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KOB b DR PE AR IR ERTE ML E 2355 L, KU S0 S

X —REDOHRBICEZRKEH ZRI-TLELLN TS
(Nat Rev Immunol 2015; 15: 57-65, Am J Respir Crit Care
Med 2009; 180: 388-95), F7=. Th2 Mil@NEAT H Y1 b
A NFTEKGE B2 D R HR PE AR SO AT e BRIE ML % 2 55

HEL, X
BB CTIIRERECEGTLEZALNLTWD, LLEX

TIHRERIEICEG T EEZLNTWS, LEXO, KA | D, KFNZ, IL-4 KO IL-13 O 7 F I REREEZHRET S
I, IL-4 LV IL-13 DV VS M RERE ZLEST 2 Lick | 2 ik, KRB XmmEICx L CHREI R 274 2 & 0314
D, K[ESMEICKR L THREIRE R T Z ERfEsn b, | Shb,

3. &R 3. R B

(M%) (%)

[E B [ 45 AR BB (EFC13579 #BR) (AR N 12 5% 0L F oo | EFS L[4 AR B (EFC13579 X BR)

/IR

[F8R D HEn ]
FHEXITEHEOWAAT a4 RE (LT, T16S)) KW
ZTOMOEMEHRELFHL Cbar bre— L ARBAR 12 %
P Eo&E s BB 1,902 61 (AARAN 114 Bl &) %%t
%:\ms&o%®m®%%%ﬁ£”h@ﬂﬁmT@®$m
DHENER N EE2EERFT 2700, 77 B R 5 REEZL
T BRI AT R R bR 3 S S vz,

(1)

RG L le 5 EBEIT, 12 EOR
KL= L &S,

(T 7p s IR FLUE)

(%)
> ACQ-5 Za 7N 1.5k

(%)

B3 BB T LT

[ 55R DS ]

FHEXIZEHEOWAZT 2 A R (LT, T16S)) KO
ZOMOEMERELZMFEHL CHbary be— A ARED 12 &
P Eo&E s BB 1,902 61 (HARAN 114 fl & &Te) %%t
LI, 1CS LUOZF oo BWEHEEK Vi~2 FFH T TOARHA
DHEIER N EE2EERFT 2700, 77 B RAREELL
T BRI AT R R bR 2N S S iz,

(%)

RG L7 B BFIL, 12 EORE I EEFE T, LT
K¥Erm-+ s s s,

(T 70 AR EL %)

(%)

> ACQ A7 A 1.5 8Lk
()




https://www.ajha.or.jp/topics/admininfo/

BE 1) REFFIERME B RIPHHE (LT, TLABA)), mA =2 RV
TR HURE (LUTL TLTRAY) . REFEEAMEST= Y

UH (LR, TLAMAD . AFAFH o F 8

T 2) OO XIEQ D% i 73 B 7 g B o> LAY % B R i S
HWELERELEZ O2F 2T 04 FED 3 AEU Lo
H.@Q&2F AT a4 REORGNVLE I L 2 ABEX
ITREsN kD%

(&)

#F5 BENRXAF~—H—DORXSB YOS 52 % £ COEE
Wi S IR OB (ITT £ )

(& _1%)

6 HENANAA~—D—OXGHYOFKE 12 BE%RIZBIT DR

B PRI BRI FEV, (L) ©Z8{b& (ITT £ »)

(& 1)

(&)

F£T WTHDLORET WA ERDONT-HEFTER (LM R
Br kI 4 M)

(& 1)

AL M AHEER (EFC14153 3AER) (6 LA B 12 iR o /7))

[B: o]
PTHEXIEEHED ICS XUPFomoEMERE (GHE

ICS DHEIIMERE) ZfEH L Thbar b — L REA 6 kbl

MPTE 1) SRR P B, BIBGE (LR TLABA)), m 4 = Y
TR AEHGIE (UF, TLTRAL) . ERFRIfEAE 4 % 0

U U RIERPER (LT, TLAMAY) . AF LV F 8

BEE 2) DD XIE@ D %I AN 6B 73 W B oD FEAY & g
HMELFERE L O2F 2704 FED 3 BHEU LEO#®
H . Q&H AT oA REOBENLE2NEIZL D AREX
X ER 0%

(%)

F 5 HNANA T — DRI BI P O G S O R 5
B (ITT4£M"Y)

(F ")

£6 ENAA~—H—DOXGH YOKE 12 BEIZEBIT DA
B PRIEREEE 581 FEV, (L) OZ k& (ITT &M "Y)

(E ")

(%)

T WITNDLORET WL ERBO ONT-HEES (KM
Mt Ge4E 1)

(E 1)

CHTa%




https://www.ajha.or.jp/topics/admininfo/

b 12 BT O KB 0 BB 408 il & )t Gz, 1CS B UZE D
fh O EHEHHK 1A (EHE ICS oA IFEE) I TFTo
AANDGNMER N Z B EREt T 2720, 77 & A A
2t — H B R ATRE R R B N i S vz,
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RS TNDZ & (6. HHEICE L THET & FIH, RS TNDZ & (6. HEICELTHET & HIH,
6) ZH), 5) ZH),
(%) (%)
5. \EGXF L DHEE 5. \GxXHRERDBEE
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[BEEIRICHONT (FA)]

1. (i)

2. PHEXIIEHED ICS & Z Do HIEH K (LABA (fd
AHRlZET), LAMA_(BEAI A Ede], LTRA, 747 4 U &~
WHEAD #PFHLCbary br— R BV 0 o
EHMAT O A FEOBEGENLE 20 SHELFIC 1
ML &34, 2720, PHED ICS EoftfIx, =
FC LD ICS #mHEICHET 522 EDNRIERHHIZLY
NEETH 2 L HW I N=GEICRS,

[BFEBRICHONT (KA)]

L (%)
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2.

(FELD WETFE-EHEIA FT7A4TIE, UTFTOHAD S B
3OUEBYT LA, T TENZTZ., %L, A
AEOHENAHIZIEMU EOEE, 2 br— L AR E
ERINTWND,

o MHEJEMR (HHROERE) 28 1 2L E

o  HAEBEIKOMEMHAE 1 FLLE

o HENAZZTISENHIRN H D

o MWk#kwne (FEV, X0 —27 7w — (LLF., [PEF))) 237
HE I3 B 2 RAE O 80%A i

e PEFOH (H) NWZE®HN 20%LL
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HHE X TEHED ICS & Z oo F#E #3E (LABA [E
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L LT LABA L TV AWER IR~ 52OV T
L. ERICE D LABA Z0FH3 25 Z EDEMEHSEICE VRN
HThHDH UMW SNTZEEICRD,

(7 2) NRRE S EIRFE - BT A N7 4 TlE, &l
A ORETOFHIIZE VT, LFOWTINOHEA MR
HMMTAEE, b — L ARRLEERESINLTWVD,

o ERZRIEIR GEEIRKRE W MR IS B b
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FEFEN BA/NRR RS K O — A A B AR ER R F2 8 Rl
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B ARTA FT A %0 WSLATEE N B30 R
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LLF—a . —REFTENBANET LV F =25 A1
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200 H EERK LT, EAERL LT,
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2. KA O, 1EHET 2. KRAIDOFE, 1EHBERF
(%) (%)

IL-4 N IL-13 9 L2 7P ViR K IL. 2 BURIE K
Jtr (2 B~ L 8—T (Th2) g O 2 B H AR Y > 238k [ILC2])

LD RS EET) KO Th MildoiEMH(LFEICw S L. 7k
E—MERER L O OEEST ST he— T L — R
BOPREBICEBERERHZR-TEZE20T0WE (7 hE—
PR ERZIFEITA RT A 2 2024 (ANagtEHIVE N B A SR
=/ AFEN AT L —%4 #F) . Nat Rev Immunol

2015; 15: 57-65. J Dermatol Sci 2017; 88: 167-74), ¥*
72, Th2 fila<C ILC2 BPEAET DA b A A VI IER R 71U
W AREE L, RERKEZY RNV EORBEZRET D Z
ES, T RE—MEERTIIEENY T REEGI &SR L
20, MRSHEEDTEIZEEZLNTWD, XY KA

IL-4 OV TL-13 24 LTz v 7 F VR KL, 2 BURE X
Jin (2 B~V x—T [Th2]) Kt % & Te) MO Th2 iR o1 Mk
FICHLG L, 7 MR ER LM OBEES 27 b e — M
ST VAR —MEBOREBICEE B R-TEE LR
TWD (7 NE—MERERBZIETA K742 2021 (DAL
EANBAREERZS )/ —BREHEABART L —2S
Mw)). F7o. Th2 MIENPELET DY A M I A NTIEFERE D
bR EZRESE L, REEKMEY X7 BEORBLZHET S
ZEMS, T RE—MEBRTIIEEANY T KB D
L7eh, fiRsELVTLHEEZELXNTVWD, LEXD | K
FlZ, IL-4 ¥ IL-13 O 7 FinEsHET S Z LiIck
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1. ItBI
@%%®ﬁﬁ%&£é@®%%@tbtﬁ;%ﬁi%%ﬁ%thﬁE&ﬁ%ﬁﬁ@6héo
&S BIT, TAFEORAHAT ORI L0 | GURE S LS O T E R 2 A3 0 RS

WK INDHH T, _ﬂEODE%uD%Eﬁ IR E T 5 BTN 2 2 & AERER O
Lo TR, RFMBUEE & UrDARTTE 2016 (CFik 28 42 6 H 2 ARERIE) 1B W T
b, EHTIERLEOMH OREHEEL XD L L EnTWD

BHERT 203 5 ERMIT KEEASREN T 7 7 7 A VBB FOEIRM & B 52N
BIDZENDD, 20D, AIMERONLZEMEICET HERD T 0EEINDLETOM, 4
HIEHEGOBREZBR T Z ENHFF SN A RBEITH L CHEHAT L L &b, BITEARFREL
Lt%ﬁ%%ﬁﬁm%&6_&#ﬁ%t*mwgﬁ%ﬁtﬁzﬁwﬁfﬁﬁﬁé_&ﬁﬁg
Thb,

LMo T, KHFA RTA Tl BIRERES 2V E TITHE BTV D EFRIEER - BHFH
M-S X | DU OEIRS O 7o 5 2 #EE T 280 b MR T, B2 RO ES

Y,
PSR $ﬁ4k74/i MSEATEE N ES A R A B PR . —IRAERTTE N B AT Lo
T, —MRAEHTEN AR SG TS —RETEN AA/NET Lv =225 0 Nk

AH$¢mﬂ¢%&0*hﬁlﬁkHK%VWﬂ@%@%ﬁ@%kﬁ%bko

WG LR DERN Tt~ GBaFHEZ)
REERDMENIDE - JE IS BEFIREIZ L > CTHMEEIRE 2> b o — L T &RV ESE
XITER DO BHEIZIRD)
MEERDAEROAE 8%, AL R 12 @ EO/NRCET 2 erv~7 GElar#faz) L
THIENZ 600 mg & F2 F4#%45- L. %@1& (% 117300 mg % 2 BREIBR TR T
BHET %,
WE . 6L E 12 AR O/NLTIET 2 B~ T GERIa i Z) &L
THREIZIS L"CHT’%&FTQ@?‘%
15 kg LA F 30 kg A0 : 1[0 300 mg % 4 3 fkz
30 kg LAk : 181200 mg % 2 R
w3 IR B ¥EE T T o RS
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2. ARIORM, 1ERBF
(LLF, TAHAI] ) 1%, Regeneron Pharmaceuticals, Inc.7’ &l

T2~ T (B z)
L7-. Interleukin (IL) -4 &KL IL-13 ZHEKEZHER L TN D IL-4 ZHRIET VT 7 (IL-
4Ra) 7=y MIHEEL, VA FTHD IL-4 K OVIL-13 24 L=y 7T miEw HET
I Ky

Higfn iz e M IgG4A £/ V7 a—F LHURTH B,
KU X

IL-4 OV IL-18 241 L7z o 7 Vs ik, 2 BRIESOS (2 AL/ 3—T (Th2)
2 BEHIRY 38k (ILC2) IZ R ARG ZETe) KON Th2 Ml oisHE L& ICEw 5 L,
g B OO BES 57 & —M 7 LAAXF—MREOREBICERE RS2 RicT 525
LTV 5% (Nat Rev Immunol 2015; 15: 57-65, Am J Respir Crit Care Med 2009; 180: 388-95) , =

72, Th2 FIE<C ILC2 D3PEAET DA N A T KGE L DR PEAE I FRERTE ML & 2 58
. IL-4 KOV IL-

L. GBI R CIIREREICES T EEBE2NTWD, BLELY ., AHFIZ
13 OV 7T IMEERKEAZHET D Z LIcky, K& IRk L TREIRE 3 2 &0l

GEYUGE
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3. ERERRRE
B TR (BETFRRIC L o THMREJER 2 2 > b o —) )L T&E 72 W EE T EEHR O HBE I
FR2) ORI EAN 21T - 7= KRB OGS 2 =T,

[E B 4 [m] 5 AR EABR  (EFC13579 3BR) (AR TN 12 Rl E /)

[FRBR O]
FHEXIIEHAEORAAT B A 3 (LLTF, TICS) ) ROZOfoEEHSE A L
THay br— /L RRZ 12 bl Eo&KE 3 EEE 1,902 il (HARN 114 #ilz2Ete) x5
(2. ICS e OV Dt > & W& BRFEV1~2 AIOF T TORK OF 0K LM G 2729,
77 A% IR IRE b U EE B R A TR R PR Y S S T

FVE - HEX. AAI200mg (FIEID A 400mg) . 300mg (FIEIDFA 600mg) XIiE~7 7 &R
Z 2 IR T 52 W T 595 2 & LRRGE S 1L, ICS KUV Do RHVEFIEE 1~2 #l 4 A
7Y == TSR SN HE TR T 2 2 & EREI N

BEWED EEFHBIE B I, 5 52 itk £ TOREN B EDOERIEER L O 12 H#
2T DR YRR 500D FEV) OD_X—2 7 A b DAL ED co-primary endpoint & 7%

