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ATHE, EPIERRBIBROM R b AR O B3 < 2 5 2 L AESh A B
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—E DB I T EREE TN S L0 T RET S 2 L,
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#6955, B EEAR 2 B D iEX T - T, TORBEHICE L THRE R U
EEZT DRI S T DR TG T 52 L,
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VLR O FTREBRIT RN T2 00 12 B LA B Alkie L TG 2551358 OIREECRUAfE
MPUR ORI 2 ZE L. COLEEZHEISHE5 Z &,
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Fioi T2 2 L 2R — O ERIEE CHERT D Z &, T 0%, MiEH#e [eE BEAZREL,
WHLBRE A RIS REZRET D2 L, 2B, AXEMPURIC T 5 MG R M) 1B
PUAN 7 7 2 3L L (FEIA #%C 3.5UA/mL DL ESUE CLEIA 5T 13.5 VI T v R
E) oBENERBORGHETHD,
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v ERIGREFFEUSE 2 FOWMIHE ZE T L7212, 4L Lo H SRR O
BERRWHE 21T > TN D Z &,

T [EERFEG% 2 FOYIIMHEAE T L7-1%I12. 3FLLEO/NEERZEDOERIR
WHED D 3L EOEFIMET LA X —HaREETeT LV —2EORKIHE %
B AFL LOBKREBREAE L TND I &,



B G2 O EINZ W2 MIE R TeE R K OVY 3 A 0 SEiieE H B
BEN AT L DFEMET L X —MEBKXTh D & W L-Hh
ATA AR O — R AN BIT D BER L OARRA| O G- 281 2 SGEik, 72k,
BIERE LTI, < LoARED 1 AR, #5850 1 HEEE REHOREL ZH
FNRLHT D &,
® HIAXIE Y — X ANRBRICHWEREFEHAT A REORT I ANVAT 4 =—
B — S RIRFEHIEE DR 4 e O — B & 5 &
® BEAFIRIE CRIRA 4y &oflllr L2
@D T VAT UoeEEE (BUETERE) ICBT 2 BNAE

® 0O

(7)  HBEAREH > — X PR 2 ARF Ok 5124 72 - TiE, IROFIHZ SR
PRI BAADE O M CREHT o Z &,
©  ABGHI ORiTE G-y & O ik fe i GRS 3 1 D SiEdR, 7e ks SliEdk & LT,
S LAFEED 1 L, #1580 1 AREL CRAOIREZ ThEhni# 25 2 &,
Q@ AEAIEHFHLTWDERZ I AR EGEROS4 MO — A5 5
@ 12 ZHEx TRRA Z 5355613, ikt L TREG$ 5 2 LA BE)-DTEY]
&Il L 7= FR



<RI >

A HKE I 1211 5 1 &
A1 CAE 12 A 11 H

#woE g R
| PR P R E

i | mAEEES (B) & B
Bl X

BTGB S - RS R E R E AR R R
(&~ H A B )

F~ U XA=7 (Bl F#z) WAOREERHEET A 8T 1
(FBHMET LALE—MRE) 2o T

R EOE R & B O AR T EF 2016 (CERK 28 4E 6 H 2 HEFHRE) 2B
W EBMERS OO R EHEEZ XD 2 ENEVAENRT-Z 2%
FCVEBMERGZ B ER BRI T S D Sl HHEE T A R
FAVEEKRTHZEELE L,

S A~V X~ 7 (Bl 2) ®WA (k7e4 Y V7 K FHEM Tomg,
7 150mg, [ARZ FiE 76mg >V > ¥ K OVE 150mg > U ) ([22W T, i
7LV — BRI L CTHERTIBEOREFHZIRO LBV K
AHEET A RT A LTV ELDELZDOT, TOMHEHITH = - TIE,
ARKHA RTA NAZOWTHEESIND X O EGEENOEFRMB L OSEF x4
LR A BV L E T,



