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3 2RBRZEBELTCORRDLLE &G

AHEFHBICBWTHEMEOIEMER L Uz BRiT EFC11243 IRBR O A Th H 7=, AR TIL
EFC11243 B DA MERE R DV TR T,

31 HEBRNREH

311 #HWEREDAR

ARBRICA 7 ) —= 0 T ENT-WERE OWNaR 2 X 212, RBRSE T/ 1k R OV PR % 3% 6
T,

AN == T ENT 1344055 520 4 BARBRITRER S, BIEREICT v F b En
72. PNARIZ. FEX60 ff 173 44, FEX60/PSE60 #f 173 4. FEX60/PSE120 fif 174 44 CThh o7z, 7V
IS WBREORETH D ITTHEAD 5 6, RIS N R 1L/ < 520 458, AEMED
RN SEM TH D mITT £ (EBREZ 1RITHLRE L, »OTEEHMEEE THhLr AR a7
ORI BRI AR 7245 D2 (K) R O MEMRAT R S4ER GBI HTRRRSEZ 1[BT
BRI L 729z o 2k) LiroTe,

ZDH B, 509 48 2 HMOWRFEMNETE T L, 11 A0NHEBRE I L, FIEFloNRIT,
FEX60 #£ 24 (1.2%) . FEX60/PSE60 Bf 344 (1.7%) . FEX60/PSE120 #f 64 (3.4%) Th -7,
BERPIEFER L, TAEFERO-H] A FEX60/PSESD £ 14 (0.6%) . FEXB60/PSE120 £f 2 4

(11%) T, [BIRA+277-0] 75 FEX60 Bf 14 (0.6%) . FEX60/PSE120 #f 1 4 (0.6%)
Thole, FILHHA TR Z D >72DF 20O THY, FEX60/PSEL20 FED 2 41 H AL
KPR HIER IS L 2 W) D IRBRAKGE S R & 7e o 72720, BRI O Eh 14 03MEF E
DEATATZ Y 2—/L EB Y ORENNEEC 2> 7272, KT FEX60/PSEG0 HED 1 4 25F Ak
IEEEERAT 72 00FEFOBIE, THoTz,
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2- R Y—ZU T EN-HEREDRNIR (EFC11243 FHER)

Screened patients
734 patients

Screen failures

214 patients
Randomized and treated patients
520 patients

FEX60 FEX60/PSE60 FEX60/PSE120
mITT population 173 patients mITT population 173 patients mITT population 174 patients

Completed 171 patients Completed 170 patients Completed 168 patients

Discontinuation 2 patients Discontinuation 3 patients Discontinuation 6 patients
FEX60 FEX60/PSE60 FEX60/PSE120
Safety population 173 patients Safety population 173 patients Safety population 174 patients

RO6-ABET/HIEARUHIEER (EFC11243 :ER)

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Randomized and not treated 0 0 0
Randomized and treated 173 (100%) 173 (100%) 174 (100%)
Did not complete the study treatment period 2 (1.2%) 3 (1.7%) 6 (3.4%)
Subject's request for treatment discontinuation 2 (1.2%) 2 (1.2%) 4 (2.3%)
Reason for treatment discontinuation
Adverse event 0 1 (0.6%) 2 (1.1%)
Lack of efficacy 1 (0.6%) 0 1 (0.6%)
Poor compliance to protocol 0 0 0
Other reason 1 (0.6%) 2 (1.2%) 3 (1.7%)

Status at last study contact
Alive
Dead
Lost to follow-up

173 (100%)
0
0

173 (100%)
0
0

174 (100%)

0
0

Note: Percentages are calculated using the number of patients randomized as denominator
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dis_dispo_r_t.sas OUT=REPORT/OUTPUT/dis_dispo_r_t_i.rtf

19:20)
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312 HEBREES

mITT £ O AN O PR EE 712, X— 2T 4 LV OFESR GEHMET L —MEa%)
BT DHE (=R T A UOIERA 2T, SEFTR., BEOHIS%) ##%8, £9, FI10IIR
—g—o

T A DSV BERE O N DR RIRREIC T, 3G RECRE R o7, 16 AT
D/NROBEREEIL KT 55 4 (10.6%) ThH V., FEX60 #f 24 4 (13.9%) . FEX60/PSE6O #F
16 4 (9.2%) . FEX60/PSE120 it 15 4 (8.6%) Th oic, ~N—A T A » OJFHEERIZET 5 Rk
IZOWNWT, BAA I 7IX2EOFE T 243 TH Y . FEX60 £ 2.40, FEX60/PSE60 #f 2.43,
FEX60/PSE120 #f 2.46 ThH o7z, < Lo, &It WERKOAFEEFEOLEEA 2T | BHED
FIG K OB ERT I DWW T h 3 GRECRE T o7z,
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R 7- AOMETFAEMEME- mITT £M (EFC11243 56E%)

Sex [N (%)]

Number
Male
Female

Race [N (%)]

Number
Caucasian/White
Black
Asian/Oriental
Other

Height (cm)

Number
Mean (SD)
Median
Min : Max

Weight (kg)

Number
Mean (SD)
Median
Min : Max

BMI(kg/m?) [N (%)]
Number

<25.0

>25.0

173
89 (51.4%)
84 (48.6%)

173

173 (100%)

173
163.71 (9.64)
162.20
134.2:186.2

173
59.04 (13.69)
57.20
30.2:106.7

173
143 (82.7%)
30 (17.3%)

173
72 (41.6%)
101 (58.4%)

173

173 (100%)

173
163.26 (8.39)
162.00
145.8 : 184.6

173
57.60 (11.50)
55.20
33.4:107.0

173
152 (87.9%)
21 (12.1%)

