REF 1115 5 10 &
ASMA4E11H15H

wITEAE (G0 RERRE

OB R EATER ()
EREERRREER (F) &

HOUE I R s i R A (R)
TRESmE =R TR () K

!

&

JEA I B R R RR St =
( & H & K )

TN T GBI L) (TR DEFERAAEET A R T4 DOKRE
WD BEFEIHEIZOWT

TENT (Bl ) JWH (R5e4 - 7B AL TR 210mg U oY) 120
WTIE, 7B~ =7 (B R) BHIOREEHEET A B 74 > G >N E)
(ZOWT] GRS - B 44 11 A 16 AT SRR 1115 25 1 2R G B RS - AT 1
A RER L FEAEHREEA) O LBV | REfEMHEET A R PR ESNTZLIAT
T TS D HREAFI O RBREN EOREBEFEHEZ TR LB L350 T, BE TOR
BREEHREREET, A SRR S o6 L CRIMMBUE 2 BEV L £,

(1) TEANSRSLTETFE 210mg >V o PI2HOWTL, Fmfi HHEE T A4 K74 12ht
W BIMER OV MBI D IF R+ 0BT 5 £ TOM. ARF O R EE R %
T ENIIRFSNDBEITKH L TEMT S & &bz, BERARFREL L7 BRIZ LR
X & D 2 ENARER —E OB E T EEEE CHERT L R ET D
ek,

(2) S 3R



ARIUHN D B H-BIARIZ S 7o > TUE, RO FIR 2 2R E T E O fi§ B IS Fld -5 =
e
1) WIZETLEMOESD S B KRHANET2WROBERE L L TRHESNT
WHEMNEYTH L0 (TEMESET ) 6 TEMER Y] $ToH%EY% 5
D % FLaY)
T EMGRFFEE% 2 FOMMIBHE AE T L2121, 3EL Lo E BB
% PN g3 B2 OERIHE 2 & T 4 FELL EORRRBRAZH L TnD 2 &,
A [ERIRFFEEGE 2 FEOYHIFHE ZE T Li2%I2, 3HEM EOAE X EZBT
L7 VAKX —ZIEOEFRIHMEEZ G e AL EOBRBRBREZA L TWDH Z L,
v EMGRFFEE% 2 EOMIHE & T L2k, 3EL EO/NERZIROEGR
HE DD 3L EOAE X BACBT 2 7 LA X —2IROBERME 2 & e 4 5
UL EDERRERE AL TNWDH Z &,

2) ARFIEGRTORIE I X HERORNL OG-8 H (TEREZEMET ] XX

MEE A ) LR

T mHERART B A R (ICS) & 2D RGIEHEE (REFFHERME B 2 FIFK
K REREAMEL A D) BT (RADZ) A 2 b U xR
B, 747 0 U AARBEAD 2L Thay hr— A RRT, o i
AT A REOEEENVE g B EAFIC 2B EE 2 LT D,

A TR ICS & X DOfMORIIE IR (REFHRIEMME B 2 FITECE, REFRERM: L
ARV ZBFERIETEE (RADR), oA 2 b =B EEE, 747 4V
IRBEAD) ZFRLTh Ay br—ARRE T, OB T oA NEOERE
EPN VB BB EIZ 2B EE LTV D,

3) 2) T BEEMA] Y THHE1E., ICSEYFHEU LICHEETLAZ &N
R TdH 5 LW L7=FH



SRS 11158 1 5
A Ff 44 11 A 15 H

#woE g R
& REETERE S (HmETES ) B OB
oo K

R BAE R - A TS AR R LA PR R
( & H A K )

T~ T (GBI Z) B O i £
KZ 42 (K& XHE) 1220 T

TR A BOE R & S O AR ST EF 2016 (k28 4E 6 H 2 HEEIRE) 128
WTVEFERSOERORECHELND Z ERBRVIAENTEZ L 2%
T CUVHEESR G A BIC L E R B IR T A e O ISRl E T A R
TA v EERTHEELE LT,

S, TEAUV= T GEG R ) WH (RKFE4 T AN T ETHE
210mg > U ) 1220\ T, QM E (BEFERICE > Thm BEJER %2 =
Y hue— L TERWVWEE XITEHRORBEICRD) I L THEHT 2O E
FHEJRO LB M HMEET A R/ LTV EEDELED
T, ZOEMAICE > TE ATA RTAVIZOVWTHESINRD LY, &F
WO RSB M ORIk 3 2 m A BV L £7,