E XN,
KR E IR DEBREL. 2R EOKE KBRS T, LFOEELm-TI L L anT,
(T 7 BN FLE)

> HHEXIZEHED ICROEMERK 1~2 Az 27V —=2 70 3 AL i
SHEANOA TV == 7D 1 A AL BRI —ERE Tk L THEAL TV D

> KRB SHLRIE SR FEVL A TIIED 80%LL T (17 7kLL FiE 90%LL T)

ACQ-5 2= 773 1.5 A I

> BT HE—/L 200~400 g 540D FEV1IZ 12%LL B2 >dE & 200 mL LA oAl
PHERRBO BN D

> LVAELINICH BB L CRAMER T n A NEROB G %2 1L 32 72 33 BB ki
0 ABEE L idaskasis Lic

v

[ R
AGEH RN G SN AA 300mg2mL #E (LT, TARAIRE] ) &, MEFTICER L U &
P2 Z s ane 7T vRR2mLiE (LLF, 77 2R ) OMEDOHERT 5,

(B 2E)

HRNED EBEFMIE R Th %5 52 % £ TOEEBHEOFEMBHRE LS 12 #
BT D58 ZYEERB 5010 FEV, ODX—Z2 7 4 b OB LEITFR 1 LOE 2D LB
Thy ., I EREELAKIREL OXFHERICIHB VT, W EEIMEE H RIS 2N A EEN
D LT,

D ORERIERME B RIS (LR, TLABAY) ., mA = b U = U2 BRI (BUF, [LTRAY) . RRFIERMEST= D 3K (LA
. TLAMAJ), AF/L¥H o F 3

2 ROOIUIQDRIENS LB/ B OE( A BN EME L ER L2 O2F AT a4 FRO 3 AL Eokh, @2k A
F A NEOESNLE MBI LA AR IRESN D=2

S INFHTa et Ui AT IV (LUF, TFP]) 500 pg/H LA E 2,000 pg/ B LA FFEY, AFDN 5 OBERE T, 18 kLA
1% FP400 pg/H LA E 2,000 ug/ H LA FAB, 17 5RLL i FP 200 pg/ H LAE 2,000 pg/ H LA FHIY & Sz, Zeds, AFICER
I} % FP O/&KGRRHEIL, A Tk 800 pg/H . /IR TH K 200 ug/ H TH 5,

4
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#1552 Wtk F COEMENG BHEOERIEER (TT £H)
. ARFRE 7 REE
o (633 #31) (321 f3i))
RBlEm (N-4) 612.5 3132
Wi B R ([B)) 343 342
AR IR B ([8]/ N -4F) 0.560

1.092
0.970 [0.810,1.160]

AR IR B Y (BN -4E)  [95%(5 HE X ] 0.524 [0.450,0.611]
TTRREEE DY [95%(EFE XM ] 0.540 [0.430, 0.680]
pfE® <0.0001

a) FEHRE, R, gk, N—RT A CRFOMAFLHEEREIX Sy, N— AT A UREO ICS A&, 1 FLINO B
M SR O FE IS 2 A S - U, BIEEIM O BERE 2 A4 7' v MEKE LIAO ZHERET L

#F2 512 %I

T 5B AR 5RO FEV, (L) OX—R T A Uinb o ki (ITT M)
B 5RE AFEE 75 v AREE
R—R T A VHF 1.78£0.60 (633) 1.75£0.57 (321)
8512 Hk 2.09+0.70 (610) 1.9310.68 (313)
R—=2 5 A GO

0.3120.43 (610)

0.13 [0.08,0.18]
<0.0001

0.18£0.39 (313)
TTRREEE DEY [95%FHHEIX ]
pfE®

I AR (1550

a) BHBE, Elm, MR BR. Hk, RX—2 T A4 VRO FFEREREIX . N—A T A VHFOD
ICS &, FEMiREm, L MR R OLZHEER, X—A T4 VH, XN—RA T A1 fELFF
R O BAEA 2 BB 2% & L 7z Mixed-effect model with repeated measures (MMRM) {4,
FH B & 121X unstructured & E L7z,

N—=2 T A WD ICS MEROER L HIRNTHRE RITEK 3 LK 4, X—A T A VRO A
F~— B — DRI DOE T EMBRITHEFITE S ROE 6 DEBY THoTz, 7B, MmHLFEEER
. FeNO IR, MIGHRYU A AF R, MiF T IgE & Qs = A4 2 % 2 -3 R
X, WIh b 2 BIRE~— I — L ST D,

#3 N—XTFA WD ICS AR OHLS 52 1% £ ToEEEM BB OERB IR (TT H£H)
e AFHE 75 RRE
(323 i) (167 #1)
I S I ONED) 3107 162.7
chs% RS SRR ([R]) 210 193
AEIEEER R ([E/ A ) 0.676 1.186
AERIER IR O (B A -4E) [95%EHHX M ] 0.639 [0.523,0.780] 1.038 [0.818,1.317]
T RAREEE DY [95%(EEX ] 0.615 [0.456, 0.830]
. ARFIRE 75k REE
i (303 fil) (151 fi)
o e ONED) 2952 147.4
o A E) 31 147
AEMEY R IR () -4F) 0.444 0.997
AR O (B A-F) [95%(5FEX ] 0.414 [0.325,0.527] 0.879 [0.667, 1.160]
TTRREEE DY [95%FFEIX ]

0.471 [0.329,0.674]
a) PRGRE, AR, MU N— 2T A VRO M FIRERIIX Sy =2 T A L RED 1CS R, 1A O EERE
HEORBEEZHIAAE S L U, BB ORI BE i A 4 71y MESE L-AO ZHEFET L
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F£4 RN—RFA O ICS AEROKESE 12 #H

2B DEE KILIER B 58T FEV, (L) ©Z ki (TT £H)

BERE ASFHRE 75 v R
A N—RAT A U 1.700.60 (323) 1.65+0.50 (167)
'ml)fsgl 512 W% 2.00=0.68 (309) 1.8520.64 (162)
R—=2AF A b DELE 0.3240.43 (309) 0.20%0.40 (162)
7T vRREE DAY [95%(F X ] 0.12 [0.04,0.19]
B EHE ASFIRE 7' R
a N AT A U 1.87+0.59 (303) 1.86+0.62 (151)
E']I?f 12 % 2.1620.72 (294) 2.020.73 (148)
N—=2 T VL OEE 0.290.43 (294) 0.1620.39 (148)
TR DY [95%EFHX ] 0.14 [0.06,0.22]

TERIE LR ZE (B30

a) WERE. . ML R, Huk, N—2F A1 RO ML LFERERIIX 5y N— R T A UHRED ICS &
ARG, PR GRE L FHIEG O EAEH, R—=RA T A Ml =R T A Ml & TR S DR BAER &
B2 & L7z MMRM 1%, AHBIFEE 1213 unstructured % 5E L7z,

#5 HNAF~v—H—DX5R) IO 52 Wtk F OB BHEOFMIEHE (TT £ ")
—— X5 AR ELER (/A (B 7R L DO
(N—=2F A ) AHITE 75 B AREE [95% 1= FE X [ ]
150/uL i 0.805 (181) 0.779 (83) 1.149 [0.747,1.767]
fiiez] 150/uL. LAk 300/uL i 0.475 (175) 0.845 (95) 0.557 [0.350, 0.888]
IR ER KL 300/uL LA _E 500/uL A5 0.496 (136) 1.393 (68) 0.366 [0.225,0.596]
500/uL LA F 0.413 (141) 1.486 (74) 0.287 [0.184,0.449]
25 ppb Al 0.639 (317) 0.863 (144) 0.792 [0.572, 1.098]
FeNO 25 ppb LAk 50 ppb Al 0.489 (186) 1.183 (97) 0.442 [0.282,0.693]
50 ppb LI E 0.485 (124) 1.444 (75) 0.305 [0.188,0.494]
61 TU/mL Aifi 0.681 (149) 0.792 (83) 0.817 [0.511, 1.307]
@ 1gE I 61 TU/mL LA 167 TU/mL i 0.535 (156) 1.344 (74) 0.420 [0.275, 0.641]
167 TU/mL LL_E 449 TU/mL A 0.616 (164) 1.008 (84) 0.685 [0.424, 1.106]
449 TU/mL LA 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]

5E (N)FARF U RO AZ X2 -3 OUEIFSF T 4F 12 AR R CRBGEHSCH D,)

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

Y FRF 53.9 ng/mL LA _F 69.4 ng/mL il 0.501 (145) 0.985 (71) 0.521 [0.333,0.814]
W 69.4 ng/mL LA F 92.3 ng/mL A 0.656 (157) 1.133 (77) 0.605 [0.373,0.982]
92.3 ng/mL LA I 0.426 (139) 1327 (75) 0.307 [0.184,0.512]

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

AL FT 24.0 pg/mL DL k- 38.2 pg/mL A 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
3 IREE 38.2 pg/mL LA - 60.8 pg/mL AJiii 0.525 (171) 0.895 (70) 0.599 [0.364, 0.987]
60.8 pg/mL LI E 0.474 (143) 1.336 (86) 0.360 [0.226,0.574]

a) MIgE R, NUFAFURE, oA XX U3 EEIC OV TIEUANLEI

b) XU A AT PREE D RSB O ERAENTIL, 18 sl O & %F 5 Fhi

o) BEHHE, Flin, Huk, X—XTF A UREOIMPAFEEEREX Sy, X— AT A VRO ICS A&, 1 LA O HE GBI EO R B
BIECA AR E U, BIEIM O BER 2 4 7 & > N E LA ZHEFET L
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#6 HAAA—H—DORSB IO 12 DRE SRR 5 FEV, (L) OZ{b&E (ITT 4£MHY)

4 &5UL%@F77HW12?®AP SRR L (29
A (R A ) AT APDO G s (oo IAT]
AFIRE 7T RRE "
150/ i 0.1920.37 (176) 0.11£0.41 (83) 0.09 [—0.01,0.18]
L 150/uL BL_E 300/uL Kiifs 0.22+0.45 (168) 0.2240.36 (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 0.500.45 (135) 0.220.41 (73) 0.30 [0.19, 0.42]
25 ppb Al 0.200.37 (309) 0.170.36 (141) 0.03 [—0.04,0.10]
FeNO 25 ppb Lk 50 ppb A 0.320.40 (182) 0.18%0.37 (94) 0.12 [0.03,0.21]
50 ppb LA | 0.590.51 (113) 0.20=£0.48 (73) 0.39 [0.26,0.52]
61 TU/mL A 0.21+0.36 (143) 0.1940.39 (78) 0.05 [—0.04,0.14]
U 61 IU/mL LI _E 167 IU/mL Aiif§ 0.28+0.38 (151) 0.2310.40 (73) 0.05 [—0.05,0.15]
& IgE BB S -
167 1U/mL LI | 449 TU/mL i 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 OWGETSTTEE 12 ARR CREENSCTH D,)
53.9 ng/mL A 0.230.45 (149) 0.190.35 (74) 0.06 [—0.04,0.16]
_RY FAF 53.9 ng/mL LA_E 69.4 ng/mL i 0.260.42 (138) 0.1410.39 (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 LA - 0.350.41 (131) 0.17£0.38 (73) 0.22 [0.11,0.33]
24.0 pg/mL AJiii 0.26+0.40 (147) 0.15+0.39 (85) 0.09 [—0.00,0.19]
xFFF 3 | 24.0 pg/mL L 38 2pg/mL Kl 0.230.38 (157) 0.2240.38 (70) 0.03 [—0.06,0.13]
TR 38.2 pg/mL LA | 60.8 pg/mL i 0.300.41 (164) 0.18+0.36 (70) 0.12 [0.01,0.23]
60.8 pg/mL LA _F 0.45+0.52 (135) 0.1710.44 (85) 0.27 [0.16, 0.39]

SR E SRS (B

a) M IgE RE, RUFAFURE, oA X F 203 BEIZ OV TSR]

b) XY A AT ARE DR GRIOE LML, 18 sl LML % %152 E i

o) BehHHE, MR, MR R, HUl, N— X T A VIREOMAPLFEEERIIX . X— AT A VIRFO ICS A, FHRER, B GEE
LR R DR AN, X—RA T A U, N—R T A ME L FHIIRE RO AAER 2 A E L7 MMRM {&, FHBIMEIEIC
1% unstructured % 57E L 72,

(2 421)

HEFRIT, AAIHE 81.5% (515/632 i) . 77 & AHE 84.1% (270/321 f3i]) IZFE®H HL, Fie
FLRIIRTOLEBY ThoTz,

FETIE, AKIEE 4 {ﬁJ GO AL, A5 /R BN MO AEZE, D - MO0 E
PESAIIR/ 2 B A RE R SE AL 1 B ISR B A, W L IRBRIE & O R RERITEE
Sz,

EEDAFFGIUL, AFIRER.7% (55/632 15) . 77 EAREE 8.4% (27/321 i) IZRDHHIL, =
D HARKIEE 4 1] (AFERERHEINGE, 1B MELFRRERMERTZE . 77 4 T % 2 — UG, FESHBATALEE
JEST RO JIE SR IES 1 B)) . 77 B AREE 1 6] P ERBAIE) 12 oW TIE, JRBRFEK L
OREBRITEE SN2 doTz,

FIRIZE S - EFRIT, AAFITE 7.0% (44/632 1) . 77 2 ARRE3.1% (10/321 #1]) (278D 5
niz,

BITERIE, AKIRE 22.6% (143/632 ) . 77 2 REE 14.0% (45/321 f51]) (2788 Bz,
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KT WTINOHETI%U ERD b TEEG (LM L)