174
81 (46.6%)
93 (53.4%)

174

174 (100%)

174
163.81 (8.75)
162.55
142.6 :183.4

174
58.57 (10.75)
57.65
32.9:93.7

174
153 (87.9%)
21 (12.1%)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Age(years)
Number 173 173 174 520
Mean (SD) 34.0 (13.5) 35.9 (13.0) 37.2(14.0) 35.7 (13.6)
Median 34.0 39.0 41.0 38.0
Min : Max 12 : 64 12 : 64 12 :63 12 : 64
Age group (years) [N (%)]
Number 173 173 174 520
<16 24 (13.9%) 16 (9.2%) 15 (8.6%) 55 (10.6%)
>16 149 (86.1%) 157 (90.8%) 159 (91.4%) 465 (89.4%)

520
242 (46.5%)
278 (53.5%)

520

520 (100%)

520
163.59 (8.93)
162.45
134.2 : 186.2

520
58.40 (12.03)
56.70
30.2: 107.0

520
448 (86.2%)
72 (13.8%)

-19:17)

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_demo_i_t.sas OUT=REPORT/OUTPUT/dem_demo_i_t_i.rtf
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RO-FEBIZET AN R—XASAVOEKRAAT-mITT £F (EFC11243 5{E&%)

FEX60 FEX60/PSEGO FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Sneezing
Number 173 173 174 520
Mean (SD) 2.27 (0.74) 2.17 (0.67) 2.17 (0.71) 2.20 (0.71)
Median 2.17 2.00 2.17 2.17
Min : Max 0.7:4.0 0.8:4.0 05:4.0 05:4.0
Rhinorrhea
Number 173 173 174 520
Mean (SD) 2.60 (0.81) 2.56 (0.78) 2.58 (0.83) 2.58 (0.81)
Median 2.50 2.67 2.50 2.50
Min : Max 1.0:4.0 0.8:4.0 0.8:4.0 0.8:4.0
Nasal congestion
Number 173 173 174 520
Mean (SD) 2.40 (0.42) 2.43 (0.42) 2.46 (0.45) 2.43 (0.43)
Median 2.33 2.33 2.33 2.33
Min : Max 2.0:3.7 20:3.7 2.0:3.7 20:3.7
Eye symptom
Number 173 173 174 520
Mean (SD) 2.42 (0.66) 2.39(0.72) 2.40 (0.66) 2.41 (0.68)
Median 2.33 2.33 2.33 2.33
Min : Max 1.0:4.0 0.3:4.0 05:4.0 0.3:4.0
Total score of 4 symptoms
Number 173 173 174 520
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85) 9.61 (1.81)
Median 9.50 9.50 9.50 9.50
Min : Max 6.3:145 6.3:135 6.3:14.2 6.3:145
Daily activity impairment
Number 173 173 174 520
Mean (SD) 1.99 (0.64) 1.94 (0.52) 1.94 (0.57) 1.96 (0.58)
Median 2.00 2.00 2.00 2.00
Min : Max 0.0:4.0 0.0:35 0.7:35 0.0:4.0

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_disease_i_t.sas OUT=REPORT/OUTPUT/dem_disease_i_t 1 i.rtf

0
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RO-BFEBICHT IEHE: A—XSAUOEEERRE-mITT £F (EFC11243 5RER)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Swelling of inferior turbinate mucosa
Number 173 173 174 520
+++ 23 (13.3%) 23 (13.3%) 26 (14.9%) 72 (13.8%)
++ 69 (39.9%) 81 (46.8%) 60 (34.5%) 210 (40.4%)
+ 73 (42.2%) 63 (36.4%) 83 (47.7%) 219 (42.1%)

Color of the inferior turbinate mucosa
Number
+++

++
+

Amount of watery mucus
Number
+++
++
+

Properties of the nasal mucus
Number
+++
++
+

8 (4.6%)

173
60 (34.7%)
13 (7.5%)
96 (55.5%)
4 (2.3%)

173
16 (9.2%)
57 (32.9%)
87 (50.3%)
13 (7.5%)

173
123 (71.1%)
28 (16.2%)
5 (2.9%)
17 (9.8%)

6 (3.5%)

173
75 (43.4%)
15 (8.7%)
80 (46.2%)
3 (L.7%)

173
11 (6.4%)
68 (39.3%)
88 (50.9%)

6 (3.5%)

173
134 (77.5%)
23 (13.3%)
5 (2.9%)
11 (6.4%)

5 (2.9%)

174
67 (38.5%)
16 (9.2%)
87 (50.0%)

4 (2.3%)

174
14 (8.0%)
59 (33.9%)
93 (53.4%)

8 (4.6%)

174
133 (76.4%)
26 (14.9%)
6 (3.4%)
9 (5.2%)

19 (3.7%)

520
202 (38.8%)
44 (8.5%)
263 (50.6%)
11 (2.1%)

520
41 (7.9%)
184 (35.4%)
268 (51.5%)
27 (5.2%)

520
390 (75.0%)
77 (14.8%)
16 (3.1%)
37 (7.1%)

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_disease_i_t.sas OUT=REPORT/OUTPUT/dem_disease_i_t_3_i.rtf

-19:18)

Page 23



2.7.3 BRERMIE S
T4 LI SEBRERE

R 10- BEEICHETAHEE R—XSAUOEBEOME-mITT £F (EFC11243 #HER)

Slightly better

64 (37.0%)

56 (32.4%)

71 (40.8%)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Patient's impression at baseline
Number 173 173 174 520
Much better 1 (0.6%) 2 (1.2%) 2 (1.1%) 5 (1.0%)
Better 12 (6.9%) 14 (8.1%) 15 (8.6%) 41 (7.9%)