MSSWR
テキスト ボックス
別添



b

XEfE AEET A KT 1
FEL T GRIETARL)
GRF4 - TERAL TR TFE20mg 2V > 2)
~RE M B~

ST 4411 A
(BB EE)



S}/

AN L AW~

AXE®DIC

- AANOKFHE, VR

. BRIARRR

. HEERIZ DO T

CBERRE DB
CBEIZBR L TR E T &R

P2
P3
P4
P6
P7
P8



1. IE®IZ

IS DFENE - ZEVEOREROT-DITIE, B SIEEIZEDWl ER AR D, S5
(2, IHFEORFZEAOMEANC L0 | FURESRS SO HH ST BT 2 6T 2 AR S
HHT, ZOOERMZEICNE L 35 BFITHEUNIR T 5 2 LR OB-E L e o TBY L #%
FBGEE & SEEDOFEARTTEE 2016 (CFk 28 4 6 A 2 ARERIVE) 1B\ TH, SEFiIERNEOMH
RO HEEZ XD Z & & STV 5,

FORVERREF 287 B EIEME, FEYERSORZ ST 1 7 7 A VSBFOESE S DN B2 5
ZENDHDH, DD, AIMEROLEMICET A EHRA B S ILD ETOM, MERLOR
AR 2T 5 Z LIRS BFITH U TERT 2 & &b, RWERDHEL LRI 2kt
LD L ANAIRETe B DB AT RS T 5 2 E N EETH D,

LIz o T, RHA RTA Tl BIREREC 2N E CITA LN TN B SR - Bl Rt
o=, DU N OBERE ORI A HE S 2BLE D LB B2 T MO R~ T,

I, ABIA BT A AL, ISATBAENESE RS AT, — A ENEARARY L —5
A BN AN, AN BAVNET LV —220 ASHHEREA AAV R
FR O ERREN A AREERNEHE SO0 b EER L7z,

RIGL IR DEIRS, - TR AN TR FE210mg vV >y (4 1 7B~V ~T (B Hfz))

HELRIMEIDE - KESE GHEERIC L > THOMmMEIEREZ 2> b e — L CE AW EE U IEE
DEEITIRD)

WELROMERORE - 85, BRAKO 12 U EO/NAIZIETB~L~T (BiaHEfiz) LTl E
210 mg % 4 JWFRE TR MZERT 5,

B3 R 9E ¥ FH - TR M TP RAASHE




2. AH|ORHR, VERKT

TEANSL TR FE210mg >V vy (4 - 7BV~ T (BEHZ) . BUT TRAD) 13
Amgen Inc. 3B U7, FORRMVENEY > SERGEEIR- (LU, TTSLP)) IZf5G 35k b 1gG2A €/ 7
72— HUARTEH Y | TSLP & TSLP 24k L O BAERARET 5 Z 12k Y TSLP O 7 /UEiE
ZPET D,

TSLP |35 M NI DIIEHN A r— RO _EFAnE S 25 ERAam sy« M A v o—FET
B, T ULAFAEROIET LL—PEORIIKIC L 0 PEAEFE S, BRI ONC Ao B SRS
e K O Sae il 2/ L CRulE N U 7RI DSR2 St L, FIRORIE Y 1k 2 Ttk
SHHZ LT, JERBMHAZHET 5 LB HNTERY . [AESIHEIZIIT 2 KGERIEORAG X O%FF
RN THLI R 2 ]I g & STV D, AFIIEL TSLP Lited % Z & TTSLP & TSLP %A1k
EOMABMERZRE L, RECEET DA F~v—H— KO A "IV OREZRTSEHZ LTk
V. RE SRS U TRRRIR 2T 2 L i SN D,



3. BEIREGE
QETEE CEHFEEEIC L > THREIEREZ 2> b e —) L TERWEIE UIFHEOBREIIRD) O
HGRIEFI 21T - 72 B/ R BR OG22 7~ 1,

ERFILFEZ AR (D5180C00007 F45R)
[FREROEE]