AHIHE 77 A
Sl (632 f31)) (321 1))
A Jb APk RO Y 111 (17.6) 64 (19.9)
TESHERATALBE 98 (15.5) 22 (6.9)
b RGE R 77 (12.2) 49 (15.3)
R 71 (11.2) 42 (13.1)
SEYA 40 (6.3) 25 (7.8)
SR 40 (6.3) 5(1.6)
A TNT W 38 (6.0) 22 (6.9)
BT R 5 33(5.2) 16 (5.0)
TSN Z 5 PR 31 (4.9) 3(0.9)
BT ATS 26 (4.1) 29 (9.0)
HIBR 25 (4.0) 15 (4.7)
i B 25 (4.0) 7(2.2)
LEEEPS 24 (3.8) 16 (5.0)
PRI 19 (3.0) 12 (3.7)
kbl 19 (3.0) 11 3.4)
T LR — P 18 (2.8) 15 (4.7)
g 13(2.1) 10 (3.1)
AVER R gE 10 (1.6) 15 (4.7)
B (%) MedDRA ver. 20.0

WA IAREER (EFC14153 3R) (6 kbl I 12 mRiifi /N E)

[EBR DA ]

HHEXIIEHED ICS XOZ0Mo EMEHIE (GHE ICS OLAIMER) AL T
by hr— L RRZR 6L b 12 %A OKE SN SR 408 il 4 k512, ICS KUV DA
OEWEHHE 1Al (FHE ICS DGEIHMER) U T CTORAO A MR V25 a2
7o, 7T A B 2 (b E S R TR PLi e Y S S Tz,

ik - HEE, KA 100 mg (EAEZLREOMRE A 30 kg LAT) 4 L <1%200 mg (HE/EX L
REOREN 30kg #8) T 7' 7 A% 2 BTS2 Bl L PRG35 2 & L3E S, 1CS &
VZOMOEHEHIE 1 4 (SHEICS OEAGIIMTEE) 227 )V —=V JRICHERSW-HA&
TOFHT A Z & EREINT,

HMEIZOWT, B B (385 52 1% & COBEBEN B BOERFEBSE, HEE 0]
PEHIE B 138 5 12 RIS I8 2 %8 SRR3R -0l FEV) O TRIEC 3 2814 (BT,
[ppFEV]) D_R—RZ T A b OB bR LR E ST,

KGR HRFIE, 6 LA R 12 ARWORE I HERE T, UTFTOREL-T 2L LS
niz,

(L7 IR IEE)
> THEXIXEHED ICSYROEMEIEK 1 A, XIXEmHEICS ODAZE A7 Y —=" 7k

D 3 AL I BEHNSZ 7 Y —= ZEED 1 1 AL RIS —E & Cikss LT

ERHL TS
> RUE IR RO FEV, S THED 95%LL T . XITRE LR 5.3 FEVI/FVC
2 0.85 Aii

> YILT HZE—)L 200~400 pg B 5% D FEVIZ 10%LL EORIHPERTRD Hivd
> TEUNICHBE(LICR L TREMERAT A REO®R G % 11RLL B2 72 g BB ki
L0 ABEE L < I3Bsi ke =2 L

4 GINA2015 (Global initiative for asthma 2015) (2> < H &
8
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> A7 U—=UZHRNIZ, LLTFD 1 DLl Eai 4
e ACQ-5 27150 L
o AT 3 HELEORIMEREE (P17 2E— V%) O
o 1 [EIPLEORVEREIE O A 23 D ESE R K 2 MElR R
e JEIZ3 AU Lo EER

(5 R]

(B 2hE)

FEFHIIE A Th 5% 5 52 W1E £ TOBELEN EHEOERFEIRITILE DLIBY THY
7“*7Jzn“iﬁik2!§§'£$<‘:@iﬂzt%d:}sb\‘(\ AP A EEANRO biLle, £, HEREIK
FHIEE Th oG- 12 ERFIC % 5E PR IEER S 5.8 ppFEV) D_X— 2T A LD DZEAL
EFIRIDEBY Thol,

# 8 4 52 Wtk £ COHENMEHEOMERMEBIF

SRR X BAERH 2 IR MW SAERH © AREM ATT 4£H)
T AF 7T Rkt ARKIRE 75 REE
(236 i) (114 i) (273 i) (135 i)
REEIW (N-4F) 229.6 112.7 266.0 133.9
i B S B (|]) 82 81 92 86
AR IR B O ([8]/ A - 4F) 0.305 0.748 0.278 0.608
[95%15 #E X ] [0.223,0.416] [0.542, 1.034] [0.208, 0.372] [0.447, 0.826]
TIRREEE O 0.407 0.458
[95%15 #E X H] ] [0.274, 0.605] [0.313,0.671]
p i <0.0001 —

a) N—R T A EEOIM P HFEERERES 150/uL LA iZ FeNO 23 20 ppb UL b & HHE S v, Ao B2 it 5
EME ST,

b) HBERE, i, N— 2T A UREOMEE, MUK, N—2 T A VRO MPIRERE, N— 2T A VD FeNO, N
—RAZ A HEO ICS R, | FLNOEE EEEORBIESS 2 AR S L, BRI O HESREZ 4~
Yy MESE LA THEIFET IV

&9 5 12 BRI AR SKIEIRIEEE 501 ppFEVL (%) DOX—R T A v O i
LS i 2 FUGENEN BAE ] ARER ITT 4£:H)
e AFIHE 77w R AFHE 77w REE
(236 f31]) (114 1) (273 f1)) (135 1))
N—2 T A W 77.66+14.38 (236) | 78.36£14.51 (114) | 77.63+14.72 (273) | 78.98+14.74 (135)
B 5. 12 T 87.84+14.65 (228) | 83.2515.49 (111) | 87.81+14.53 (264) | 83.80+15.36 (132)
NR—2F 4 nLOELE | 102611607 (228) | 4.68+13.13 (111) | 1030+16.41 (264) | 4.6213.09 (132)
TIRAREEEDEY 5.21 4.68
[95%/5 #E X [H] ] [2.14, 8.27] [1.87,7.49]

SEE AR A (B SR R E

a) BHHE, X=X T A COERERE, Hk, RIE, X—ZX7 4 OMPLFRBEE, ~—AX 7 A D FeNO, ~—2
TA4DICS A&, KR, TEREL RERORZHEM, N—AF A4 @ ppFEV,, ~—A T A O ppFEV, & IRfx
DO HEAEHA %I L L7 MMRM, F#HBE%& 121X unstructured 2K E L 72,

N—2 T A VFED ICS HERDOE T EHIFRATRE FITFR 10, X—RX T A VFFOK AL F~—
B — DX BIOER S EFENTRERIIEZ 11 O LBY THhoTz,
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#£10 N—RFA O ICS AER DO E 52 18

¥ TOEE

I B AR BB

W S EE D 4E ] 2 TGS E P BAE AR (ITT M)
FHRD (B A-4F) RFIEE TSR | 7T ERREE DR RFIEE ToERRE | 7T ERREE DK
— 0.194 (134) 0479 (64) 0405 0.188 (153) 0.409 (75) 0459
?{%fjpf ERLE [0.116, 0.323] [0.289, 0.794] [0.227,0.725] [0.117, 0.301] [0.252, 0.666] [0.262, 0.803]
g E— 0.420 (102) 1145 (50) 0367 0362 (120) 0.844 (60) 0429
" R [0.280, 0.630] [0.736, 1.780] [0211,0.637] [0.246, 0.533] [0.553, 1.288] [0.252,0.732]

O 3, [ 13 95%EHIKME =T,

a) BEHE, Flin, N—AT A CORERE, Mk, N—Z T A OMPAFRRERE, N—Z T A 2D FeNO F UFRBRBHARRT 1 4 LAPY o> T HE i B

DOFER AR L U, BIENR O BEREL 4 71y ML LTcAD “HFRET v
K11 A~ —H—ORGHOEYE 52 s £ COEEM EIEEOERFBE (TT 4£H)
N F~—T1—/ AN RO IR Y (BN -1F)
NR—RA T A DXy AHIEE 77 A T 7R D
. 0.178 (50) 0.113 (27) 1.568
150/uL i [0.072, 0.441] [0.034, 0.381] [0.509, 4.833 ]
150/uL LAk 0.297 (48) 0.705 (24) 0.422
. 300/pL Al [0.155, 0.569] [0.361, 1.375] [0.205, 0.871]
1 PEFERERE 300/uL Bk 0.205 (49) 0.550 (36) 0.373
500/pL A [0.101,0.415] [0.318,0.951] [0.169, 0.819]
. 0.249 (126) 0.749 (48) 0.332
S00/uL B [0.156, 0.397] [0.453,1.239] [0.177, 0.622]
. 0.274 (124) 0.465 (69) 0.591
20 ppb Al [0.179, 0.420] [0.301, 0.717] [0.338, 1.032]
FeNO 20 ppb LA | 0.292 (63) 0.453 (37) 0.646
¢ 35 ppb Al [0.151,0.565] [0.213,0.962] [0.290, 1.436]
. 0.215 (78) 0.814 (25) 0.264
35 ppb UL [0.102, 0.452] [0.381, 1.737] [0.134, 0.522]
. 0.048 (55) 0.101 (36) 0.474
@ 1oF s 100 1U/mL A [0.009, 0.243] [0.022, 0.453] [0.174, 1.288]
e 100 TU/mL &1 0.278 (212) 0.660 (97) 0.422
m [0.199, 0.390] [0.462, 0.943] [0.280, 0.635]
O k. [ 13 95%E XM %277,

a) HBGHE, T, N—RT A CORERE, Hillk, N—2 T A L OMPLFEIRERE, N—RT A1
@ FeNO, ~—2 74 »®D ICS MK OGERBHAART 1 47 LA 0 B EE NG B3 O J8 A B A 4k
EELE L, BEMMOMEBEEL 4 7y NEKRE LA HEEREF L

(Z2421)

HERRIT, ARAIRE 83.0% (225271 #) . 77 &AL 79.9% (107/134 1))
FRIEX1L2DOLEBY THoTz,

TR, B ooz,

BELAERGIL. AATE4.8% (13271 61) . 77 EREE 4.5% (6/134 1)
D 9 BLARFIFECTRD BT ifiZe
BRIZTEE S e o T,

R ILICE > Te A EFGIL, AFHE 1.8% (5271 #1) |
i,

RITERNE, AR 21.8% (59271 i) . 77 BAHE15.7% (21/134 i)

10

752 AREE 1.5% (2/134 ) |

(ZRd o bz,

IZR b, i

Wb, Z
o BAUTE BRI IESS 1 BIC DN T, TRBREE & PR

Z m o
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F 12 WPFNLORET5%LL EICRD bNTAEESR (LM< G4 M)
AHIHE 77 AR AHIEE 77w RHE

A (271 ) (134 1) ERA (271 ) (134 1)
SRR 50 (18.5) 29 (21.6) SR 17 (6.3) 14 (10.4)
R RGE R 35(12.9) 18 (13.4) TESHENLRS 17 (6.3) 3(22)
S EBATALEE 35(12.9) 13 (9.7) T LV X — P 16 (5.9) 16 (11.9)
A b A B RGE R 33 (12.2) 13 (9.7) A EREREE NS 16 (5.9) 1(0.7)
S BT IE 28 (10.3) 7(5.2) NIk 15(5.5) 9 (6.7)
NHFE ¢ 24 (8.9) 14 (10.4) FEY S 9(3.3) 7(5.2)
ATz oW 20 (7.4) 12 (9.0) B B - 3(1.1) 7(5.2)
SER 19 (7.0) 10 (7.5) B (%) MedDRA ver. 23.0

ENE AR (LTS14424 A AY 735 (6 kL b 12 AR /)

[FRBR O]

FHESUIE T ED ICS KOO BMERE (G ICS O%AI3MER) 2L T
by br— /L RR 6 mklh B 12 Al O B AR NGRS S ST 13 Fil &2 X512, ICS K2
OO EHEHEE 1 F) (7 A& 1ICS OBAIITE) O T CORKI DA E & O e & it
T o720, MR R LR D FE i S Tz,

AL - A&, A 100mg % 2 BEFEAS L <X 300mg & 4 B (X—RT7 1 CREORE
2515 kg LA E 30 kg LAT) X% 200 mg % 2 #FIR (X—2 T 1 VIKEOIKREED 30 kg #) T 52
WL TREGT 52 L EEESH, ICS KOZEOMoEHZEHEEK 1 & (5HE ICS O&H&IHE
B) 2RV —= U JRCHER SRR AT 2 L ERESNT,

BEWEICOWT, FEFHlIE E 1355 12 BB T 25 XIEESREE 5.8 ppFEV, D<X—
AT A DB DEAV R & FRE S AU VRIS G ) Hh oD R N B PR OO AR [ RS B LRI
HH & RRE SN,

KGR HBFIE, 6 LA B 12 AR ORE I EEE T, UUTORELT-T 2L &S
niz,

(L7 IR IEE)
> THEXIXEHED ICSOROEMEEK 1 A, XIXEHEICS DAERA 7 Y —=" 7k

D 3 AL BEHDN DA Y —= ZEED 1 1 AL RIS —E & Cikes LT

ML TN
> RESIEIEIEGRTO FEV) 23 THIED 95%LL T, XIFXAE SRR 5-7ii FEV/FVC
3 0.85 At

> VRIS BEIC L CRHEAT a4 REOEE % 1RILL 5210 7= 33 BB ki
L0 ABEE L < IF3BEscka =2 L

> ACQ-5 A=a773 1.5 8k

> M FEREREAS 150/ul DL E X FeNO 73 20 ppb ULk

[ R ]

(H )

FEFHIE A Th 25 12 HRFIZ IS T 2 %8 SHRIRFEE G35 ppFEV) DX—Z T A )b
DAL ERITER 13, BIKEHEE A T & 2 1RBREEE G-I o oo B A i SR O R BLRDLITE 14 D
LBV ThoT,