BB RHEET A RT A
F< ) A=7 (BloFH#R)
(R4 : YV TR THEMR T Smg, Y V7R THEHA150mg, YV 7
BFETSmgI VY, YULTREFEISOmg VY D)

~EEEET VL — AR~

SFIICAE 12 H
JEAE S



SR/

A S o

XL HIT

ARFN DK, 1ERBET
i PR RS

fg% (22T
Behxt G L 72 B A

BEICER L CTRET & HIH

P2
P4
P5
P9
P11
P13



1. IILHIZ

EIESM DB - ZEVEDHERDTZDITIE, I SCEFICESWIEIERERARRD LD, EHIT,
IEEORFHMOMEAIZ LY | FUREIES S OFHE e B ERET 207 2 EELV AR I DT,
INOOEREMAEICHE LT 5B ITHEUNCIREET 2 2 ERNRBEOME L 2> TV | RFMBGE
L BHEDOHEARTEF 2016 Pk 28 4 6 H 2 ARGERIRGE) 128\ T, FoBmiy =3 L& O D fei ke
ERLHZEEINTND,

RS2 AT 2 ERML, EEASCZEM T 1 7 7 A VBB OEREL EH LIRS 2
END D, ZOTD, FIIMEROLEVECET 2 WA+ I D £ TOM, YaxE3E 5 0 BEA R
ZFHZEPHFSNDBHEICH L THEMRT L &L b, BWERANREE LB MNE exfing &5 2
L DSAIRET R — TE DB 1o TR TR 5 Z L NEETH D,

L7zl o T, RHA RT A4 Tl BIREESC N E TITHE LN TV D EFHREE - B2 LIS
=, DUFOEES OF /a8 2 HET 280 O BB B X R OHEFEE RT,

BRI, RITA RTA AF, WAATBAENEF MIERE IR SRS, — RSN AT SRR 72
—ALENEAN BART LA —F —fBAEENEN B AN Y L —0  ARFEETE N B AV NRB RS
B O AL ENE N A ARESRNBHES O 10 b EAERL LT,

L anEES Y VTR NEH 75mg, Y VTR FEH 150mg, Y LT R TFETSmg v Y LT
FETHEISOmg vV vy (—f4 A~ X~7 (EaH#z))

WgLRaMEENE « FEIMET L —MaRK BEERRE THRA 0 R EEX TR EESE IR D)

W e AsHERORE  BE, AR 12 L Eo/NICiTA~ ) X~vT (EfsfHz) LTI A 75~
600 mg % 2 I 4 WA FICERT 2, 1 EHZ Y oG8l N G-MREIE, 9
[a] 4% 5 A LTS A TgE e M OMA RIS &, TRl GREBERICIVRET 5,
FEEHER (1 ER55)

4 W e G-
& 5 Al o Kl (kg
ML 7% 1 & - - — 00 ,
IgEi 220 | =25 30 40 50 60 | =70 80 i 125
(IU/mL) ~25 | ~30 [ ~40 [ ~50 | ~60 | ~70 | ~80 [ ~90 1; ~150
~30~100 7 75 75 150 | 150 150 150 150 300 300
mg mg mg mg mg mg mg mg mg mg
-100~ 150 150 150 300 300 300 300 300 450 600
200 mg mg mg mg mg mg mg mg mg mg
200~ 150 150 225 300 300 | 450 450 . 600
450mg
300 mg mg mg mg mg mg mg = mg
>300~ 225 225 300 450 450 | 450 600 600
400 mg mg mg mg mg mg mg mg
400~ 225 300 450 450 600 600
500 mg mg mg mg mg mg
-500~ 300 300 450 600 600
600 mg mg mg mg mg
=600~ 300 450 600
700 mg mg mg
~700~
800
>800~
900
900~
1.000 A [ G ORI LA A
>1,000~ 2 G ORICHEVRETHZ 8
1.100
1,100~
1.200
=1,200~
1.300
=1.300~
1.500