FAEXIEAEOWAAT oA FE (LT, TICS)) KOEDMD 1 FILL EDRHEEIED 24 ]
LThay hr—/bREZR 12 EOKE I EEE 1,061 11 (AAN 97 filaGEie) X512, ICS
F OV OO BEFSEOIH T CORKIDOH MR VARG 5720, 77 BRxIRIEEA L
T HE BRI TR bR I S A7,

ik - EIE, AAK1210 mg I 7 7 R% 4 EENEC 52 B 595 2 & ERESh, E
#Abo> 5 R BRI 408 U T ICS KO OO RHEHE 2 —E MR THMT 52 & LHES
iz,

AEMEOEEFHHE R 1%, #2552 R £ COFERMGEHEDREISR L 3 E S,

KGR LR HBEIL. RBLEOKEIEBRE T, UTFOEERZ-TZ & L Shiz,

(7 BpRULE)
» AU U—=070 1 FYERNCEE EB2RrS 1R RS RS IEHED ICS KUE
HIEBSEAER L, 203 B AL LRI SR HESUIEHED ICSO KO 1| AILL Lo R
EHEE DA L WD d 5

> RESHRERER G0 FEV) 235 TRIEO 80%A0M (17 mbA NI 90%A)

>  ACQ-6 A7 7815 L E

> RUESHRERE %D FEV) T 12%LL E2>2 200 mL LL_EO ARG B D

> AT V—=U T AEUNICEEEA T v A RO 55 03 L3 2 SIS 2 [P F
[5R]
(Fzhe)

HMEOTFEFHMIAE CTh D85 52 il E COEMMmGEIEERIIRIIFR 1 O LBV THY, 7%
NEE & ARAIE & OXF NI CHEHAIINCH BRZENRO B, 77 BRI 2 ARARIREOESEL
PEDSHRES U,

D RIHEERIME BAIRECEE LT, TLABAJ), v = b U =R (LI, [LTRAY) . RIRHERMA A D U 2R (2L
T, [LAMAD ., 747 4 V>, 7a®l ) IBED 7 vt 4%
2 MEAE L, DIFOWTNNCEST25A7 W EHE L Sz,
@3 A LA S Lz 2 AT v A REOEE. CUIEEMEAT a4 REA RO )
QEHMEAT v A RO AW L35 BRERERE U IERESMROZS Q4 RSO
RN Z D NBE 4 BFELIEOWHE)
S INTFHY vTaeA R ATV (LUF, TFP)) 500 ug/ HEL AR, AFRONHDOZIMLTZ 15 %L FOWERECIL FP200 pg/ H LA AR
B Eh,
4



K1 Be5 52 R E COFMRERIETIER (FAS)

AFE TSRk
(528 151) (531 f31))
AR B ([R) A -4F) 093 2.10
[95%Cl] [0.80, 1.07] [1.84,2.39]
TTRREEEDL? 044
[99%Cl] [0.34,057]
p fi D <0.001

a) B, MU AR (EAE RN | BRI G 12 VA 2 ELR8) &

HIEEL L, Wi D at-risk HH] GRBIZHIRI O EHEESE BRI R 020tk 7 A

IABROTZIHD) ORBEEA A7 > MEE LTZAD “THRYRET /L

b) AEARYERIN 1%

N—R T A D ICS BRI EFFRITHERIZIZER 2 DL B0 ThHo Tz,

2 N—RTA WO ICS FERIOE - 52 il% F COEMIGEIEEIEE (FAS)

PG AFIE TSRk
i kR 131 132
ICS AR SR BRI (B4 [95%CI] 085 [0.63,1.15] 1.33 [1.01,1.74]
TIRREEL DD [95%CI] 064 [043,0.95]
B AFEE TSR
R Bk 397 398
ICS AR BIEER B (B \-4F)  [95%CI] 0.95 [0.80,1.12] 2.38 [2.06,2.75]
TTRRREE DD [95%CI] 040 [0.32,0.49]

a) BeHEE, MU, A (EAE BN | TSR Gl 12 A2 [EILLT, ) | ICS A& (R ICS, /A& ICS) |
BebHEL ICS RO ESEMAHZER L L, Wi BHEEO atrisk k] GBI DI BIEERBHIR K OOt 7 BIF
ZEROTIE]) OREIHMEE ATy M E LA “IHRYRET Y

(Z22el)