S NERE I EIEIE  BWHELT A RT A 2020 (2HS< HE
11
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# 13 #4512 WIS B 558 KILER AT ppFEV, (%) DR_—AF A b OZE{bE (TT 4#£H)
B0 /B A 100 mg Q2W A 300 mg Q4W A 200 mg Q2W At
R—=RTA{ 87.00+8.01 (13) 89.67+9.02 (3) 83.67+5.51 (3) 87.29+9.05 (7)
B 512 WA 94.08+6.33 (13) 97.00+4.58 (3) 89.672.52 (3) 94.71+7.52 (7)
R—=2F A b DOE{E 7.08+6.78 (13) 7.33+4.51 (3) 6.00£4.36 (3) 7.43+8.83 (7)
[95% = FE X ] [2.98, 11.17] [—3.87,18.53] [—4.83,16.83] [—0.74, 15.59]
SERE R R S (B0
# 14 IRBEEE G T o BN S EE OSBRI (TT 4£F)
e 561, 50 z’zﬁjz,&h g:?jm 100 mg Q2W R 300 mg Q4W #¥ 200 mg Q2W #f
(3 1) (3 f31) (7 f51)
BB (AN-4F) 13.0 3.0 3.0 7.0
0[5l 10 (76.9) 3 (100) 2 (66.7) 5(71.4)

i 5.4 18] 1(7.7) 0 0 1(14.3)
FELBEE 2 [m] 1(7.7) 0 0 1(14.3)
(F% (%)) 3 [A] 1(7.7) 0 1 (33.3) 0

=4[] 0 0 0 0
EFﬁlEﬁé‘élﬁfp (EPNED 0.462 0 1.001 0.430

i BT B & e BRI CRR L7 B 2 AR R e Bl & L CRgifl L7,

(2 421)

BEEGIARFBEGH2BNRBO b, ERAEERIRISOLEY Tholz,

KR OBEGHRIEICESTAEHRERLZIT, BT,

FEE A ERGUL, AAIBEH 30.8% (4/13 1) (100 mg Q2W & 33.3% (1/3 f1). 300 mg
Q4W #f 33.3% (173 f3)) . 200 mg Q2W ¥ 28.6% (2/7 #)) 1T O HIL, WT I HIRERIE L DA
RBRILEE S,

BIWER X, AFIF 5451 30.8% (4/13 %) (100 mg Q2W #f 33.3% (1/3 ), 300 mg Q4W & 0%

(0/3 f511) . 200 mg Q2W Ef 42.9% (3/7 #)) 1Z#&b Hiz,
# 15 ARFIFGH)T 2 FILLERD LN AEER (ZEVERTT S REM)
HHA * ﬁjj&ﬁﬁm 100 mg Q2W #¥ 300 mg Q4W #¥f 200 mg Q2W &
(3 f3) (3 f3) (7 1)
LN B 6 (46.2) 1(33.3) 2 (66.7) 3(42.9)
FE L 6 (46.2) 2 (66.7) 1(33.3) 3 (42.9)
EREEEpS 5 (38.5) 1(33.3) 1(33.3) 3 (42.9)
LEEEPS 5(38.5) 1(33.3) 1(33.3) 3 (42.9)
S Xk 3(23.1) 0 0 3 (42.9)
COVID-19 2 (15.4) 0 0 2 (28.6)
PBA SR 2(15.4) 0 0 2 (28.6)
i 5, 2 (15.4) 0 1(33.3) 1(14.3)
I RGE R 2(15.4) 1(33.3) 0 1(14.3)
T 2(15.4) 1(33.3) 0 1(14.3)
15 2 (15.4) 1(33.3) 1(33.3) 0
B (%) MedDRA ver. 27.1

12
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4. HEFITHOWT

RENDEIS & 7 D BT OB O G oL, 8 Thid 2 Ekw b b, F
7oy AFIOEEIZ X BEREWERZ BB L-BICRHIGT 2 2 E g zn, LLFoO~
QDT R TCEWT-THRICBWTHEAT I R&ETH D,

O HEsZIiz>NT

o REIMEOJFRE, Rl L TR, 2L 1B (BB BT - BEUA NI A X
NS SN BIR R BRT A R T A ) A L ARFNZ O\ T O3 5 ik % A L,
KB S B OZW R OV BT 2 ERM (LU OWT IS 3 5 ERf) 23 4#%2
BRI OARFNCET 2IRFEOBETHE L L TREINLTWHZ &,

[ N &8 S BB IC e 53 5 3567]

AT feFF UG 2 (EOUIMIBHE 244 T L7-%12. LT OMHEZ & T 4 FLL L ORISR

X

~
\

)
B

EAHLTWDHZ L,
o 3FELLEORE SN B BT 2 PR R IR O BRIRIHE
X%

o 3FLLEORE SN BT DT LV X =R O IRIKRIHE

[/ R S BB E 1T 53 2 58]
RIS FF AT 2 SFOMBINHME Z /& T L72RIC, LUF OWHE Z & Te 4 L1 LD BRKRER

ZHELTWAZ &,
o 3L EO/NRBIZIE O RIHE
IR

o 3FLLEORE BT DT LV X 2R DO IRIRIHE

@ B OEREHREE O REIZ >N T

o BRSNS ORI - RN ORFIIEROEIO, HEFENIEE LIBAIC
S PR & s B A O TAT 5 T & S R R A E T O R 288 o
WHI L,

© APHERTCRIEH~OXISIZ OV T

o AP AmOT LAF—MIRBEATLBEICAFER G T LHEIC. Y%7 LY
— MR 2 Y 5 EA EERE L ORBEHICHE L TR USHERZ T L 123
EoTnpHr e (6. REICELTHEETRESHIH, 6) ),

o T T T4 X —FOMM EOEEICEHE S VZENWEMIT S LT, MR s U T B E

PRI OREFIVEZ A9 5 EAT &l L BWER ORZBr-CxHSIC B L TSR OSSR 2 5%
L E DI ZRALEDN T E DEHIRE S TWD Z &,

13
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5. BERBLRDEE
REOEEICOVTIEIART B A FEE ZOMOEMEREDT R T 72 APHUAT
HEDREHFCTHD 2R LI ETHIT 5 2 &,

[T SNT (A
B G- OBEEDOUWIZHT- > TIE, LLTICHEST 2BETHHZ L 2T 5,

1. BB P - BEITA RT7A 0 E2S5EFIC, JESMEOHEEZKN e S Tnd,

2. HHETEHED ICS & 2o EHEHSIE (LABA [EAHE 5 i), LAMA (Bl& Al
ZEiTe), LTRA, 747 4 U UEEAD 20 L Chbay ha—L KRR @D T 2o
BHVEAT 0 A FEORGEN LI EEEALFIC | B L& 72384, 72720, H
®=D ICS L OPFIE, BRI LY ICS ZmAEIEET 5 2 L BRIEAEIC L 0 IREET
HD LN SN HAEICRD,

(GE1) WET - BEAA FIATlE, UTOHEAD B 3 DU FYST 54, ITENZD, ME%E, Atz
FES BN AIZ 1 [EILL EDSE, 2y hu— L RREERINLTWVS,
. RSN (B RO 2338 1 |2,k
HHEEVAPRER O AN 1 [E1 2L E
B 2 S TIRENIRA & 5
IR RERE (FEV, R OE—2 71— (LLF. TPEF))) S THRUEXILH O BIEO 80%AH
PEF ® H GH) NEE 20%LL E

[BFRRICHOWT (NR)]

BB DOBEEDHENZHT- > T, LLTICHEST2BIRTh D Z & 2T 5,

1 NARE BB - EETA RTA U ESBIL KESHEOMEZR N 72 ST\ 5,

2. WHEIENED ICS & ZOfoRHIEFHIE (LABA (BEaH &), LTRA, 747
4 U UBREERFD) AL Char hr— A RKE D T o R T oA REORE
BN B BRI 1 [P E& 2356, 72720, PHED ICS 5 LTk
D, ZOMOEMEHIKEL LT LABA 20 L Wi WEBIRA~DEGIZOWTIL, Ehf
2LV LABA 2032 Z L REWERAZIC LV REETH 5 LM S - HEICR S,

(FE2) NRRE L BIRIR - AT A RTA TlE, T 1 A ORETOFEMIBN T, UTFOWTIL0IEH 3544
THEHAE, 2 =L REEERSN TV,
MR GEEIRPKRZE Y, BERIEIC —IBPEICERD SN D00 I OMGAZ R &) ANEIC 1 | E
B & e AT GRIE) A 1 FIELE
HHAEORIR (KMORE, EBRTXpnway) BNAI1ELLE
B HIEEE DA A A3 1 [|I2L

[ OWT (A - /N IEE) ]

RFNFEG-R10D 2 RIS B S 2 A A~ —H— (I AFEREREL, FeNO, il 4 IgE %)
DENEWIGEIIAF OEIMER R ZVMERNZ S 5 — 7 TUARWGE S IZIIARFI OB ER 147
IZFF DAV W ATREME DS R ST 5, BUREAUTIE, RAID IS & 7 5 BE 2B IRT 57200
INA T~ — T — OFEIEEITAFAE L7220 DS AFNC L DTG YT > T, YA A ~—h
—% 1 DL ERIE L, 2O EBERMEEZ BB L7 BT, b T 21253bLnWekBx 58E
\ZDRHHETHZ L, ok, KAIONGBEE Z%t5: L LT BREERERIZ 1T 2 68200 5
AT GEFIILL FTO B0 Th D (3. BRAESI),

14
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6 Ll b 12 skl (EFC14153 #R) 12 mLA . (EFC13579 7A5R)

2 FUJSE MG B ITT 4K
(1fn. P AFERER AR S 150/ul LA 1= XX FeNO 73 20 ppb LA ) (2 BIRAEIZBAE T 2 A A~ —h —THE S TR

[#5-DfkE Iz 7= > T (A - /NREIEE) )

AFNOBGRABRIZ BT A2 EREMR] (B 5-Bhatk 52 ) 2 E 2, &E-BMAR 14
R & B ZINROMEREITV. RO SN WG EITITER R G EHT 0L 5
THZE,

15
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6. BREIZBRL THR T N&EHFH

1.
2.

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AFN O RT3 LIBBIE OB EED & 5 BFIZ DWW TIARKI OB 5N EEZTH 5720,
BH LN &,

T T 4 7% — (0.1%A0) DWE I TN D, REIEGRHIIZBIE A +212470,
MEMR T, FER R, Easse. DEWV, IER. WM, # 5 R, WAL, mAg P Es
DEFENHBONTHEIITEHICRG A2 RIE L, UL EEZITS 2 L,
TFERERIENNIE (0.9%) M HbID Z ERd Y | FrCHEIRIEF O B Tid, FEREkME
Jifige (0.1%ATH) OLFBRERIE 258 A 2 A ZEIESE (BEEERA) SO BERAER % 18 5 4F
FRERIEIEDFBLLEO DTN D, ZHOIEFRO AT v A REOWE - HIERELIAMC
HRD BTN D, AFEGFIL, AR OHER, I N M RIERE . ER D=
by DIBSIHER = 2 —a RF—5 kBT 52 &,

ARG HFOAET 7 F o ORI, BEMEPHER SN TORNOTEITSZ &,
AFNT IL-4 e OV IL-13 ORLEMERIC LY 2 BIGEISE 2 I 5, 2 BE s &3 %54
UYL 3T B AR TS RE IZ B 5 L T D RTBEME DS & 5, T4k BB B L2 )F LTI,
AHN e 59 HANC A BURGEDIRE 21T 5 2 & B DA G-I FAE B &k
Z U, JUFAEBRIRIC X IR BN 2 A E, T BN IR T 5 £ TARKIO G-
—WRphiEd 5 b,

ABNDOBHANZ L > TEPFT MO T L AF —PERBOFERNE LT 2 ATREMER H D Y
T LRI DU R A Bo TG A  ERARIMICE(L T o2 BTN b
%, AROBREGHFRAER R M OKRGTIEZEOKRBER G GZO T, AFEGT1L, &
27 LAX—MEEBE Y D ER & EUICEEEST 5 2 &, BEICH LT, ERiO
ERe<, ENOORBIZHT HIRENRZEL LWL EET 52 &,
AFNIREICHE & TV 5 KUE S B O FAECIE IR 2 0 0 SRR 3~ 2 384 Tl A2 Vv ¢
SEDOFRIEICH L TUIMEA LenZ &,

KRN OB 5BIER T BRER A 2 v b e — AR B IIE L LA 10T, Effo2E s
ST X BFITEETH L,

FEMIAT v A MEEEZSZ T T EBEITBW T ARAIEGRIGHICAT oA REEZRIZ
HFiELenZ &, A7 a4 FEOBENSLERGA L, EROFHE T TR~ 12T
L,

AT SCEITIN A LG ARTE A DR 2 BB (2D & AAFI DRt f OV IE A FH o 7z
DIZBEIR WA B L T bEHT 52 &,

AHFIORMPZ #GE L, BEMMRFIFHEZMRT D2 &,

B OG- OFRMIT Y T2 - T, EiEOZ LM EEICHRR L, BE UTZE OR#ER It
L CHBZ2EE., Ak OREEE2T 52 L,

-
—

[51/>c#k]

HAT LLX—50 g« BETA RT7 A 2 2024)
HA/NET v —2a VNRE X BIRE - BB A K74 2023
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1. (ZC®IZ

I DOF N « LBEVEDOFERO T2 DI, I STEFICESWEEIERERRRD D, S HIT,
WAEORMEHIFOMEANT LV | PUREIRLE O FH e B ERET 2 A7 2 EIRLPEE SN HH T,
INOOEEL A BN LT 5 BFITHEUICRMET 2 2 ENRBORBE L o> TEY | REMBGEE
LD HATTEF 2016 (Fpk 28 4F 6 H 2 HEFRIRIE) 128\ T, FOBTAYE IS5 O H] o fi (b ek
ERHZEEINTNAS,

HHEMWF 263 2 EEMIL, EEERSLREME T 1 7 7 A VBB FEOEIEG E A SRR 5 2
EMBDDH, ZDID, ANMER DL T 2B WA Ho&EEIN D E TOM, YakEHEM O BEL R
ZTFDZEPMHEINDBEICH L TERT S &b, BWERANRE LBRICLE 2 xtihgd &5 2
L INTFIREZR— E DB A - TR TR 5 Z LA EETH D,

L7z > T, RAA KT A4 Tl BIBEESC N E TICHE LTV D EFRIRZN) - BH2r R LS
&, DUF ORGSO FE a6 a2 HET 280 O LB B, B2 R OEEFEERT,

I, RKITA BT A AL, WSIATBOE NEIE M ERE IR ST, ASEENEN B AR ER Y, — K
FEEANBART LV —20 0 —fBAEENEN HA/NET LV X —328 0 AR A B A NERH A K
O— it E N B AR ERHES OO b EAER LTz,