191 (36.7%)

Unchanged 72 (41.6%) 72 (41.6%) 54 (31.0%) 198 (38.1%)
Slightly worse 11 (6.4%) 19 (11.0%) 21 (12.1%) 51 (9.8%)
Worse 12 (6.9%) 9 (5.2%) 10 (5.7%) 31 (6.0%)
Much worse 1 (0.6%) 1 (0.6%) 1 (0.6%) 3 (0.6%)

3.1.3 BREKR
TR DOIRBRIRAR AR 2 3 11",

TR ORI O IRFEIAMIL, F¥) (SD) T FEX60 Af 14.9 (1.1) H. FEX60/PSE60 #f 14.8

(1.0) H. FEX60/PSE120 #f 14.8 (1.2) HTH o7, RIS 8 HLLFTH o - gBE M
FEX60 B£IC 144, FEXG60/PSE60 HEIC 144, FEX60/PSE120 FEIZ 2 438 HNT=b DD, %% 5RE
EHIFL AL (98.3~99.4%) DHERFE S 9 H~17 HFREREEZ IRHE L7,
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=11 - AEOARBRERSELSM - mITT £8 (EFC11243 #HER)

FEX60 FEX60/PSEG0 FEX60/PSE120
(N=173) (N=173) (N=174)
Duration of study treatment (days)
Number 173 173 174
Mean (SD) 14.9 (1.1) 14.8 (1.0) 14.8(1.2)
Median 15.0 15.0 15.0
Min : Max 4:17 8:19 7:17
Duration of study treatment by category [n(%0)]
1-8 days 1 (0.6%) 1 (0.6%) 2 (1.1%)
9-17 days 172 (99.4%) 170 (98.3%) 172 (98.9%)
>18 days 0 2 (1.2%) 0

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/cdc_exposure_i_t.sas OUT=REPORT/OUTPUT/cdc_exposure_i_t_i.rtf

_— 0

314 HEBMREFAETRRICERANFESINIBEEFALNEE

AR TIE, FEHIMHOT VAXF —MERETZL L Lz, il L72@Y , 7L AF—HE
RKIE. IRERPUROLFFEEEI ) S dEME & FHIMEIC i 223, Eb 68 TR LV —HE A TIE
WRIED A =X LFFEETH Y . RENONRITIFERGUROBE NN L DT 2L BEET 1L
F—HERIZLADITHLEEZLND,

AL TS DD TR RIERA T 26T 2 2 ENRBELERIIZD, AR 2T &
GRPALISADIERIZ SN T S 2 2 7 MEWERE 2 AR TIEERA L T 223, iR ICHEH 2
THREINDBEELEATIE, SHERZED T LT —HEREBEDHRICRD EEZDND,

32 EHEMWEHROERDLERE

3.21 FEEMMFHEIER

ARRO EEFHEH A 1L, BE ARENOH/BONDRMAR AT OR=2T 4 (HEAMKEZED 3
HIED 2k 20muy (280E) oMIFEZE R L L,

mITT £ Z %5 L LT, BEFHLOEEREL LTRX—X T A /2B 2 &M A 27 O HIF¥
e UMtttk RO, KPR 2@l RIS W2 ot e 7 v 2l Uiz, ¥ 3y FOLHEL
BHE T, AEAKKEZ 5% (M) & U7z, KANMEIC T 283 T h R o7,
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FHEFMIEE TH L HMAR a7 oW FH I E BEM—_—XT7 1) ORI LD
B BN O BUMT OfE R A2 R 121287, £z, BN & LT PSE OHEKISIEE R
LSRR AR 131TR T,

FEEHTIZONWT, BPAR 27 OWIMTFHELED, FREF A (LS mean) O SHEEMIT,
FEX60 #% : -0.18, FEX60/PSE60 #f : -0.25, FEX60/PSE120 #f : -0.32 T& Y, FEX60/PSE60 #f.
FEX60/PSE120 BE> FEX60 FEIC*I3 2 LS mean OFEMZE X Z N F1-0.08, -0.14 THH-7=, X%
v N D FFEIZEE-S < FEX60/PSE6GO £, FEX60/PSE120 £ FEX60 RAE(Zxf9 2 xtbble Cid, %
HHpEIXZNLZH p=0.2993, p=0.0201 Th ¥, FEX60/PSEL20 #£D FEX60 #EIZ %7 5 R M:
ISHREE STz,

BIRFEATIZ OV T, FEAET & R LD EOITET LD b & THEMEIZL Y PSE O EK
ISMEERRET LT & 2 A, xftfRE (1,1,-2) . (4,0, -1) KON (2-1,-1) ZHWEHED pEIXE
NZi p=0.029, p=0.011 X p=0.024 TH-7=, *HARE (1,0, -1) ZHOEZHAITR B/
SV pfE (p=0.011) 2EHI, BPAR =7 OHIRPEHZE LRI PSE D&M 2 51206 > T
VI BHEKIG Y — U P b#EA LTS LB X b,
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R12-EFRXRAT7OHMFEHEILLE - mITT £M (EFC11243 EER)

FEX60 FEX60/PSE60 FEX60/PSE120
Nasal congestion (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.40(0.42) 2.43(0.42) 2.46 (0.45)
Median 2.33 2.33 2.33
Min : Max 2.0:3.7 2.0:3.7 2.0:3.7
Treatment period
Number 173 173 174
Mean (SD) 2.26 (0.55) 2.20 (0.57) 2.15(0.57)
Median 2.23 2.12 2.09
Min : Max 09:38 0.3:338 0.7:3.9
Change from baseline
Number 173 173 174
Mean (SD) -0.14 (0.55) -0.23 (0.59) -0.31(0.59)
Median -0.09 -0.21 -0.26
Min : Max -16:14 -22:14 -2.2:14
LSMean (SE)* -0.18 (0.041) -0.25 (0.041) -0.32 (0.041)
95% CI? (-0.259t0 -0.099)  (-0.3351t0 -0.175) (-0.403 to -0.244)
LSMean difference (SE) vs FEX60°* - -0.08 (0.056) -0.14 (0.056)
p-value vs FEX60? - 0.2993 0.0201