HEFEST, AFEETI1% (407/528 45) . 7T 2 REE80.8% (429/531 f5]) 1ZEBH B, T/ HAT

F3DLEBYTHHT=,
WX, I ERRE2 41 GEL, AR (TERD BV, 1R & ORIEEHRIIETE S,

EELAEFRIT, AKEE9.8% (52/528 ) . 7T ARRE 13.7% (73/531 ) 23RO B, ZDHH
AKIEES Bl (., WSy FACERGL, AR, RENEERENE, 5%, 7RSS H (It v
T F U R AR, BB, fEEsE, ZRMERIRIZS, FEERME) (2O TR & OIKIEE

FRITEE SR -T2,

HIRICE ST AEFSIL, AFRE2.1% (11/528 ) . 77 REE3.6% (19/531 ) |
BIVERIE. AAIRE8.7% (46/528 #9)) . 7T it 8.1% (43/531 f3l) (Z5RD BT,

3 WTNDOORET 3% RO DA ESS: (VRSN

OB,

AFiE 7T ekt A P AN

FEE (528 #5i)) (531 f5i)) S (528 f31)) (531 f31))
BB ISFEDS 113 (21.4) 114 (21.5) RAER 20(3.8) 13 (24)
AGERG 59(112) 87(164) sk 19(3.6) 40(7.5)
e 43(8.1) 45(8.5) A VTV PR 19(3.6) 22(4.1)
i, 27(5.1) 59(11.1) Bl 17(32) 16 3.0)
KUENR 25(4.7) 33(62) NEEESS 17(32) 152.8)
AR Sk 2445) 1732) A VAN ERGERG 17(3.2) 14(2.6)
SIIER 23 (44) 22(4.1) T LIRS 16(3.0) 17(32)
PRERIEG 22 (4.2) 22(4.1) B 14(2.7) 17(3.2)
o 21 (4.0) 15(2.8) B %)




4.

HaERIZ DOV NT

ARFIANE S & 7 D IBF OB O GARGEDOHINN L, U THOND Z L3RD B D,

F7o. AFNOEEIZ L BEREWEAZ BB LTSNS 2 Z E B i 7=, LLFOO~QD

FTARTA I MR BN T2 & TH 5,

@

SUE SO EOARE, Bl & TRE (B8 e TR - EETA BT A LS N S BRI -
HHAA FTA ) R, AFNZHOWTOo37aamika A L, K& SN RO ORI
FEET DEAT CUFOWTNNNTEY T DERM) AU OAFNI BT 2I8ROBETE & L
TREINTWD Z L&,

((DINRESUTHSN: Sy e R s ey
EATERFIUS% 2 SEOPIHEZAE T L7281, LU ONHEZETs 4 4ELL EORRRERZ A LT

l/\éx_é:o
o 3L EORE NGB BET 2 MR ERESHRE Dl ARIHE
XX

o 3P EOKEIFGREIIEET 5 T LV 2RO ERRIHE

[N S BB T 590561
RETSRRTIIGR 2 SFOWIIHEZE T L7i&IS, LUTOWHEZ G 4 FELL LOBRRRZ A LT

I/\é\_ &o
o 3AEL EO/NERESIRORIHE
R®)

o 3L EORESHEIIEST DT L2 DORIHE

AFNOREERTE % DMt & ARMEA RIS 2 72 O ORGSR IR E DI TND Z L h
5. UK AZ Y I TE Dl ThH T &,

BN R ORI
U 7557 B O M - R DIRSHTRO IR, HEFENRE LI Al skt
s & BT N AT D T L OIS, RO TN S T L,

RWE DRI T

FFE 7R U SO SCE CRTR S AV BINERNT R UL itk S SRR B D R 4
B DR #HEE L, BWEHOBZERORINCE U HBE R OS2 1T, B HISEYIZ2E )T
X DIHINESTND Z &,



5. BREXBRLRLEE

[HBEERICHONT (BRA)]

B G OBEEDHUWHNHT- > ThE, BT - BHAA RTA 225, TGRS T B85 THD

Z L HER T Do

1 KESOREOREEZRIR 2 STV D,

2. THEIEMED ICS & Z DO RHIEHEE (LABA [BLAH 45 T] . LAMA (BlE Az &Te] |
LTRA, 747 ¢ U UAREE) 20 L T2y ha— Rl B0 ¢ o2 T ng R
DOBEEP LB SHEEA A 2 Rl EE 72995E, 7L, PR % ICS 3 P EDS A1
IX, ERIC LY ICS 243 ELL I ET 5 2 L ARIWERSC L 0 RiEchH 2 &l S5
BITR D,