MR EIRDERS : T2 ~7 (BEEHEEZ)
KR LRDDEIPR « BB CORA 2727 b e —1hR &%
RHELRHMEROAE - BH . AICITT 2 ~7 (B z) & L THIENZ 600mg & K 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 R
15 kg LA _E 30 kg R @ 18] 300 mg % 4 ¥ [E 6
30 kg UL | 60 kg i : #IENZ 400 mg, Z D&% 1 [8] 200 mg % 2 H[H
60 kg LL_E : AT 600 mg, Z D&i% 1 7] 300 mg % 2 i k&
BoyE R 5E ¥ T oSt
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2. AFNDORE, TERBER

T a B~ T GEIE /L) (LUF, TAHI]) 1%, Regeneron Pharmaceuticals, Inc. 238l L 7=, Interleukin

(IL) -4 Z RO IL-13 ZHERERHERL L TOD IL-4 ZHFRT V7 7 (IL-4Ro) 7= MIFEA L.
VA RToDIL-4 KR WIL-13 2 LI VPV RELZHET 8B A2 b N eG4 £/ 7 rn—F L
ks TH 5,

IL-4 XOVIL-13 24T Lo o 7 VRERR IR, 2 BRIESUG (2 AL 3—T (Th2) ke O 2 B E 5%
U o8gR (ILC2) IZ XA EETe) O Th2 MfOIEMHE(LEICH G- L, 7 b E—MERER & OMtoo B
T 57 hE—M/ T LR —MRBORBICHEERER ZR T EELLNTND (T b E—MEE
RCIETA RT A4 2024 (NIEHEENEN B AR ER 2/ —BRAEENEANBART LV —52 f{) . Nat
Rev Immunol 2015; 15: 57-65, J Dermatol Sci 2017; 88: 167-74), F£7=. Th2 fifla=° ILC2 3PEAT HH A b
A ANTEFRL B ZFEE L, REREMEZ RV EORBEET L2200, 7 FE—1H
FERER CIIRENY 7T RIEFIZE I LD RS T5F 20 Tn5, BLEXD | RENL,
IL-4 KON IL-13 OY I miEw lET 22 ik, 7 b E—PERERICH L CHREDRZRT 2 &
BTSN D,
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3. [ Pl
1) BEFHRIR CORA 53727 b e =PRI EJ (BN) 0 2) [/ UhIR) ORGRIFIZEHIE 21T - 72 3272
R FBR DR 2 7R3,

1) BEFRECHRARTH2RT e —HEER (BRA)
(1) A7 mA FAMZEGN EEILFEFE AR (R668-AD-1224 7XER)
[RBR O]
Medium potency (HARD A TIZA b 77 T XY T L) LEDO AT A RAVHEE (LUK, ITCS))
THREARTR2T FE—MERBE (BEGIE 700 #]) 2212, TCS OFH T TORFI DA ZER
TRMERFTT 2720, 77 B AR RIEVE 2 L B S I TRER FGRR Y A AR, SKE%O 14 HETHE
i A7,
ARBL, BEH (528) KOGBERGRAY (12 H) XoiskEiv, AL - AEE. A% 300mg (FE
600mg) % 2H#A L <IX1EMRE LT 7R E 2l THETHZ L ERESNTZ, XR—AT A
BED 7 B LA BRI S —ERA BRI Z AT L EBESN, X—A T A UREL D TCS 1AHE %
BAtAE L. £ Dk, WEBNICR LG ICIiZh i35 2 & &Sz, 2 B DRI 2 #E Ry HEL L
TS EITid, BFREIDI e L STz,
5 16 B OEIC L D2 2BGHIA 27 (LT, TIGA)) 2 1L FN 2O _"—Z T A >k 2 LR L
T-WsE 0BG (LT, IGA=1 #3*|) MK " Eczema area and severity index (LLF, [EASI)) A= 7
N—=2 T A D T5%LL bekE Ui oG (LU, TEASI-75 % ]) 75 co-primary endpoint & &
niz,
KGR DEFIE, 18 WA LT ME—MEEREE T, A7V —=0 TRIZULF OREHER -9 2
Llanl,
(L7 IRIEE)
> CKERERESR - 2WENET 3 ELL LR’
> IGA 2A=7 3LLEEASI 227 16 LA B ARERICHD DT b E—MEERIFEDEIE 10%LL
B O 9 FERUERIA A 77—V (LA, TNRS)) A 27 OfgmflE o 41 3 Lk

> 6 WHLUWNIZ, TCS THRA+STHLEDORENH S : WA+ &1L, Medium potency LA D
TCS (MBS U THNT=a— U UHFANAHEE (LUF, ITCL) B z#472< 8 28 AR
WA SCETHER SN REHMMOWTE W T O, HHES L TH S TR ETEEIMENME
WIRRE (IGA A =17 0~2) ZHERF C& 02 & b ERS N, 5 6 W AMICT N E—PEEERIC
XD BB PRI ORI B 5 BE D TCS TRRAR+4r & Al & T,

DR G I DIREHMED B OEBALIZ % L T Medium potency @ TCS % 1 H 1 [EI4MH L, DI L7141 Low potency (AARDSFTIZY ¢
—I~IT T LY TATHET D) O TCS IV A 1 B 1E 7 ARSI, PIkT o2& LS, R LESEIE. Medium
potency @ TCS BT 5 Z & & SiLiz, Medium potency @ TCS THERP LAaWEA X, a4 E B D L, High potency (HA®D
SHTEINY =R bur 77 7 AHRET5) UbLo TCS 245 2 L L&,

2 ReFiaPEiL, High potency LA LD TCS, #&H AT 1A REKOIERT v A FYEGIEIMHISENEM O E THER L Shiz, BoFiak
ELTROAT A FIEE L IFIERAT A RHIEGEIHIZEO G UIHGR T ONIZ GG 1RO R G139 1L S, Y805
TRRIEDFAEEE G-I OB O 5 (FLL EXTEHIEROER NS 1 4 AL R L2 %ICIERIEE 5 2 HHT 5 2 L3 fReE Sh
7

4
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[#5 5]

BHIMEORERNT IR EMIL, 2 BEREIE&RGRE (Q2W #f) 106 1), 1 BREIME&RGRE (QW BE) 319 il O
Z B AREE 315 BlOF 740 Bl TH o7, £7o. RO SEMIZ, Q2W B 110 1], QW AF 315 6 &
ONTTvREEISHITH o7,

(F2h1)

HMED co-primary endpoint T 25 16 HE D IGA =1 FE R KL O EASI-7S ZERRCRIZE 1 O LB
ThY, 7T EREEEARFREL ORHEIZBN T, WTNOFEEB IZB W T HHGEHFIICAE R E

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

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

Q2W At QW A 75w AREE
IGA= | ZERE 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 D [95%FHEIX ] 45.7[35.7,55.7] 40.8 [33.7,47.8]
p 2o <0.0001 <0.0001

% (%0

IR SR IR IE BT Non-responder & L7z,

a) MUK ONR—R T4 VIO FIEE (IGA A2 7 3 Xit4) 2 Liz Cochran- Mantel-Haenszel i /&

b) 7T EARREE EARBIHOLBIZI T 5 H BAKMEE TN 2.5% ERETHZ LT, REDSLEMZ R

T2, ERAMIHMEEB OHERBIZE 2 LBV THY ., WTHOFHMEEB IZB W THAFIREN T Z
YAREEE ERIDMEMFED Hiv, $&h5 16 BHE LK, &5 52 HtkE TREQRLEIFOLNT . AKHIHK
Hikwe o X o GtEiaiafR T o b0 LB b7,

2 FERAETNIEH OHER (FAS, NRI)

A H Al 2 Q2W #f QW A 77 Ak

4 8 15.1 (16/106) 15.0 (48/319) 7.0 (22/315)

R 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 A 53.8 (57/106) 57.7 (184/319) 24.1 (76/315)
EASI7S 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)

ot 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 i 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%Lh FikdE L =g oElE

b) % HFENRS A 27 O H N OB LN _R— R T A > 564 S IR T L o4

(%2 4ME)
BEFGIT, Q2W F£91.8% (101/110 1)) . QW #¥ 88.3% (278/315 f5]) . 77 & REE 88.3% (278/315 #i))
5
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IO B, ERHFLRIIEIDLEBY ThoTz,

FETIE, QW BE 1 6 (ZilEde) ISR b0y, 1RER3E & OREBMRITIEE STz,
HERAEFSIT, QQW #E3.6% (4/110 f5l) . QW #£ 3.8% (12/315f) ., 77 &HREE 6.3% (20/315 fi))

IO BV, ERFGIIT PE—MEER QW EE 1, QWEE 1, 77 AREE 1) Thoi,
HUEIZE > 7o AEFGIEL. Q2W HE2.7% (3/110 #) . QW £ 2.9% (9/315 i) . 77 & ARHE 8.3% (26/315

1§J) \—mu\&) %j/llf\—o
BIVERIZ. Q2W £ 33.6% (37/110 ) . QW #¥ 35.2% (111/315 f5]) . 77 B AREE 30.2% (95/315 fil) I

B BT,
£33 WTIHORETS%U EICRBNRD SN -G EFL (LR R EH)
Q2W #E QW 7t 77 B REE
L (110 f) (315 ) (315 )
7 e —E R 51 (46.4) 111 (35.2) 179 (56.8)
BLHEA S 26 (23.6) 66 (21.0) 64 (20.3)
VR S 16 (14.5) 61 (19.4) 25 (7.9)
7 Lo X —PEREIESS 12 (10.9) 48 (15.2) 17 (5.4)
L’f\iﬁﬁ%’é 11 (10.0) 49 (15.6) 35 (11.1)
G 7 (6.4) 12 (3.8) 3 (1.0)
[T ﬁ 6 (5.5) 7(2.2) 19 (6.0)
BV 5 (4.5) 26 (8.3) 19 (6.0)
A g~ L~ 2 4 (3.6) 17 (5.4) 10 (3.2)
A7z 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 55 A AR (R668-AD-1334 5H5k)

[FABR DA 2]

Medium potency (HADZIATIIA hu 77 7 ATHYET D) LLED TCS THRA+53 L&A
FOBBREND TCS BHEEE L2V M E— MR B 2RI, AR OH IR O Gt
L7120, 77 AR E AL B BRI TER LB Y R, KE%O 10 HETEM I,

ARBE, B (1638) KOMBHRRAY (128) Xoisksiv, Ak - A&, A%300mg (Pl
600mg) % 2 WAL <X 1 EERXILT 78R %E 16 WK THET5Z &&ﬁiémtouax74/
KED> 7 BLL BRI —EMAEORBINHEZ AT 2 2 & ERES L, it 2 HEER DS HHEBL L 72 BR I
RATREID I RE L STz,

516 % D IGA=1 ERHE K O EASI-75 #4373 co-primary endpoint & SAU72, x5 & 72 2 B 13
18 1%L LT FE—REREHF T, A7 V—=U JIFICLLFORRER -2 & & S,
(BRI TE)
> CKRERJERT S —2 WEE T 3 FLLEATC 2 H
> MAXn73uLfmmxz7qu;¢%ﬁ%K£@éTb5~@&%%%%@%éumui\

K OVNRS R 27 O EOERE 3 LI E
O RFIREIT. SV VB L. 7 HBLLERESE L C b+ BUG LW ISR IS D BB TR IR A 5 57 5 BRSO ROF TR S HERE S
Nz, FREEE IO REE EOBEHIC X 0 BERIRGE IR TR T E WG AL, H]gh potency (HARD/ZEHTIIRY —Abmrv 7 r7 5

IZHY T 2) Lo TCS XUTEH ISR L 2 RFAR A B L Lz, MR E LTRIAT B A REXITEIWIEAT A F
PSR B SN2 E . IRBEEOHR TP IE S i, SRR ORI G- 2 bR OF) 5 L1 L %Iz
FBIY 2 Z &N FREL Sz,

6
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> 6 W HUWIZ, TCS TREA+ LM EOBH%EN D TCS BHERINRWEORENH D -
BRAASr & 1%, Medium potency LA D TCS (WMEEIZ)E U T TCL 23800 2472 < &6 28 HMXIZ
A SCETHERR SN 2 B EWIM O WTIEN G OB, A &G LT R TRETEEE DMK
VOREE (IGA 227 0~2) ZHEFFCXenZ L L ERSINZ, L6 W ARICT b —MRERIC
XD R PEIRIR OGS B 5B S TCS THIRA+5r & Al Sivlc, Lotk EoMm &1L, 155
WZEDR_"RT7 4y b RREIZ Y R 7 (BRI, WBUESUG, B2 BEZNE, B8 o %)
EEFEINTZ,

[#5 5]
BN DT XIS EEM L. Q2W B 224 B, QW Bf 223 Bl K NT T v REE 224 BilDE 671 Bl T - 7=,
LMD RENIL, Q2W £E 229 ], 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 ZERER L O EASI-7S5 IR 4 D LB
THY., 7T BRBELSARFREL O HEBIZBNT, WTFNOFEEBIZB W T ORI A B R E
RO BV, 7T BRITHT DA 300 mg D 1 @R G- KO 2 @8R 5 OB E DS REE S vz,

K4 516 WEOIGAS 1 FEEE N 'EASI-T5 iE1E (FAS, NRI)

Q2w R QW #f 7T Rkt
IGA= | ZERE 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 SR TR X Non-responder & L7,

a) MUK OR—2 T4 VIO TEIEE (IGA A2 7 3 Xt 4) %JE& L7z Cochran-Mantel-Haenszel 18 &

b) 7T EARHEE EARBIHOLRIZE T 2 HBAKMEE TN 2.5% ERETHZ & T, MEDLEM LR

Flo. ERADMFHIEE OHBIIER S OL BV THY . WTNOFHEEE IZBWTHAAIN T T &
Az RS A 2D bz,
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&2 B ARMETE R O (FAS, NRI)