95% Cl vs FEX60*

(-0.201 to 0.049)

(-0.270 to -0.020)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal congestion
score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two
pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff_ancova_i_t_ncs_i.rtf

- 52
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RI1I3-BHITVA FIT 7z FYVOBAERIGHEOREE - mITT £6 (EFC11243 :KE&R)

Contrast coefficient
[FEX60, FEX60/PSE60, FEX60/PSE120] F-value p-value
[1,1,-2] 4.775 0.029
[1,0,-1] 6.583 0.011
[2,-1,-1] 5.105 0.024

Contrast tests are performed using analysis of covariance (ANCOVA) model with treatment group as independent
variable, nasal congestion score at baseline and region (Tokyo, Osaka) as covariates.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/MO016455/EFC11243/CSR/REPORT/PGM/eff_drc_i_tsas OUT=REPORT/OUTPUT/eff_drc_i_t_ncs_i.rtf (I -
19:32)

3.2.2 BIRAMMETEER

3221 EAXOT7DOREHR

SR 27 ORFFHERIZHOWT, 8 Z & OB 2L & O BTG E & DL B i o
RA2FI1THOFE 1812, LS mean DHERS % X 31277,

=

SR a7 Ol Z L OMFPES A a7, KRG E LR ARSI 2T Lz,

%1 EOWIMEL R 2 7 L EIZOWT, ¥ Xy hOFIEIZHE-S< FEX60/PSESO #f K
FEX60/PSE120 #£ > FEX60 FEIZXFT 2%l Cid, % E A p EIZZEEh p=0.1564 LK
p=0.0183 T& v ., FEX60/PSE120 REIZ D\ T ik FEX60 AEICxf L CTAHEENRD LT,
LS mean O s #EEfEIL, FEX60 %, FEX60/PSE60 i, FEX60/PSE120 FEDJHIZ, -0.14, -0.23, K&
U-0.28 ThH v | FEFHGE B OfFEMT & Ffk, PSE O &MY 2 212> Tl LTz,

FERIC, & 2 OB R aTIZoNTH Ry hOFIEICES S g a A Lz & 25,
FEX60/PSE60 ¥ & (8 FEX60/PSE120 #f & H 12 FEX60 #EIZx L THBEEITRD b >7- (H
BES pE: THZEH p =05570 O p = 0.0581) A3, LS mean @ SHEEMIL FEX60 £,
FEX60/PSE60 #f, FEX60/PSE120 REDJIEIZ, -0.22, -0.28, K -0.37 TH YV, HFEHOWIM T
ZAb & & [FIRRIC PSE O FHEHE 2 D I20E > T LT,
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3-E2FRIT7OHMETHZELE : LS mean DHEF (Weekly)

-mITT £ (EFC11243 iXER)

0.00

-0.05

-0.10

-0.151

-0.201

-0.25

-0.301

-0.35

Change from Baseline (LS Mean+/-SE)

-0.40
o - &

KK FEX60/PSE60
+—e—e FEX60/PSE120

-0.451

BASELINE WEEK1

# subjects

FEX60 173 173
FEX60/PSE60 173 173
FEX60/PSE120 174 174

WEEK2

171
172
172

PGM=PRODOPS/MO16455/EFC11243/CSR/IREPORT/PGM/eff_Ismean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_ncs_i.rtf (I -

19:41)

3.2.22 3&EFEK (K LeH. 1. EF) RUVIERERD

3 BJER (K Lok, &, &F) KOREROAE
iz @%fﬁf»ﬁ;&@iﬁ“ﬁk/%ﬁ@ﬁ% Z# 141
QI BT DFE R 23R 19 O 2012

IEIER (K Lo, &t &) KUIREROE
HEEM 1%, FEX60 #f : -1.03, FEX60/PSE60 #f :
FEX60/PSE60 %, FEXG60/PSE120 FED FEX60 FfIC
-0.31 TH» V., FEX60/PSE6O #f &% U8 FEX60/PSE120 &% & 1
BivT,
I 5 & Tk

ﬁkttiﬁbf%%‘i’%ég%ﬁﬁ%ﬁ# Dlh&)%ﬂfcﬁﬁ)oﬁ_o

&5t Rxa7

AR aTiconT, HIEEHEILEDORSE
=& OHIRIEH L B O BRI R &
T L @ LS mean OHERE A X 4127,

it A 27 OHIMEEZELED LS mean D R
-1.29, FEX60/PSE120 #f :
Ik % LS mean DOREMEITZE L E11-0.26,
FEX60 #E &V & 2 = 7 Db 7338
L2rL, % v hDJiEICE-S< FEXB0/PSE6O ¥, FEX60/PSE120 £ FEX60 REIZ%f
. HEEE A pEIXZE T p = 0.3094, p = 0.1843 TH Y |

134 ThH o1,

WTHLOREL FEX60
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%L EOHIMFEE A a7 B EICOWT, ¥Ry FOFIEIZES < FEX60/PSESO K Y
FEX60/PSE120 #f:> FEX60 FEIZ %3 % xf bk Tlx, FEX60/PSE60 #f & U8 FEX60/PSE120 ff & 12
FEX60 BEICH L CTHEZIIR D ON oz GHEBER pE : ThEh p = 03762 KO
p=0.5300) , LS mean O SHEEEIL. FEX60 #. FEX60/PSE60 #f. FEX60/PSE120 EDIEIZ,
-0.94, -1.16, K M-1.12 TH o7,