2 i e G-

& 5 i o Rl (kg)
i i s | 22 >25 : 9 25
el R0 5 | a0 | ss0 | 60 | 570 so |70 1B
SLi e e L o s &3 —Q o o
qump) | 25 | 30 it 30 0 70 v 0 125 | 1s0
=230~100
100~200
2 2 MG ORICIEY LW BiAIciE 375
-200~300
) S L 5 ORI T % = & me
3 525
300~400 430 | 5%
mg mg
400~500 375 375 525 600
ll_lg mg mg me
375
500~600 31 450mg | 450mg &
mg < = | mg
225 375 < & e
-600~700 450mg | 450mg | 525mg
mg mg
215 | 225 3 375
700~800 | 223 [ 223 | 300 | 375 5o | 450me | 525me | 600me
mg | mg | mg mg
535 | 225 3 375
800~000 | 223 | 225 | 300 {375 ysomg | 525me | 600me
mg mg mg mg
>900~ 225 | 300 375 & Ao
1.000 me | mg mg 450mg | 525mg | 600mg
-1,000~ 225 | 300 375 = e
1.100 mg | mg mg 450mg [ 600mg R N |
-1,100~ 300 | 300 & ERE
1.200 me | mg 450mg | 525mg | 600mg
1200~ | 300 | 375 | - -
1300 mg | mg 450mg | 525mg
»1,300~ 300 | 375 | <he
1,500 mg | mg 525mg | 600mg

B BHIRE R TII, ARIOBKRAESEHETH S 0.008 mg/ke/ [TU/mL] LLE (2 #E R
T #GRE) XX 0.016 mgkg/ [TU/mL] LL L (4 BEFEL TG 7250 X oG
ENRESN TV,

C ¥ H )T AT 7 — RSt




2. BAIDFE, 1ERERF

Y U7 A 75mg, [ R 150 mg. [ FiE75mg U v R R 150mg vV Y (—
Wt A~V A~7 (BarH#az) . BUF TARHF ) 1%, K[E Genentech, Inc.iZ X W AfES L7z Mh
Pt FIgEE ) 7 o—FAHIKTH S,

AANL, 1fIF T OBEHE 1gE OEFFIRKICH 5 Ce3 TAITHEAR L. IEmMiL, A FEEREE o R iz 5 8
LTV 5 mBifntk IgE ZFE & IgE & OFEGZET 2 2 LIk v | B, AF e IRERSE OIE M L % 3
HiL, 7 LAF—ROGEIHT 5 EZEZ N TWD, FHEIMET LAX —PERRIL IgE 535 T T L
WER—RBTHDZEMND, REINEEHET LAF —PERRIIx L CREDREZRTZ IR SR D,



3. FERPRAEE
FHIET VL —MEER (BEFERIR CRIRA 20 70 BUE U EAE A IZIR D) DGR FHl 21T -
T2 L2 BRIRRRER O i 2",

[E N2 AR RAER (F1301 #XR)

GV RRLE |
ATA AL & — X NBHFER CTRIER D ZRA 0 Th o 72 12 3% 2L Lo 2 FHERESEE (G
346 ] (AAIRE 173 B, "7 B ARRE LT3 B) ) ZXIRIT, KADOAMEKR WNVZ B E R D720, 77
T AN R R 2 (b B RO TRERE PR ER S B s 7 CRORCER . AR, B ER R OV EEIR) <%
-,

MG - HEIZ, 7 =% Y 7 =T PV UEBIEYHI T, N—2 7 A RO MIEFHE IgE JRJE M OAEIZ X
L G ERE RIS E . ARAI 75~600mg XL 7 7R % 2 T 4 BEERT 12 AEL TR 52 &
LEREEN, 20184E3 H5 H~4 H 1 BOHIMIZ 7 ALFH Y v 7 a et e AT A EERIC L S 0F
MA+rZLeFESNT, £2, BREXROGHREOHEHIC L > THE A =7 (Nasal Symptom Score®
ORERRTETR) N2 SLLEDEAIC N T~ U U HEEE A Ocular Symptom Score DR & DV 18
2 UL EDOGEIZ VAR ANAT UERBIED, FNEN LV AF 2 —FK L U THERRE L Shiz,