PFAfZE H AEATEH QW Bt QW ¥ 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 1 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 1 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 %Y 8 3 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
16 1 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;;g%% 8 i 33.3 (71/213) 33.8 (68/201) 8.5 (18/212)
" 16 1 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)

% (#1550

R SR TE B E Non-responder & L7z,

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

b) % HFENRS A 27 O B NIREAE DB FEEIRR— R T A b4 HULHET Lizgg o4

(& 4ME)

HEFRIT, Q2W BE 74.7% (171/229 f51]) . QW #f 69.3% (151218 f51l) . 77 & REE 66.7% (148/222 1)
IZRRD LI, ERFRIR6DLEBY ThoT,

WLEITRO o T,

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

HIRICE ST AEFRIT, QW B 1.7% (4/229 i) . QW #f 1.8% (4218 f3i) . 77 EAREE 0.9% (2/222
Bil) 12RO BT,

BIEFIE, Q2W Bf 29.3% (67/229 ) . QW Bf 31.2% (68/218 ) . 7T L REE 18.9% (42/222 fil) 1Z3#%
b,

F 3 WPIHORET 5%LL LICEBINTED b EES (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)
SLIHERZS 27 (11.8) 26 (11.9) 22 (9.9)
SRS 21(9.2) 11 (5.0) 13 (5.9)
BSOS 19 (8.3) 41 (18.8) 13 (5.9)
T LIVER MRS 12(5.2) 8(3.7) 3(14)
G 7(3.1) 12 (5.5) 7(3.2)

Bl (%)

2) BEFIRECHRARTH72T7 Fe—HEER (MR)

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

[BABR DA E ]

ITAT LXIEA R T 7 T ADTCS THHRAF 0% 6 W ALLE I8RO T b —MER
B (HEEFIE 60 B) ZxI5:2, TCS fFH FTO 7 7 v RITxd 2 AF OFIE R LM E2 BT 5
7o, 7T A AR 2 (b B ARG THE ] FLGRR 03 e S A7,

ARBL, —EHEMRKREY (&5 16 BET) RUFEREREGH (5 16 BLIRE, AT 57K
AL 3 FHONTNNRNWRERET) Mol S, —EERKESHOME - HEIX, X=X 71 VI

8
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OEBRITS U HE - R (E7) TAAIIIF T RE2 R FHRGT 5L ERESNT, HFERTEER
HHClk, “HEERBESHOBRGHCEIOT, RRIZEREIS UL - AR (R7) CTRTEEFTLZ
& & ENTEH RN=A T A D14 AL EFT SR T —E M EOREANANELZHENT 22 L L Sh,
N—=2 T A D 14 BEINSHE STz TCSIEFROZ B L, WA QUGBTI U T, k425 2
Ll INTd, £, JBREML (Hf) EEOYIEIC L0 RFTEEDD ATRE & STz,

K7 REROAFMOMIE - HE

LS - &

5 kg LAk 15 kg i 200 mg Q4W

15 kg 2L I 30 kg il 300 mg Q4W
30 kg LA I 60 kg Kiifi 200 mg Q2W_(#JI=1 400 mg)
60 kg LA 300 mg Q2W (#1151 600 mg)

5 16 W RF > EASI-75 RN FERHIE H & STz,

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

MR- 2 & & &,

(7B PUILE)

> 1AEULERT E#% 6 » AULE 1 R OHAIL 3 AL LERD &7 hE—MERER LB S, 27
U — = ZIRROKRE R R P2 — 2 W MBI B S & 2l

> IGA 227 3LLE, 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 EHEA 4 DL L

> 6 WAUNIZ, TCS THRATHTHLEDORGEN DD IRA+ L. I 74T AXTA r Y
77 ZADTCS (WIS UTTCL 2 0FH) 2072 < &b 28 HREDUITMT CE CHERE S W D R E#K
B3, m A L L EAEOER KL OHERE, 5 L < I35 BIGEMEMEVIREE IGA 227 2 LLF)
RERTE RN EEERSIN, L 6 W AMIZT bE—MRERIIIT 5 2HPEIRR O
b D BE D TCS TR+ & i STz,

(5 2R]
(B 2hE)
BEED EEFEE H Ch 545 16 BIFIZEIT D EASITS ERRIIE 8 D LBV THY, 7T Rt
EARFNHE L DX BV THFHFINCA B RZEDR D biv, 77 B ARBEI 2 AEIRE OB

Y Bl 16 MOIERILE R 5 H~OBATIRE L OB G- 32 T LA O & fa g RBERFIZ BV Tk, RERIERS RIS Uk - HETRE572
Tkl EN, kbR ICRESBIME (15, 30 It 60kg) % EIA15 3 ITEEET 5 2 [0 Flal 554 13H%E - AENSEE I,

S HEEMEREENACI T A T A7 T ADTCS 2 1 A 1 BIBAIT 52 & & &, BREOMENL (M, . RIE, Aess, KEZER
FALEE) XX T4 T LY 7 AD TCS OffeH N ZETIZ ARV EE X LN AT, RS ERM OB ESE, TCIA2 10 1
[F@AA$ 5 Z ENFREINT,

OIGA AT W2 LA FIZR -T2 GE1E, ST 47 527 7 AD TCS O AMEZE 3 NS L, WENHER IGA A7 7230) Lk
THIETEZ L L &NT, WENFHRLEZEAIEL, 3T 4T L7 7ADTCS DEAZHETLIZ L SN,

D IFT 4T LY TADTCS ZH# A L THHRANE LT 25HAICE. A her I XIRY —R ha 77 7 20 TCS (Hi.,
JE R R ORISR LTI TCD 2 M4 5 2 EAHFRENTZ, A ey T XIRY —Z ha /7 52D TCS 12 LD REHEHEE 7
A ke L C O IEIR OB EN R WEAITIE, 2FMAT a4 REUIEHHIEAT o1 FHREIHEE S Z7axRY > A LF
P—h, 23T ET TN, THFATY %) OFERAPTFRESND, REMRFREL &5 L2 561%, IBBRE0#k 5
EHIETS L L &N, BIRE TR, EFMHRFIRORERSG S 4 BWE UL 5 oW R o IR ARG L7211k
WG OERANHE L Shiz,

& 1% 6 7 A LI L 6 AR - Bk, 02D NRS A7, 6 bh b 12 i : 22 NRS 227, 12 iELA b 18 Bk : © 9 FENRS 2=
7o WG 0~10 D 11 BeFEOHUE LA A 47— L,

9
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AEES N,

# 8 FAMEOFEEFMEH O (UTT £, NRI-MI)

AFHHE 75 B AREE
¥ 516 BRI 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

% (BI%0 . B 16 BLARTICOFAEE 1L IK K O HEE (EFIE T REF TR 2 % T- s . A HEFRICL VIR

Ze b U 7o R BE W ONC R E UL REE 12 L D ERMIENC X 0 158 AE R 1L Lo iRE 1L ) v VAR 2 — L&

Eh, TOMOEHE (COVID-19 & te) TG 16 BT — 2 BNRHMl & 72> 881, ZEMEERICE V4

SES Tz,

a) N— AT A UREOHER (A% 6 A LLE 6 s 6 B 12 B, 12 LA E) ROV6 mRLL k12 R
DEREFEDOR—AFT A4 VD IGA 227 (3,/4) %JERIKT & L7- Mantel-Haenszel 15

b) N—R T A UREOHER (£ 6 A LLE 6 BA 6 WL b 12 BRI, 12 L E) ROV6 LA b 12 BA
DEFEDOR—RAT A4 VDO IGA 227 (3,/4) ZJERBIK+ L L7= Cochran-Mantel-Haenszel 1 7F

Flo. ERAHMRHEER OHBITRID LB ThoT,

# 9 ERAHMEFMEE OHER (ITT £, 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 < IBOATRIE A BRMG. SJUIAEFSR, AoExanss L < IXREREIC X v iREe Fik L
TR E LI ) L AR A — L &, TOMMOBH (COVID-19 2&T) 12X 2D KIMEIX S mifise
FICE s, BEHENTZ VAR H—0E|SG % Rubin'srule & 0 #HEA L, FUSME D VI BB 4k
HHENZ,

a) #5116 HUK GEERERLSH) IXEEIE UM - AR CTARARIDRS Sz,

(Z24tE)

TEEREEIICBT D EEFRIT. AFIE 63.3% (1930 F) . 77 wAREE 59.4% (19/32 #1) 12
S, ERFREIELI0DOLELY ThHhotz,

KOG FIEICE TG ERZITRO Lo Tz,

HIERAFFRIIAFIRE3.3% (130 #, RimlEIHR) . 77 BAREE3.1% (1/32 ], COVID-19) 1278
BN, W BIRBRIE & OREBEMRIZEE I,

BIVERIZ. AFIRE 16.7% (5/30 1) . 772 AREE9.4% (3/32 f) 123D BTz,

K10 WIFNHOOEET2 FILEICRO HNHEFR (CEEREGY, 2R REH)
AHIHE 75 ARRE
B (30 #) (32 5l)
T L X — PRSI S 4(13.3) 0
FIAgEZ 3 (10.0) 7(21.9)
FEEL 3 (10.0) 0
H R~ L~ 2(6.7) 0
ESii 2(6.7) 0
e 2 (6.7) 0
1 Bk 1(3.3) 2(6.3)
7 bR R 0 2(6.3)
i B 0 2(63)
B (%)

10



552 £ TOOARFNEGBNTIIT DA EFLIL, 85.5% (53/62 #) [Tl b, FRFRITE 11O

LB ThoT,
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R OG- PILICE S AEFFRITED b Rho T,

EELAEFRIT, 3.2% (2/62 i, KigEIGR, HEEXRA - ZENEREDE) (RO B, WTiL s iR

& DRFRERITEE Sz,

BIVERNZ. 25.8% (16/62 f7l) (2388 HiLi-,

F 11 2B EICRO DN EEFL (&5 52 WE T, LRV RER)
A 12 5051 AFI P 5551

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 L VX —PEREIRSE 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 YeE R 2(3.2)
=5 3 (4.8) I R ERISE 2(3.2)
2 3 (4.8) BRI 2(3.2)
RASH 3 (4.8) b 2(3.2)
NEEi 3(4.8) P B2 ok 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 ERE TR G AN O HRE 52 ME T, ZEHEMRKGMICT T BAREETH VD IEEMRIER B G- TAA
DG SNTHERFE 1T 16 LRI 5 52 1 £ TR b A HFEFLENLI ST,
11
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4. FEFRIZDOWT

AHNDTE S & 70 5 BB OFIR K OG0k L. WO Thns Z ENkD bbb, £-. AH D
BEICEVEEREERZREBL-BICKHST 2 Z EBNNERT-H, LTFTOO~BDFT T a4l
HIZBWTEHT & TH D,

O  HEERIZOWT
AHNOFEEHRZIT IGA A 27X EASI A a 75O YECT—EL EORBIFENEEZ AT 57 b e—1k
FEREF L72D 20, 7 b E—MHEERICET 2@ IER AR, MR EELFMATE 52
ENEETHY, 7 ME—EEROWRE, &Kl TH, 2l B (3% 7 FE—MEEELRDS
WA RTA ) ZEIL, BHNZOWTOFo7misz A L, 7 b E—MEEE R OZ M & OVEH
KR DEM (FROWTNNICEE ST DEM) NYZZEBORFICEAT 2HEORTEE L L
TREIN TS Z &,

< [EAREA: >

T OWTINOEEL 23 Z &,

[ AT b e —MER G R EF IG5 T 256]

(7) EMFFEUSE 2 EOMMBHE & T LI, 5 FEL EORERBZEOEKIHE 21T> T\ 5 2
Lo

() BEARFFIGE 2 FOMMNHEZE T L72RIC 6 FU LOBKREREZA L TND 2L, 9 b, 34
PLEIZ, 7 FE—PERER 2507 LA —BEOBRIME 2T o TWA Z &,

NIRRT b e EREE ICRET 255]
(7) ERRFFESSE 2 FOPMBHE ZE T L72&IC, 5L EORERZROBKRIMEZIT>T\\5 =

Eo
() BEMGRFFIRGE 2 FOMMIWHE ZE T L7121, LT OWHEZ & e 6 FLL EORRRRRERZ A L T
HZ L,
o 3R LEO/NERZREOEIRIHE
NS

o J3HELULEDOT FE—MEEREEGTT LIV =R ORRIHE

RENORE R FE % DR L A Z TG 572D ORERTBHRAEENFEE LN TND T EM
b, Uik Z MU EM TE DM TH D &,

©@  BENOEIELEFREEOMH IOV T

BURARZEED D DA « LEMEEFEOHKZNFEROFHC, AFFERVIELE LG E ITHEE RS
EHRIE T 2 HRINNIAT O T L O ERMFREE, [EHOEHINESTHD 2L,

12



https://www.ajha.or.jp/topics/admininfo/

®  ADHEROEIEHA~ORIRIZ DN T
W B EDAITHMDT LA X —MRBE AT D BEICAAN R G T HHEIC, ST LAX
PR H RN & s L, 2 OBRBEEICH L TR R OS2 2 B RHI - Tnp 2 b

(6. WHEITEL CHETREHHE, 6) M),
TFT7 47 F—FEOMEM EOERICRE SN BWEMIZ G LT, Hakhiak T B R o §
5

FAMEZ AT AIEAR & U, BIEFHOZEr-ox B U CTHBE R US4 52 1), BB IS U 70 ALE 78
TEHEHINE STV Z L,

13
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5. eGSR L7 D HEE

(i NI |
BHEOEEDHMNH = > Tid, LTFICEYT24E% 6 W AL EO/NEUIRABRETH D Z & 2R

T5, Flo. MNEOHEFERESkg L ETHD Z L2 HbE CTHERRT 5,

1.