[FERIC, & 2 OB R aTIZonTH Ry hOFIEICES S A A Lz & 25,
FEX60/PSEBO #¥ K T8 FEX60/PSE120 #f & 12 FEX60 REICK L CHEZAEITRBO bR -7- R
BEH pE: THEH p=03106 O p = 0.0711) A3, LS mean O SHEEMIL FEX60 £,
FEX60/PSEGO #f, FEX60/PSE120 REDJIEIZ, -1.14, -1.44, K TN-1.60 TH V| RFEHOWIR Y
2t & & [FERIZ PSE O FH &R 2 51206 > TR LT,
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% 14 -3 2ERRUVBERODEHF R 7OHBTEHEILE - mITT £ (EFC11243 :E&R)

FEX60 FEX60/PSE60 FEX60/PSE120
TSS (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)
Median 9.50 9.50 9.50
Min : Max 6.3:145 6.3:135 6.3:14.2
Treatment period
Number 173 173 174
Mean (SD) 8.70 (2.05) 8.37 (2.03) 8.35(2.08)
Median 8.62 8.31 8.22
Min : Max 3.7:138 35:14.1 3.4:135
Change from baseline
Number 173 173 174
Mean (SD) -0.99 (2.01) -1.18 (1.93) -1.26 (2.00)
Median -0.86 -1.21 -1.27
Min : Max -7.1:6.3 -5.2:44 -6.5:4.8
LSMean (SE)? -1.03 (0.138) -1.29 (0.138) -1.34 (0.138)
95% CI? (-1.301t0-0.757)  (-1.557 to -1.013) (-1.612 to -1.069)
LSMean difference (SE) vs FEX60° - -0.26 (0.192) -0.31 (0.192)
p-value vs FEX60° - 0.3094 0.1843

95% ClI vs FEX60°

(-0.682 10 0.171)

(-0.737 t0 0.114)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_tsas OUT=REPORT/OUTPUT/eff ancova_i_t tss_i.rtf

= Rt
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4 -3 R8ERRVIREKRDEFF A7 OB FHZEILE : LS mean DHEFE (Weekly) - mITT £H
(EFC11243 :E&)

0.0
-0.14
-0.2
-0.34
-0.4+
-0.54
-0.61
-0.74
-0.8 1
-0.94
-1.01
-1.14
-1.24
-1.31
-1.4+
-1.54
-1.6 1

o e & F

EX60
-1.79¢—<—<X FEX60/PSE60
_1g|®** FEX60/PSEL20

BASELINE WEEK1 WEEK2

Change from Baseline (LS Mean+/-SE)

# subjects

FEX60 173 173 171
FEX60/PSE60 173 173 172
FEX60/PSE120 174 174 172

PGM=PRODOPS/M016455/EFC11243/CSR/IREPORT/PGM/eff_lsmean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_tss_i.rtf (I -
19:41)

3.223 REKRD7 (K Ly, 2. BERRUVBEEETDOZEE)

FIERA T (K Lo, B, BRERE OB HAFEOXKEE) 1250 T, Bl FEYEE
DOFHRED & OB R L OO O R E2 £ 1517 F,  FElc Wik 21, % 22,
F 23} OF 2412, WL D LS mean OHER A5, X6, X7, X877,

BIERPNC A 27 O EH B EZ L LR, < L&D LS mean O SHEEMEIL,
FEX60 #F : -0.33, FEX60/PSE60 #% : -0.34, FEX60/PSE120 #¥ : -0.41 T~ 7=, FEX60/PSE60 #E.
FEX60/PSE120 #E FEX60 #EIZ%4 % LS mean OFEFFEITZ N F1-0.00, -0.07 TH VY, FEX60
TEL FEX60/PSE60 ¥ DZEALEANFIER U —7F T FEX60/PSEL20 HEDZEAL BN RORKE Mo T,
7D LS mean O S HEEEIT, FEX60 #f : -0.18, FEX60/PSE60 #F : -0.25, FEX60/PSE120 #f :
-0.24 T~ 7=, FEX60/PSEBO A, FEX60/PSE120 Af(D FEX60 AEIZ%fd 2% LS mean ORER]EIXZ
NEN-0.07, -0.07 Th Y., FEX60 BEDZEA{L BT~ FEX60/PSE6O £ K U8 FEX60/PSE120 HEDZE
LEPORKRE D o7, IRIER L OA HAIE SR I OW TR HEEED b —E ORI A 6 4L
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o lz, WENORERBIA 2712 . FEX60/PSE60 i } U8 FEX60/PSE120 £ D #iE SE4 25 (1 &

\ZI&. FEX60 & & bl U CREFFEMIZR A BEEZITRO Hiviemn-o Tz,

®15-FEKRIT7 K LedHk &t RERRVAELEEOXEE) OHMTEHELE -mITT £H

(EFC11243 :E&)
LSMean p-value
difference VS
N LSMean (SE) (SE) vs FEX60 95% CI vs FEX60 FEX60
Sneezing score
FEX60 173 -0.33 (0.045) - - -
FEX60/PSEG0 173 -0.34 (0.045) -0.00 (0.062) (-0.141 t0 0.135) 0.9983
FEX60/PSE120 174 -0.41 (0.045) -0.07 (0.062) (-0.211 to 0.064) 0.3884
Rhinorrhea score
FEX60 173 -0.18 (0.045) - - -
FEX60/PSE60 173 -0.25 (0.045) -0.07 (0.062) (-0.212 to 0.064) 0.3894
FEX60/PSE120 174 -0.24 (0.045) -0.07 (0.062) (-0.203 t0 0.072) 0.4668
Eye symptom score
FEX60 173 -0.35 (0.045) - - -
FEX60/PSEG0 173 -0.43 (0.045) -0.08 (0.062) (-0.222 to 0.054) 0.2993
FEX60/PSE120 174 -0.36 (0.045) -0.01 (0.062) (-0.147 t0 0.128) 0.9842
Daily activity impairment score
FEX60 173 -0.12 (0.038) - - -
FEX60/PSE60 173 -0.17 (0.038) -0.06 (0.053) (-0.173 t0 0.062) 0.4773
FEX60/PSE120 174  -0.16 (0.038) -0.04 (0.053) (-0.158 t0 0.077) 0.6606