GE1D W - BEAA R4 Tk, LFOHEAD S 6 3 DL B4 2356. ETEINEDS., a5, N5iafhd HEnA
21 B EOSA, ar har— I REEERSN TN D,

EEESER (BH RO 2% 1 =L E

AR OMTANE 1 BILLE

B ST eTEENHIRA S 2

MERERE (FEV, X ONPEF) D3 TAMEC T B S BAED 80%6A%

PEF OH GHE) PNZAE) 20%LL E

[HEERIZHONT (VD))
B G- OBEEOUWN T > TE, NEKE STmETIER - BEAA RIA 0 &2BBI1, IS T
HEIRTHD Z L &R T 5,
1. RESOHREDHEEZWEI 2SI TND,
2. HTHEIEHED ICS & ZOMORMERSE (LABA EAAIZET), LTRA, 7474V
WD) Z0PH L Chay ha—L R ) @2 T oA T A RIEOE G5 VB o
BRI 2 [FU B & 729456,

(1 2) INERE SRR « BEAA RTA T, Bl 1| WAORIETOFMMZEBNT, UFOWFAOEE DRSS T 554, =
bR AR EERINTND,

RN 1 [FIL)

WISV BTGB 2RI 1 ERLL

AEATEOHIRAS A 1R

B FIRACEORE AN 1 [=ILL

(B 5Dk T->T (R - /NEHEE) ]
AN ORI DA MR (BeGBRMA 52 M) Zl5E 2, BeGBlA 1| FFFEEL B
TN FDOMERZEATVN, FIRDGRD HIVRWMGEITIHEAR L B G- 2Rt T e 2195 2 &,



1)

2)

3)

4)
5)

6)

7)

8)

9)

BEICBELU THEETREETE

AFNDRELIN % UBUE DB ERED & 5 BB ZHOWTIIAFI DB G-I TH 57, 5L
W2k,

FFEZMUE (BRI ) 23S ST D, AR GRACITBIZR 202 TV BT, FE
WRRIEE, BRI, DFEV EK, TR E DK WHRIEORE L LN TE HITKR
Bk U, s z17o = &,

a) AHFGUHSBHEIAIL03% Th o7,

RHIOMIMNEARRBR I T, 77 v ARREL Hl U CAFIRE T, EERES, AR, OAe0
BB @ > Te & OWER DD, BIERZ 3TV, BFEDHRD GG A3k G2 ik
T 57 ETEYIIEETT O Z &,

KFWe GHRDED 7 F o OEFEL, VDGR S IV T RO THIT 5 Z &,

AANL TSLP (ZfEA L, TSLP & TSLP 2K & OFAIERZA®ET %, TSLP 1%, —HBO%4ER
() YUK 2 ARG L TV D rlReED B D, A BUsguB B T LT, AAl)
G RN AERBGE ORI AT 2 & BEDARF G FHEIE A Z L, Fiat
BRI X DIREONMIN R  ATI T, FAERBYNEET D £ CARIDB A —Rhid 5 2 L,
AFNIEE T & T2 KB S E DTN ERREIR A B0 N T D ATl ©, AlEDFs
TREIZR L TIIER LenZ &y

AR DO GBRIAR I T ESERD 2 > b — L RB I LTEIGEITIE, EROBZE AT 5 &
IRFEIET L L,

BHIAT v A NRIEZZT CODEEIZBW T, AFIORERMGHRICAT oA FELZICHIEL
PNZ L, AT aA REOBEDEZRGAIZIE, ERIOE F TR IATo 2 &,
WASCEITN A BEEIREHEE DMRIET 2 BRI D & ARAIN DR ONE I D 7= D1 2B
IR A BRE L O DTS 2 b,

10) AHIDRMP Z#Gi L, LEMMEISHZfELT 5 2 &,

(5 F>CR]

1

2.

HAT LLX—222 B TES « SFEHA RT A 2021

HANRT Lv—2 DNREE EIRE « BT A K74 2020