T NE—WRERZIFETA RTA L 2BZICT bE—MEEROBEZHN I TNHEETH

5L,

PIRIEANRIRIC X D1 YT F ARG ond, —EL EoRBEaE Y2645, LA

T A FAHES D VY = 2— Y CHESNHIKE ST 2 B0E, B2 RPTERERE L <i34a

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

DEHTHT NE—ERERBETHDH Z L,

Q) 7 hE—MEEERZIETA RT A4 CHIEEIOL U THRIND AT oA RAHIE (A :
Abar 77 AU NI T AT L TAUL) RNV =a— ) VHESNHIEEICL D
Y72 2 HITD 6 1 AL EfT> T,

b) L FOWTNIZHiEY T HIREE,

e IGAXa7 3Pk

o EASI 227 16 LA ESUTEHE OJLFEHICTRWRIE R (L5 iz a2 HT 556 (HRE LT
SHEROD BEASI A7 3 2.4 LU bk, 7L FOSHAIL 4.8 LLE)

o (RERHEMEIZEDDHT bE—HEERFEOEIS 10%LL

[# 5 DRk & 7-- ]
AR ORI BT 2 H 2R (% 5800614 16 W) 2B 2. BEBBID 16 K £ T

(ZIRROEDF BNV EIE, AFIORGE2HIET 25 28, £ KARRG PITES IR ORERS

1TH9Z2 &,

ShiZ, AT aA MRSV = —U UHEANESE L OOFHIC LY H5REOHF (6 7 A

%L LT %) BROMR DGO NS EITE, 2 BHRIES LA AREZEA @O S Tv
D L aMER LTc BT, ARG O—RR IR ZRETT 5 2 L,

7R, IERNEMR UARE G A — R L L7 BEOT N E— R EROFRICEE L, BEOREEZRE

FNCHNRE L TARIR G 2 BT 25613, [BEERIZOWT] @2 25 HBidau,

14
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6. WHICERL THRHET & HIH

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AREND RS x LIRBIE OBEERED & 5 BFIZOWTCUIARR OB G PR ER TH L T-0, &5 L

WZ &,

TF 7 4T F%— (0.1%A) MBHE SIVTWD, BRI GRHIIBIZEZ + 01TV IEE T,

FEDRIRIEE, B, O F W, AL WM, Z SRR, WL, M MIESE o A%ﬂgght%
ITEBICEEE R L, EEREEITH L

ﬂ@%ﬁMEGW%Mm&%bhé_kﬂ%D\%_ﬁﬁﬁﬁﬁwﬁﬁfw;ﬁﬁﬁﬁwﬁau%

AW SOUFEERMEZ 38 M S MEP SENESE (BEEEARB) S5 DREPRIEIR 2 £ 5 - B ERIEINIE D FEBL &

BOOLNTWD, ZNHITRAAT 1A FEORE - PUERFLSMI RO b TV 5, KAl

T, GFEREREOHERS W ONC B RS, FER OB L, DIREGIHELR V=2 —r T —%

WCHEET LI L,

KRB GHROET 7 F o OFFREIL, BEMDPHERINTWRWOTHEIITHZ &,

AHNT IL-4 K OVIL-13 OFLEERIC LY 2 BUGR S 2 392, 2 BG4 Bz

K5 AERBHEBSREIC B G- L T D ATREME DS & 5, AR BB 12T L T, AAI 2555

AN A AR R G DIRIR 21T 9 2 L, BEDPARF G PICH/ERERZE Z L, JUF/ERIRIc XD

TR 055 B IE, AN AT 2 £ TRAIOR 52— ik 2 2 &,

$ﬁ®&5 ;ofAﬁﬁém@7v»%~ﬁﬁ$@ﬁ%#ﬁm¢éﬁ%ﬁ#%D\é&?vw
—MR BT DU ERE B 725 E ., RS EHICE L, MEETIIETICELBE

n%&éoKﬁ@&ﬁ%ﬁﬁE%&U&5$¢%®F$£@%€@T KA G R AOF

57 LR —RB YT S EAEEUIEEET S 2 b, BFICXI LT, ERiOF R, £

O OHFEBIZKTT DIHERENELZELE LWL FFET 52 &,

AT v A RAMNHIEEICRIE D BE ZFRE | IRRARIZII A T 0 14 RIS OHURAES K

FOSNHAREEEFH L THWSD Z &,

IRIZBWTIEIT AT L7 TADAT aA RAVHETHREATOEBFITK LT, KD

BEAZBWBT HRNCA ey 77 TG Z2DRAT A RAHETORBELEETHZ L,

E%X?D4F%%%§ffwé$%’%wf\Kﬁ&@%%%ﬂX?D4F%%%K$EL

RNZ k. AT uA REOBENSLERIGAEITIL, EMOER N THRAITTI 2 &,

WA BTN % %meiﬁﬁﬁﬁﬁégﬂémﬁd%$%®%ﬁ&@ﬁ£ﬁ%@twmﬁg

REWE OB L CBMHTS 2L,

AANDOESLS Y R 7 EEFTHEL G L, DM FEEER T2 2 &,

H OG- OFMIT Y 7o > T, EROZ YA EEICHET L, B XL ORER 15T L ChEy)

REE. IR OREEZT L5 &,

55 1K)
T PR R DI A KT A 2 2024 (ARSHERIEA A AR GRIES/ —RAHHEA B AT L
%2 i)
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1. IITHIZ

I DA N « ZEMEDTERO T2 DIZIE, I SCEFEI DWW B 23Kk 6
Do DI, ITEORFEIFROEAT LV | FUKEESFEOFF I RIENETF 2615
EIMPEKRINLF T, ZhODEEKLAZEICNEE T2 BFITHEUNCHRMET 2 2 &0
BIEXORRE L 72> TRV | B MBOEE & O HEATTEF 2016 (FRk 28 4F 6 J 2 H R
iE) IZBWTH, FHEEGEOMHEHADOREIHELND Z L SN TWD,

BHERT 264 2 EEME, FEEERSL 2T 0 7 7 A VBB FEOEREM L 5
MR D ENDD, ZOTD, ANMELNZEMEICET RN +0EEINDETO
., UHZEELOBELZRZT L5 PSRN 2BEZICH L TEMNT 5 L &bz, BIE
HIDFEEL LT BRI B xS & & D 2 & S ATRE 7R — & DB 2 jis 7= J I B CIEH 3%
ZENHETH D,

L7edio T, KIA RT A4 T BAREFESL M E TITE LN TV D EFHTZR - B
A LN FE-S & | LU O R FE 5 D it 7o 2 HEME T~ 2 8L b B 2R B B 2 5 RO
BHEEE T,

I ARTA RTA %, MSATEGE NEIE S ERE IR ST . — M EENE AN B AR
TR, —AEEVEN BART LV —22 R O—iAEEE N B RERRNEHEZ O 10 b
EAERL L T2,

WHBRERDERN T2~ (B THRZ)

REERDMREIRR « 1B MERAZEMER R BEARR TR+ 2B ITIR D)

MG LRDREROHE @, RAICIET 2 E~7 (B #iz) & LC1H300mg %
2R TR T 57 %,

LBl T AV S | 2wt an
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2. BAIDFR, 1EFEF

T a7 (BETHEZ) (LR, IAA]) X, Regeneron Pharmaceuticals, Inc. 738l #
L7-. Interleukin (IL) -4 SR M ONIL-13 S RE AR L TN D IL-4 /KT V7 7 (IL-
4Ra) 7=y MIFEA L, VT RTH D IL-4 HNVIL-13 25 Lizv 7P viniE & LE
T hma Mz e N 1gG4 €/ 7 a—FAHKRTH D,

MHLFFREERE O Z 1L U &35 2 BIRIERISC, #fEb, VET7 V7 BT
e ES o, BIEAEMERZEER (LT, [COPD)) BHICRIT 2 HERREAN T 1t A
WZIXIL-4 KOVIL-13 3B 5-9 25 & S TEB Y | FRT IL-13 1%, BrEoB, # & KU AZED
JEUR] & 72 2 PRHI A T Al & OSKHEI W TeE 2 S & i 2~ 2 & 3 ST % (ERJ Open
Res 2022; 8: 00576-2021), AFNE, IL-4 LOVIL-13 DY 7 FouniExE T Z Lick v,
2PRIEA AT 5D COPD IZHf L TIERIR 2~ Z L 3Hifi s b,
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3. ERERERE
18 PHZEMERTE B (BEAFIRIE CRORA 0 7 BFICIR D) OAGRRFIZFHM 21T - 7= £ 72 B
PRERBR D R AT,

FEI B AL [A) 2 I AHEER  (EFC15804 3U5k)
[FRBR O]

RRFEEMMESI= U 38 (LUF. TLAMAY) . RRHEEMAME B2 #lEEE (LA, [LABAJ)
KOWART mA R (LR, T1CS)) DOOFHRETHRA+4r 72 COPD BF# 931 4 (AA
AN 13 B EETe) 22X, AROFGINER DL EE R D720, 77 B R REES
(b= BB MR TRE R bhisa R 3 326 X Tz,

k- ARIZ, AFI300mg L7 7R % 2 BTS2 &L FRETHZ L L En,
A7V —=270 1 7 AL ERID SRR %8 U C LAMA, LABA X OVICS (ICS 235 &
DAL LAMA KON LABA) #—EM&THFHT 2 Z & & siizd,

ANMED FEFHMIA E 1%, TEEIUIEEIO COPD HHA X FOFEMFBEHE L I
77

KL T HEBEIL, 40 LA L 80 LA T D COPD & T, A FOREHEEM -+ & &S
77

(= 7B RILHE)

> 10 pack-years L FOMEIEZ 95

> R IR 4% O FEVI/FVC L2y 0.70 Rl o508 LR 5.4 O FEV, 8 T
HHED 30%H 70%LL T O PHZE Z 1 5

> A7 U—=2 KD MRC BV A7 —/L T Grade 2 UL L

> FAAUET 1 FELANICHSEEED COPD ##EA N R 2 LA E (95 1 ENERHERT
0 REOEGNMIETH-72) NITEE DO COPD A X2 A3 1 B ERREk S
TWT, D7e< &8 1A COPD H A X2 MX LAMA., LABA KONICS (ICS 73%%
SEDOHAIE LAMA (N LABA) OOFFHIZREILL =

> EEVEZAMLRTO 3 4 ABIC LAMA, LABA KOV ICS (ICS A 20A 1 LAMA KO
LABA) OFfEZZITTBY ., A7 V—=V 70811 B AL T —EHETRES S
QA

> A7 Y —= ZREOIM A HERERELAS 300/ul LA L

D1 BIOEEE T 2 [B0O LD COPD HEHEA X2 MMEIK, FEARTEIEO A EFENTIR S, SHEEEOLAIZIE.

~7uT4 RRFAWEORE 28 HREIOFEHALOEHEAT 04 FEROKE 6 BREOFERANTA SN, RAKY T
AT 7 —F 4 [LEK (roflumilast) X NT A7 4 VIR V== 7R 6 WA B2 T—ERABETERESN TV
A BIRD BLERERIZA 7 UV —=2 7 1 A —EAETELE SN TWEEEE, ZREERARTIR SN, Fi-.
AR ORI S LT, LEIZS LTIV T7 ZE—/)L, levosalbutamol, £ 77 ha b’ oA, A 77 bkt v s,/
SR RIERE B2 RIBCERIAHI T T LT 2 U o OGN TR L Sz,

EEVEAT A FIE (AN, §IRN., BO#E5%) IREROREEZLE LT 5, GBRETEMC LV Esh
7= COPD H§fEA <> |

B U < IXRRTRHEES, BaLEE TO 24 Rl 2 B2 281882 ME L 5 IR TICE - 7= IR E(LEIZ L D
FLERE N7 COPD A X b

2

3
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[FE 2]

(1)

BENMED EEFHMEE CThd 5 HEEE XILEE D COPD HHEA X2 b OFERMIFEELRITE 1
DEBYTHO , REBE L 7 T B RBEOR EI B W CREHFIICA B R EDNRO b, 7
7B RICKT D AR OB RGE S e, F70, AR Emeiiz®kk
DTHY ., AFBETIE, 77 B AREEE LR 2 GEE S b,

K1 PEEIIEED COPD A~ P OERFEH KD (TT £H)

B AFIEE (463 i) 77 AR (468 1)
AERIFE B 0.788 1.113
TIvREEE O [95.1%FHEX ] 0.708 [0.583, 0.861]
p fE " 0.0005

a) BEHRE, M, N—2 T4 VHED ICS mHEOHEAAMR, A7V —=2 ZEEOMBRERYL (FRWEE
SENLDSN) | R=RAT A URRORBEREE (RUESIEEIRE 5% O FEV, O TREIC KT 2 E1E)
KA ) —=> ZHi] 1 FELIN O RE L O COPD B A < holal$k (2 [=LLF, /316,74
BILE) Z@iBAESE U, s L= Bssiif a4 7'y WAL LA “HRIFET L

b) A EAKMEM 4.9%

#2 EANERHEE O (TT £H)