BRhMED FEHmIE H 13, SRR v — 2 #1912 351 5 Nasal Symptom Score & iR E S 7z,

D1FEl60mg % 1 H2[EEAKEGTDHZ L& I,

21 [E]4% eI 1 EFE (15 melh b 75 BT 50 pg, 12 %00 B 1S ieRiiiL 25 ug) & 1 H 2B E3 52 L & ahis,

) PERE DL ISV LTz A 2T (&7 LA —BFETA 74 2 2016 FFRR L » —HBek ) OAFHE, SHRICBT
LZAaT7E, MBI OR a7 oOfMEEENDH D B TR LUZERHEE Shi,

R 4 3 2 1 0
< Lo #HFIE .
(1 A< Lo 23 () 21 [|IEL E 20~11 [=] 10~6 [a] 5~1 =] 0 [A]
27 (1 B ofEEHR) 21 [\ILL 20~11 A 10~6 A 5~1 [\ 0 [=]
£ SRR T
1A f%gﬁ@;% BEAH, OO | A0PRTE
5P BIEOE | g5 g | BAATHOSD, YN Z3®
S>TWD . LELEEHY MDD Y

h DI H 1

D WRE DU TRV LA a7 O&FHE, SECE T 32 a7, T o2 a7 ofaz it N’ sH 2 B THRL
I & iz,

7 7 3 > T 0
SALVE | FOROR | CERE | RECT5IE
N 7
Rowod | wrms | #2373 tT5 popke | Fh
~ SALVE | FOROW | CEICEE | RESCIED
{ 7
=H AL i< < Tl sl

S INFHY T aeF o AT VORI O 70%L EEE e, UTERE— 27 D 710% L EN T VFH Y T a e
F U AT AR ZETe, OWT &9, Nasal Symptom Score @ 1 HIEEMED BEFA IR A & 725 3 EELL
FoREHRE ERIN, BRIKEETICL DT X—XEEFHOER T TOMRFICLY, 201842 A 23 H~3 A 24
Ho30 AL shiz.



R L 72 HERFIL, AIAFT > — X ABEFIRR CRIERDBIRA 5 Th o 72 12 3L D AL
MIERE T, INOREEW-T 2 & & &z,
(FE7p B IRILYE)
> 2016 fEK N 2017 SED AR T — AT EREFEMN AT v A I, 5 2 e 22 I
oo a b D URFEEREFEEE N T A 7T 000 Dy hr R A A RO
25 LAILL EDOWRIFRES1T 72 2 L SRR OSUTBEFROFHRIC L VR ST
> 2017 FOAX T — XA EIR LTEIRIC L > Th 2> b — LR+ 72 BekOp3 1 i LL
EFHEL 72 2 & BRI S M I K v R ST
> BAEMGICBT A ATIEMMENAE (2018 451 A 2 H) M ORI SFIAE COMIC, SJER
(< Loodr, Sy 3UTER) ITRIER (RO HUTRE) 2R L-BR2 AU B, XT&a
JER K OMRIER 2B L7 H23 1 HELEGRD Bz
> MG A IO R A IgE JREED R =708 3 5 LL B

[RE -]
(B 2hE)

FHEEHMIE B Th 2 IER v — 7 #2351 % Nasal Symptom Score (335 1 D LBV Th o7, EEFEHMIEA
BIZHT D EE RN RAEM T, FAS @ 9 HIEIR B — 27 #1090 Nasal Symptom Score @ Fridk H 2A% 50% L4
EThoEHE S, YEEMIZHE T 277 AR L RFIRE L OXEEIZ B W TR FRIICH B 72&
WO BV, 7T B ARFEIKRT 2 AFIBEO BB BGE S L7z, £z, £ 0o BAER, IRER & T QOL
FEDORMEFEE B IZOWT, 77 BAREE L il U TARRECSET 2 AR bive (% 2),