Using analysis of covariance (ANCOVA) model with treatment group as independent variable, corresponding
baseline score and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two
pairwise comparisons with FEX60 group using Dunnett's method.
Patients with missing values for factors or response were excluded from the statistical analysis.
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3224 ZEFR (TRREMHECER. TERENMHENCRH. KEFBE. SiTOMHK)

S A (RO MENR, TaMPMREO AT, AKRESWE. SitoMR) (o1 T,
N=R T A (RFRMIBAAGEE) K ONBEIR TR CUIPIRE) Ot R 2%k 25127577

TEFAMEEBEOIEIRIZ OV TIX, R—RA T A > OEIRFEE A+ I++ T o 7o YB3 &5
&b EnoTo, FEX60 BRIZH W TITIBERIIE TRIC R — 2T A VORI DB 72 D> o T2
BR¥ DES {+—+ 1 625% (45/72 4) . ++—++ :50.0% (34/68 £4) | N&hroT-—F T,
FEX60/PSE6G0 & U8 FEX60/PSE120 FEIZ BN TIFNR—RA T A ¥ D++n H+HIZik#E L 7= RS O
A (ZENEN, ++—+ 1 43.0% (34179 £4) KON 45.8% (27/59 &) } RED - T725%, EROFLE
NUET DA BT,

TEFIREO GOV TIL, XN—RA T A OO GETNHER (+) Th o - HBRE KN
FRELBIRDBEL, WOTHEA (+4+4) THOTHEBREHNERE L b E 0 ole, XR—=RAT A D
FEREL O TR 23 IR C d o o BEBRE I XIRIE I T IRFIC & IR & Z{E 3 72 03 o To R OEIA D& BE
EbZ ol {FEX60 #f 78.7% (74/94 4 ) . FEX60/PSE60 #f 74.7% (59/79 4 ) K
FEX60/PSE120 #£ 71.4% (60/84 4) } .

IKMEDGWENZ DN T, N—=AT A VO WEN+ T ++ ThH o T2 REENERELE L E 0o
oo N=AT7 A LIZBWVWT+THo BRI IIEH L LIREPRR TR L+OHBREOBENEL L.
NR—=RA T A NZBNTH+Th o TR 135 & O IREIIE TR HIJ - 7285 0BG 3%
Nl

S OMERIZON T, R=R2 T A BV TAKED &I (+++) ThHoTHBRENT X TO
FECTHR B E D o7z, BRETIRRIIRE TR R BB OFIG R L Do oMk b R U < AKPED &t
T o727, FEX60/PSEGO i} (8 FEX60/PSE120 A Tld_—R 7 A > O/KMED St 0> b IR
TEHZ Tl () | &R TmWBREOEIGNRNTE -T2 {(ZRFh 208% (27/130 4) &
W19.2% (25/13044) 1} o

3225 BEDHZR

N—=RAT A v (FAWRETE) MOVRHREE TR CUIHIEE) OBRHEOHIZRZ XK 261277,

BEOMRIX, 77 8RE2RE LEEASK TRICEWNT, Ebbkwn) T P LEL
mofe] LEE LTEHEBREBDEETE o T, K TRIZIZ, SEE S BFEORIGZB RN
HHENE 2 2EANBD B, _X—=Z T4 D [WLRL ote] NHIBEGHKR T TR &
ST LR U= giBRE 1L FEX60 B, FEX60/PSE60 B¥ M U8 FEX60/PSE120 B TZH T4 26.6%
(17/64 41) . 35.7% (20/56 4) K 1X49.3% (35/714) Th o7z,
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33 HHoEMAIZEITAERDLEE

THEHMEEE Th 5B A a7 OB LB EICOWT, mITT £HICBIT 5L FTOMs%E
LT ERER R T o, R A S 16T,

- MR (B &)

- il (16 AR, 16 LA L)

- BMI (:"—2F 1 M : 25 kg/m® A5, 25 kg/m* LI L)

- R=2F5 (4 OEMAAaT 5LTF, 25i#)

- R=RTA D IEIERKOIVEROGF A 2T (10LLF, 10 )

- fEE] CROESE S BRRBEE e V2T, MeEs< 627 U =y 7 REIaBIHEL)
- Mg RO KBR)