- AFI 75 v RRE
A T
BT (463 1) (468 9l)
= 1.28+0.45 1.32+0.46
AT (462) (468)
Beh 12 WRRCEB TS 0.14+0.37 0.06+0.30
SUE SRR Rl D R—=2F A pbOELE (444) (437)
FEV, (L) B 52 HREZ BT D 0.14+0.39 0.05+0.32
R—2F A b DOEE (421) (418)
B 5 64 HEE BT D 0.0820.36 0.03+0.32
NR—RATA b OEE (410) (415)
NS A 48.6?4? 61)6.95 48.5(24;:81)7.77
SGRQ#e~ =7 B 52 HEFZEBIT D —9.44+18.38 —6.22+17.61
R—=ZF A D DOEE (410) (398)
SGRQ A= TN 4 DL LikE LT~ . 52 51.2 43.4
W OEIE  (NRI) B (237/463) (203/468)

b FHE AR (FED . BE % (B
a) PRI DRGNS 14

2 BIGRAEIZBE S BN A~ — T — DX %@%\%I@$£Vﬂiif@cmmi$ﬁ
AR N OAEMZEERER RO S 12 8RBT 558 K IERE 5810 FEV, O_X— 2 5 A
y#%@%ﬁ%ﬁ%3&@%4@&%@f%oﬁo
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F# 3 2 TPRIEICBES DA A~ — I — DX O PERE I THEE D COPD HiFEA N2 S OFEMIEEE (TT 4£MH)
2 BUASEC T  A Av— B — DIKS AR Toemm | eakes oL
R 0.79 (463) 1.11 (468) 0.708 [0.583, 0.860]
2y —=2 7 HR D 500/puL A 0.78 (307) 0.98 (295) 0.797 [0.637, 0.997]
I R AR ER A 500/uL UL E 0.40 (156) 0.85 (173) 0.512 [0.350, 0.748]
. . 20 ppb A 0.71 (238) 0.85 (253) 0.854 [0.663, 1.100]
N=ATA YD FeNO 20 ppb B |- 0.60 (190) 1.00 (186) 0.639 [0.460, 0.888]
NR—=Z2F D 100 TU/mL ¥ 0.73 (194) 0.80 (211) 0.908 [0.689, 1.195]
1375 S TgE J 100 TU/mL LA F 0.59 (244) 1.10 (230) 0.574 [0.432, 0.762]
NR—=ZTA D Ul (151 pg/mL) Kl 0.71 (233) 1.00 (223) 0.702 [0.538, 0.915]
Mg ed Z R 3 RE | PR (151 pg/ml) Sk 0.61 (223) 0.88 (242) 0.720 [0.540, 0.960]
N2 T LD i (723 ng/mL) il 0.70 (222) 0.99 (231) 0.669 [0.512, 0.876]
1fiL 5 # PARC g (723 ng/mL) LA E 0.63 (230) 0.90 (228) 0.762 [0.573, 1.014]

ETNCE ST 9]

a) FERE, HUS, N—2 T4 O ICS B HAROME A,

A7) —= 2 JIEOUBERNL (BIEE /2L |

NR—RZ

A URFOBRBEIEE (RE LRI 5% 0 FEV, O TREICR T 2814) KA Y Y —=2 JRi | FELLN O PR L E
FED COPD HifiA X bk (2 [BILATF /3B 74 [ELLE) G5 3 2 EEICBE T 2 255 Br<) #aiZs e L,
S U T- BRI 2 4 7 & v NES L LIZAO EHEFET L

F 4 2 RRIEITBEET 58S A~ — T — DRI OE G 12 WRHZB T 5508 KLERE 5-a 0
FEV: (L) OX_X—=27 A Vb0 ki (TT £H)

o _ AFIHE 7T AR RE T RRHEE D

e R (463 1) (468 1) o5l B

AL 0.141+0.37 (444) 0.06£0.30 (437) 0.080 [0.038, 0.122]

27 ) —=r 7D 500/uL A 0.10%0.32 (295) 0.0510.28 (274) 0.051 [0.004, 0.098]

I R AP IR R A 500/uL UL E 0.23+0.44 (149) 0.07+0.34 (163) 0.137 [0.056, 0.219]

. - . 20 ppb A 0.09+0.29 (226) 0.02£0.23 (236) 0.066 [0.019, 0.112]

T ATA L DFNO 20 ppb LAk 0.2210.45 (183) 0.1010.37 (175) 0.114 [0.035, 0.194]
NR=ZAFTA 2D 100 TU/mL Al 0.10%0.29 (187) 0.0610.30 (194) | 0.039 [—0.017, 0.095]

I35 8 1gE 100 TU/mL LA I 0.1910.43 (234) 0.07%0.30 (217) 0.105 [0.040, 0.170]

R—=ATA D e (151 pg/mL) A | 0.140.35 (224) 0.07£0.30 (204) 0.063 [0.006, 0.119]

MAER =A% 03 JREE | Pgefif (151 pg/mL) LLE | 0163038 (213) 0.05+0.30 (230) 0.097 [0.035, 0.159]

N—=RAT7A 2D
1fiL 7% # PARC

tfi (723 ng/mL) il
HefE (723 ng/mL) DLk

0.140.37 (213)
0.150.36 (220)

0.05+0.30 (210)
0.07%0.30 (219)

0.092 [0.031, 0.152]
0.068 [0.008, 0.128]

TP EAEERE (BIER) ., T—F v hAT7H 202341 A 19H
a) HERE, i, MR, R, Mk, =270 ICS R, A7V —=1 FEEOBERD, %ﬁmﬂ#5&0~~;<7/r
v DEE YRR 5/ FEV,, WS A/ER & LTS — KB, =2 7 A > ORE XRS5/ FEV,

—RPEiE R 2 AL S & L7 MMRM

(Zath)

FEFEL L, AFIEE 77.8% (361/464 1) |

EREEERIIRSOEBY ThoT,

752 AREE 76.4% (357/467 fil)

(ZR o B AL,

FETIE, AHFIEE 2.2% (10/464 i, ZAVEFER A4, COVID-19, gAY, AN, R
BatEo B, BT ERCE. oM AN, Wik, 2R, e 4 5 Gl

B AT LR

i IR/
776

EELAEFRIL. AHFIEE 14.0% (65/464 1) |
L, 20D BLARKIRE2 B (g,

oz,

Tav & 140,
M R4 5 o Mt A4, COVID-19 fifids. Al
DNZESRIES 1 B) |

\—n:u(yb 5 ﬂf\_ 73))

R RARIESS 1 B1) 1%

7T RREE1.7% (8/467 B, AVERREE AR,
1w REARE A F 5 e, SRR, UiE
W HIRERIE & OREBERIIEE S

7T BREE 15.6% (73/467 15]) (238D 6
. TREREE L ORI BRI ES L
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BHPIREICE > T A ERERIL, AFIRE 3.0% (14/464 ) . 77 BAREE 3.2% (15/467 )
IZERD BTz,
BIVERIL. ARAFIEETS% (35/4644) . 7T BAREE3.9% (18/467H1) 123D Hivi-,

£5 DTN OFET 2% ISR SN AEFR (R REM)

ARFEE 7T v RRE A TE PR

L (464 f3) (467 ) L (464 1) (467 i)
IR 44 (9.5) 45 (9.6) & 1L 17 (3.7) 28 (6.0)
S 38 (8.2) 33(7.1) fiti g 14 (3.0) 19 (4.1)
&R 37 (8.0) 46 (9.9) B 12 (2.6) 12 (2.6)
COPD 28 (6.0) 28 (6.0) IR 12 (2.6) 5 (1.1)
B AR RS 26 (5.6) 30 (6.4) EES 11 (2.4) 2(0.4)
T 25 (5.4) 17 (3.6) =5 9(L9) 12 (2.6)
R 25 (5.4) 16 (3.4) ARG G 6 (1.3) 11 (2.4)
PR B YL 22 (4.7) 10 (2.1) L] 6 (1.3) 10 (2.1)
COVID-19 19 (4.1) 26 (5.6) Bl 4(0.9) 11 (2.4)
B 19 (4.1) 23 (4.9) % (%)
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4. HBRRIZDUVNT

AN DS & 70 D BFE OB O Gkl OHIWTIL, WENATOND Z ERROBND,

EJ/eN Kﬁ@&ﬁ’ibﬁ%ﬁﬁﬁﬁ%%ﬁbk%’ﬂﬁ?é:kﬁﬁgﬁk@\HT®®
~@DFTRTEGHI T HRIZB N THEN T2 X&E TH D,

@

HEERIZ DT

COPD D¥pifi, i & T4, Wi, 163 (5% : COPD (IBMEPAZEMEMIRE) W L1E
WOT=ODHA RT7A4 v (LT, BIETA RTA421)) 2BAL, AFNZONTO+
IR A L, COPD OB M K OB T 5 ERT (L NIZEZS T D EA) 25, Y4
B OARFNC T DR OBEEE L L TRESNLTWDS 2 &,

ER IR % 2 FFOPIIHE ZE T L2121, LT OWHEZ &1 4 L0 LR
BREALTNDZ &,
o 34LLE® COPD IZBT % ME ZREL 2 D B IR
X%
o 34ELLE® COPD IZBHES 5 7 L L X —2 5 O BIRAHE

@ BRENOEFELFREHOMEHIZOWNT

BRI O OFNME - ZeMFEOIRFHFEROEEC, HEFEPEE LTLEIC
WO %It & W EBE L HEONT O 2 EEOEIELEHRE B, 15 H O 23
TWAZ &,

Q@ BHHERUEIEA~DRISIZONT

AT 2D T LXK B EH T LBE AR EZBREGT AT, YT VL
— PR B A T A ER LR L. FORBEIICE L RS RO E ST AR
HINESTNDEZE (6. EITBELTEEBETREEIH 6) 2R),

TFT7 47X —EDFH EOFEEICEHE SN -EWER IR LT, Mikhnak X II T
R OB 2 A3 5 EM & EE L, BIEHOZW-oxH S B LU TS L O E
0T, EBICHEY R E N TE DIEREINE S TND Z &y
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5. BEXRL R HBE
[BE®IRICHOWT]
G- OBEL ORI HTo > T, LTI YTHEETHD I &2l d 5,
PR IA KT A %5552, COPD DFEEZMIN 2SN TW5,
KB LRI, 5.4% D FEV| 23 THIE D 30%48 70%LL F ORIRHZEE LD,
LAMA, LABA X OVICS (ICS NEET DAL LAMA KT LABA) % 3 7 HLLEOFH
LTW5,
4. WEREQEE (D (D 2EELLE (95 1 I AT v A NEOEENLET
botz) XIXEEEOHE D (B2 248 1 B EGED, 202507k Eb 1 EOHEE
IZ LAMA, LABA K ONICS (ICS A2 DA 1L LAMA KON LABA) DO FFHHIZREL
LTWa,
I P AR ERE S 300/uL LLETH D,
I BER Y NE Y T — a3 VRO RIEIZ R T 2 BB E MER S 4L, @I
I STV D,

(1) BRATA RTA T, #EIZOWT, TR ORI, 0O, B Pk - Efgo
HIBLD 2V EH TR 4580 WEHOIRKEDOEE N LE L R 5 KEE V5, 7272 L, A (I
Ko OOARE, A, MILRZERIEZR &) BEATT 25813, EROEBIIZMO 27 5,
BHROGELH D] LENTND,

(FE2) PHEEOHE  £MAT a4 FE (FHRN, #IRN., RO%E5%) IR EOR G2 LE L

HEOHE: AFE L < ITRETEEE, MEEE TO 24 2B 2 28184 LE &+ HHE,

[ 5- DOk & 7= > ]

RANDBITEITA BT A L EESH I, ARREGPOEE, PR e T = a2l
& LT e Bk ke 45 2 L, AT ORBE, AT U & L7z AT EHEOK
T G UIETEYRIEOMGER L R T2 & & IS KERMED 2 &b 12 KU 52
Z B2, IERRE K OMEERIREE O UGE, SVEHEEORIVRILE 2 #EE L. BEOREBLRE
FINZHEIZE LT, RO DNRWERITITEBAR L G Z2HIT RN E T T 52 &,
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6. HEIZELTHEEITNEEHHE

1)  AFNORRZH LiEEE OB D H 5 BEIZOWTUIARF OB G RN ERTH H 720,
BehH Lz b,

2) T 74 T7%T— (0.1%A) BNHE I TN D, RFIE GBI 2+ 270,
MR T, PR RS, EHA, DE WV, RK, WM, Z 5 FER, WPk, i PR s
DEFENHONTHGEIITELIZEGZRIE L, ®URAELITI 2 &

3) AFEREREEANE (0.9%) d LD Z LBV | KRG IR T O BE TIL, fFRRERE
Jifige (0.1%AM) CIFBRERTE 2236 45 2 ME A SERERE (BEFERBH) 2 OERAIEIR & £ 5 47
FRERHEME DRI LRO SN TND, THHITRAO AT v A REOWE - P IERELISMNC
LD LTS, KA G HIL, GFRBEREOHERE, W N MERIERE, FiER O
by DIBEBEOHER V= a—a N F—SCEET5 2 L,

4) AHEGHOED 7 F o OEMIT, ZEEPHER SN TWRWOTET S Z &,

5) ARANLIL-4 KOV IL-13 OFLEERIC L Y 2 BGEIRE 2 IHd 5, 2 BGEnE T %
Az UYL T3 2 A ARBA RS RE ICBE 5 L TV D ATREMEN & 5, Zr s R 1T L
T AR 2 BG3 AN %A RIEG ORI ZAT O 2 & BB DARAIRE 542 2548 Bk
Yt 2 U, Prard iR X D IR B0 72355121 %, 2R e 3 B3~ 5 & TAA
DG E—RhiET 5 Z &,

6) AHIDELIZ L > TAEUT HMDT L F—MEERB RN T 25 ATREMRH D |
WELT LV XIS 2 RIER 2 B o oG E . IERDAMICE(L T 2%
nbbdd, RAOEGMRBEES L OEGHIEHOEBERSLED T, RAIERG 2
O, AT 27 LR —MRRB ALY T HEA & WEEICEET 5 2 &, BEITK LT,
ERIOFE R, ZNDOEBIZHT DIRFENEEZ AR LWL S fFETHZ &,

7)  ARFNIBEICHE X TV 5 COPD OSSR 2 M0 SB35 KA Cld /e no T, &
PEOHEEC R LI Lz &y

8) AKIOHEERMBBITIERS T b r— L REUTE L 5mAI0E, EMoZEELZ
AL BEICHEETLZ L,

9) EMiRT oA NEEEZZTTWHIEFICIBNT, AFIEGEEBBICAT oA RiEE A
[CHIE LW &, AT a4 REOBENLERGEICE, EMOEE T CHRaI2iT)
Z &,

10) IRFISCEIIN %, BLEIRFEER DIRAET 5 BRME 1T D & ARHI O Kk K OVl E46E FH o
oI R A+ B L T BERT 5 2 L,

11) ARAID RMP Z#GE L, ZEMERFIFHEMRT 52 &

12) ACEGOFERMIZY > TE, EiOZ 42 EEICHRGF L, BE T3 LTt 2%
B, IR OEE AT 52 L,

[51 A 3crik])
COPD (121EFAZEMERER ) ZWr L IRIEDT- DDA RT 4 5 6 i 2022 —xt-HEANH
ENIZIVE e

10