# 1 JERE— 27 HIZEIF 5 Nasal Symptom Score (FAS @ 5 HIEIR B — 7 > Nasal Symptom Score @tk H 273 50%LL_E D EEM])

AHAIHE 7T RRE
Nasal Symptom Score 3.65+1.56 (158) 4.70+2.18 (174)
TTRARREEE DY —1.03
[95% CI] [—1.44, —0.62]
p fiE ® p<0.001

BeGE  PIE AR (BIE) . ST RARREE 0% BN REHME

a) FeHRE, Fln (12 UL 15 BRI, 15wl b 75 meoRil) . B ERIM MM S, 4 B
B . GBEEMET L LR R OB U O MK OVRBR RS G- BR G O A SHEMEREIR O %
WA E L LTt eT v

b) BHEKUERIH 5%

O < Lot @BITRCEMOTXTOERPEHRL, £D5H 1 DL EOERZA =723 JL L
) CAP-RAST/FEIA. ImmunoCAP ¥ !X MAST



(F1301 5B,

# 2 ERE— 27 NI T DB RO RS

FAS @ 5 B B — 2 #1> Nasal Symptom Score ™ Ftdk B £423 50%L4 4R JRQLQ No.1 (4% 27 ME R # k<) )

AFIRE 75 v AREE

Nasal Symptom Score 3% &= EFF{fiH H 3.66 +0.15 (158) 4.69+0.14 (174)
Lok 1.15+0.05 (158) 1.56 +0.05 (174)
K BIER A 27 =it 1.46 £ 0.06 (158) 1.79 +0.06 (174)
Ll 1.05 +0.06 (158) 1.34+£0.06 (174)

I N R ‘\ s 14.2+10.0 (158) 10.9+9.3 (174)
TATORERA2TA 0 X1 THHREY 15.0 [5.0, 24.0] 10.0[1.0, 20.0]

BIER [ R T R CORIER A T 7 2 0 UL 1 Tl o -5 DO E S 8.2 (13/158) 2.3 (4/174)

g T % 23.0+ 8.4 (158) 20.6+92(174)

PR LA % = RO RO 27.0 [20.0, 29.0] 23.5[16.0, 28.0]
o e s . 10.7 £ 19.9 (158) 153 +21.7 (174)

SMIEIR LA % = —SRORMRIEL 1.0 [0.0, 13.0] 6.0 [0.0, 23.0]
FTRTOBFERZ T TR0 XL 1 DO BER L A 2 —EAFHHCTH o7 13.6+10.2 (158) 10.6 £9.2 (174)

A9 15.0 [3.0, 23.0] 9.5[1.0, 19.0]
Ocular Symptom Score 2.45+0.12 (158) 3.32+0.11 (174)
e IR D 3 7 1.47 £ 0.06 (158) 1.94 +0.06 (174)
FIER A =27 =] 0.98 +0.06 (158) 1.38 £0.06 (174)

< N R . e a 13.3+9.8 (158) 8.6 8.5 (174)

Bl | 0 S COMIERA ST A0 XL 1 Th o7 HELY 12.0 5.0, 21.0] 6.0 [2.0, 12.0]
e - 154+ 11.1 (158) 12.9+9.8 (174)

ARSER L R % = — 3K Rl H 39 16.0 [4.0, 27.0] 11.0 [4.0, 22.0]
g S 5 25.8£26.9 (158) 33.6 +28.7 (174)
MR L A ¥ = — SE R I3 18.5 [1.0, 43.0] 28.5 [8.0, 53.0]