WM TO B A o 7 HBEH b ED LS mean 245 &, MR (B, %) | . T4
B (16 A, 1640 E) | . [BMI (\"—RF A L : 25 kg/m? A3, 25 kg/m*LL L) | TR
—ATAOEMAATT 5L, 25#) | K [R=2F 14 D 3 @Rk OIRIER O G EF
Z=a7 (10 AP, 10 #) | OoOWVWTFADfEIZs W TH, FEX60 . FEX60/PSE60 .
FEX60/PSE120 #EDINEIZ EPAR 2 7 ZbEMA KR E < 2R DN A DAL, FEMEHT OFER & [T
bolz, —JHT, Fuahl  OHERINIAT > 7o BRI EE Tl & OEa% 2 L 0 e D m 034 6
niz,

fagg il Cld,  THORESE SRS RBASE V2R T ] OHERE O LS mean O SHEEMFIX, FEX60
#t (67 4) :-0.07. FEX60/PSE60 #f (67 4) :-0.16, FEX60/PSE120 #f (69 4) :-0.21, [/)
EHBSIL< B2V =y 7] Tk, FEX60 fif (47 4) :0.01, FEX60/PSE60 #f (46 44) : -0.25,
FEX60/PSE120 #f (46 44) :-0.33. [ KBVGBREEL] Tk, FEX60 Bf (59 44) : -0.38,
FEX60/PSE60 #f (60 44) :-0.29, FEX60/PSE120 fif (59 4) :-0.37 Thoiz, [HREIMER
KRB EVBEFT] KO UNEHESL B2V =y 7| Tid, SMAA a7 2 (L&) FEX60 i,
FEX60/PSE60 #f, FEX60/PSE120 F¥EDNEIZ K & < 72 2358 bz DTk LT, TRIIAER
JEBE] TiE FEX60 Bt EPAR a7 28 k&b K& < Ozt TH L X 5 B35 b
o,

Mg (R, KPR BT, HROEERE O LS mean @ SHETEE L. FEX60 & (114 4)
-0.04. FEX60/PSE60 #¥ (113 4) : -0.20. FEX60/PSE120 Ff (115 4) : -0.26. KB Tlx.
FEX60 #f (59 44) :-0.38, FEX60/PSE60 #f (60 44) : -0.29. FEX60/PSE120 #f (59 44) : -0.37
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IR E L R DMHEBNED HNT-DIZK LT, KK TliX FEX60 BEDEEAR a7 2{b&EdH K& <,
KWL CTHA LN X D RERNFRD SN o Tz,

RO = 2 ORI TIL, BELTHRED 2 MR B TRRDIER IS < KK 1
R 2R D> 7 (R9) o AEMTRMRIL S A = 7 ORI P2 Bl T
BABMER B D EEZ DTS Z Livh, HRE) M (R, KIR) BlosEn—FE e LT
WAL OB E 2 HRT=().
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= 16 - BN EFAOLFAXR a7 OHETEHELLE - mITT EH (EFC11243 :RER)

Change from baseline

LSMean
difference
Strata Baseline Treatment (SE) vs
Treatment group N (SD) period (SD)  LSMean (SE) FEX60 95% CI vs FEX60
Age (<16 years)®
FEX60 24 2.39(0.41) 2.40 (0.49) -0.03 (0.113) - -
FEX60/PSEG0 16 2.32(0.29) 2.20 (0.71) -0.20 (0.138) -0.18 (0.174)  (-0.576 to 0.219)
FEX60/PSE120 15 2.36 (0.40) 2.29 (0.50) -0.14 (0.143) -0.12 (0.177)  (-0.523 t0 0.288)
Age (>16 years)®
FEX60 149  2.40 (0.42) 2.24 (0.56) -0.20 (0.044) - -
FEX60/PSE6G0 157  2.44(0.43) 2.20 (0.56) -0.26 (0.042) -0.06 (0.060)  (-0.191to0 0.074)
FEX60/PSE120 159  2.47 (0.45) 2.13(0.58) -0.34 (0.042) -0.14 (0.060)  (-0.272 to -0.007)
Sex (Male)?
FEX60 89  2.47(0.41) 2.28 (0.55) -0.23 (0.058) - -
FEX60/PSE6G0 72 2.41(0.41) 2.23 (0.55) -0.25 (0.063) -0.02 (0.083)  (-0.206 to 0.164)
FEX60/PSE120 81 2.51(0.47) 2.18 (0.57) -0.36 (0.061) -0.12 (0.080)  (-0.303 to 0.055)
Sex (Female)®
FEX60 84 2.32(0.42) 2.24 (0.55) -0.13 (0.058) - -
FEX60/PSE6G0 101 2.44(0.44) 2.18 (0.59) -0.26 (0.053) -0.13 (0.079)  (-0.302 to 0.047)
FEX60/PSE120 93 241042 2.11(0.57) -0.30 (0.055) -0.17 (0.080)  (-0.347 to 0.007)
Categorized BMI
(<25.0 kg/m?)?
FEX60 143 2.37 (0.40) 2.25 (0.54) -0.17 (0.045) - -
FEX60/PSE60 152 2.44 (0.43) 2.20 (0.58) -0.26 (0.043) -0.08 (0.061)  (-0.220to 0.051)
FEX60/PSE120 153  2.46 (0.44) 2.14 (0.57) -0.33 (0.043) -0.16 (0.061)  (-0.291 to -0.020)
Categorized BMI
(>25.0 kg/m?)?
FEX60 30 2.54(0.48) 2.31(0.63) -0.22 (0.099) - -
FEX60/PSE6G0 21 2.33(0.34) 2.20 (0.54) -0.21 (0.118) 0.01 (0.154)  (-0.337 t0 0.362)
FEX60/PSE120 21 2.45(0.50) 2.21 (0.60) -0.27 (0.117) -0.05 (0.152)  (-0.395 to 0.294)
Nasal congestion score
at baseline (<2.5)°
FEX60 126 2.18(0.19) 2.16 (0.51) -0.05 (0.048) - -
FEX60/PSE6G0 117 2.18(0.19) 2.09 (0.56) -0.12 (0.049) -0.07 (0.067)  (-0.215to0 0.083)
FEX60/PSE120 116  2.18 (0.20) 2.03 (0.51) -0.19 (0.049) -0.14 (0.067)  (-0.286 to 0.012)
Nasal congestion score
at baseline (>2.5)"
FEX60 47 298 (0.28) 2.52 (0.57) -0.47 (0.082) - -
FEX60/PSE6G0 56 2.95(0.29) 2.42 (0.53) -0.54 (0.077) -0.07 (0.112)  (-0.323t0 0.175)
FEX60/PSE120 58  3.01(0.25) 2.38 (0.62) -0.64 (0.075) -0.17 (0.111)  (-0.419t0 0.074)
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# 16 - TR O BPAAR 27 OHIF A - mITT 45 (EFC11243 35k) (Continued)

