHRICBWTHAT 22 Th 5,

~

O &z T

KETSEAORE, BRE TH, B, B (3% RETY - FBIA KA X
QNREE R R  FEHA FTAL) RRE L. AAIROVNTO4S R miE
AL, RELHBOBIROERRICHET 2EM (ATOWThARKEE T B E)
RUTEBFR OAAIC BT A REOES L LTRBAA TS D £
[RAGE AL ICRET554] ‘
Eﬂﬁ#ﬁ@@z&w@@ﬂ%%#TutﬁL uF@m%%ﬁ@4$u¢@ﬁ%ﬁﬁ
FHELTWAZE, _
e 3ELEOSKETRBICET 3 PRBRBROEE
Xrx
. 3ﬁuﬁoﬁ%ﬁ%at@¢57vw¥~%ﬁwﬁﬁm@

[[NREEXmEAEFILERETIHE]
Eﬁﬁiﬂm‘s&{%& 2IEOQTMBHEE KT LizIZ, LTOFHEZ S 4 ﬁiutco FRFR RSk
EHLTWDHI L,
e 3IEY LONERBIEOERIHE
il

o ENMLOREXWEIET BT LA X —DROEERHE

$ﬂ®§ﬁﬁﬁ&@yéﬁaﬁﬂﬁ%&ﬁ?étwoﬁL 554 mﬁ%iaﬁenrj'
WABZ b, YEERENICERTE AR THDI L, -

© BNOEEAHEROEKEICSNT

RIFRAFEE D b DT - ZEMFOFEMIFTROFIE-C, AFHSELRBE LGS
B fmr“k#ﬁi%%%%ﬁ%w:ﬁ 52 e % OERREREHE, A OUH A>T
WAz E,

@ BHMERTEHER ~ORIFICONT

AP BIDT LS R E AT BRI AM Y B ST 3O, YT LAR
R 4 B AT L L EORSERICH L THIRUSRE R B b
EATND T & (6.5 ZH),

7—1‘74'7#/“%w{%ﬁﬂL@E%lunﬂﬁiéﬂtﬁﬂﬁ?}ﬂhﬂL‘C EB X&iﬂ%
EFEEOEMMES AT S EM LM L, BIEROBRKCHSIZE L TN R UK
RS, BhRENRABRTE AEERES-TNB L,
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5. {ERNRLRIBE

[BHBRIRIZ VT (BRA)]

e B OBEE OHEMWIT B> T, quwéfa%%vka LEWERT .

1. WRFE - BEN A FIAL L E2BER, AEREORERBNAZERTVS,
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