FEAT ARG 0 JRQLQ No.l A =17
(WFNROEA S 0 UERAEZR L) ~4 FBEFICEWIER/ETHLOEWEELH V] O 5 BRECilh)

(3= k1] BiR 6 IR 1.27 £ 0.06 (160) 1.76 £ 0.06 (175)
(/%= F 1] JEIRIC X D QOL ~D 2R (17 THH) 0.70 £ 0.07 (160) 1.20 +0.06 (175)
AEAER HEH) 0.78 +0.07 (160) 1.31£0.07 (175)
OL FANEE) 2 EHHE) 0.78 £ 0.08 (160) 1.43 +0.08 (175)
Q thaANE (3HEH) 0.54 +0.07 (160) 0.97 +0.06 (175)
MElR (15EA) 0.70 + 0.08 (160) 1.09 £ 0.08 (175)
Hik (QIEH) 0.77 £ 0.08 (160) 1.25+0.08 (175)
FEre s (45 H) 0.63 +0.07 (160) 1.14£0.07 (175)

[/3— FIIT] #dERIRRE 1.6 + 0.1 (160) 22+0.1(175)
A AETE DX FEA 2T 1.09 +0.05 (158) 1.43 £0.05 (174)

237 /N TREEE RS (B0 . FIE - % (B

A%/ s [RBE] Vil A w22 (130 . [TREBE] thoufiE (55— DUsafrdk, &5 =D his]

a) MR A 37 OFLERN eV HITER A & ShikdoTz,

b) fERE—2 ] (30 HR) (T Nasal Symptom Score 73 26 H UL LGtk &4, 23205k 0H LT X TOH TTRXTORIERA T30
MIX 1 THo R

c) T~V R

d) VAF 2 —HFEROFEDFERN 2V HITERH & Shnolz,

e) LRI NRF U

(Zatk)

BEFRITIAHKIRE 27.3% (44/161 1) . 77 B AREE 27.4% (48/175 ) IZFBO L, FRFRITEX IO
LB ThoT,

IR D e T,

HEAEFEFGIL. AHFIHE 0.6% (1/161 #, KEEFEY) (TR LAV, IRBRE L ORERBERITEE

=iz,

HIRICE > BERHES L, AFEE 1.2% (2/161 i, FEHEGT AW K OV BPEk/h H

776

BIVERIZ. AFIEE 1.2% (21161 #1)) K ONT T BAREE1.7% (3/175 ff]) 12380 HivT-,

%K

) IZFEO LI




£33 WITNPOEET2HILLEICRD DA ERS

AHIRE 75w R RE
S (161 31)) (175 f51)
_nREE S 15 (9.3) 8 (4.6)
MHEAZE 7(43) 529
LIz oW 4(2.5) 8 (4.6)
TANRGXUEET I ) N T AT =T —BHN 3(1.9) 0
kR g 2(1.2) 3(1.7)
SHR 2(1.2) 3(1.7)
Bk 2(1.2) 0
77207 ) NIRRT 2T —BHE 2(1.2) 0
ONZs 0 2(1.1)
b RGE R 0 2(1.1)
7 LoL X —PEIHEA SR 0 2(1.1)
B (%)




4. WERXIZDOWT

BN EE & 72 D B ORI OB GREGEO I, U T s Z e RRD DD, o, KA
DEEDEHY) T 2 FHIMET LA X =M@k & 2N OREBEENT 5 Z & ROARAOBRGIZXD
EELRRWERZRE LIZBICEUNCXHET 2 2 ENMETH L Z b, LLTOO~Q@D =T 4 i
TR IZB W TR T _X&ETh D, 723, Kﬁ®%%-%%:ow(%?®i5ﬁ&iﬁ%5’k
D ARENE B 5T 2 ERID Y ER 2 BT T DO O RN ICB W TCEM SN LERH D,

® KA GIZ &Y IgE OINRIINER L, ARG IE% 1 FRITME P IgE REO LR
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