Change from baseline

LSMean
difference
Strata Baseline Treatment (SE) vs
Treatment group N (SD) period (SD)  LSMean (SE) FEX60 95% CI vs FEX60
Total score of 4 symptoms
at baseline (<10.0)°
FEX60 105 2.21(0.26) 2.15(0.52) -0.09 (0.058) - -
FEX60/PSE60 106  2.31(0.35) 2.16 (0.59) -0.18 (0.057) -0.09 (0.080)  (-0.272to 0.083)
FEX60/PSE120 107  2.26 (0.34) 2.04 (0.55) -0.26 (0.057) -0.17 (0.080)  (-0.349 to 0.006)
Total score of 4 symptoms
at baseline (>10.0)°
FEX60 68 2.69 (0.46) 2.43 (0.56) -0.29 (0.066) - -
FEX60/PSE60 67 2.61(0.46) 2.26 (0.54) -0.38 (0.066) -0.09 (0.092)  (-0.299t0 0.111)
FEX60/PSE120 67 2.77(043) 2.32(0.56) -0.48(0.067)  -0.19(0.092)  (-0.396t0 0.014)
Study site (Tokyo Clinical Research Organisation for Medical clinic)°
FEX60 67 2.33(0.36) 2.31(0.47) -0.07 (0.062) - -
FEX60/PSE60 67 2.45(046) 2.28(058)  -0.16(0.062)  -0.08(0.088)  (-0.279t0 0.111)
FEX60/PSE120 69 2.47(0.44) 2.23(0.56) -0.21(0.061)  -0.14 (0.087)  (-0.332t0 0.055)
Study site (Koganeibashi Sakura Clinic)°
FEX60 47 2.38(0.40) 2.41(0.57) 0.01 (0.081) - -
FEX60/PSE60 46 2.42(0.34) 216(056)  -0.25(0.082)  -0.26 (0.115)  (-0.517 to -0.004)
FEX60/PSE120 46 2.45(042) 210(057)  -0.33(0.082)  -0.33(0.115)  (-0.591 to -0.076)
Study site (Osaka Pharmacology Clinical Research Hospital)°
FEX60 59  2.48(0.49) 2.09 (0.58) -0.38 (0.067) - -
FEX60/PSE60 60 2.41(0.44) 2.14(058)  -0.29(0.067)  0.09(0.095)  (-0.123t0 0.301)
FEX60/PSE120 59 2.45(0.48)  2.08(0.59)  -0.37(0.067)  0.01(0.095)  (-0.203t0 0.221)
Region (Tokyo)*
FEX60 114 235(0.37) 2.35(052)  -0.04 (0.049) - -
FEX60/PSE60 113 2.44(042) 2.23(057)  -0.20(0.049)  -0.15(0.070)  (-0.310 to 0.000)
FEX60/PSE120 115 2.46 (0.43) 2.18 (0.56) -0.26 (0.049) -0.22 (0.070)  (-0.371to0 -0.062)
Region (Osaka)°
FEX60 59 2.48(0.49)  2.09(0.58)  -0.38(0.067) - -
FEX60/PSE60 60 2.41(0.44) 2.14(058)  -0.29(0.067)  0.09(0.095)  (-0.123t00.301)
FEX60/PSE120 59 2.45(0.48)  2.08(0.59)  -0.37(0.067)  0.01(0.095)  (-0.203t0 0.221)

a Analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal congestion score at baseline
and region (Tokyo, Osaka) as covariates.

b ANCOVA model with treatment group as independent variable, region (Tokyo, Osaka) as covariates.

¢ ANCOVA model with treatment group as independent variable, nasal congestion score at baseline as covariates.

Multiple comparison adjustment is performed for two pairwise comparisons with FEX60 group using Dunnett's method.
Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/0OVERALL/CTD_2011_FDC/REPORT/PGM/eff_subgall_i_t.sas OUT=REPORT/OUTPUT/eff_subgall_i_t_i.rtf

-
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4  ERZE - BEICET AEKRIEHROENT

T4 VT IREEEOE RS D D B FEX O &EIZOWTIX, ENT L7 76 60 mg & OWES+
® FEXIPSE fil &% (Allegra-D12) OA&ARHARETH S 1 EIHELE LT 60 mg (1 H AR 120 mg)
ZEEMELE Lz, 5 1S (BDR11250 k) T\ T, FEX/PSE BLAAIF D FEX D/ A
FTXAZEV T A BRTHREHOT V7 T8 60mg ERIBKTHLZ ENRINTND

{FEX60/PSEG0 Al 5 dE (77 L 7 T EEICK 4 DD 90%(5 X ) ; Cpax: (0.88-1.05)
AUCq.12: (0.89-1.03) . FEX30/PSE60 Ml &4 6E 2 #; Cmax: (0.95-1.32) , AUCq.12: (0.97-
1.24) } ([Module2.7.1.2.1.1]) .

PSE ®H&EIZOW T, & I/IAHRE (EFC11243 k) 2B\ T, AR 12 Ll B/
IROZEEIMET L L X —ME R BRE & 6810 FEX/IPSE BLAHID A 0K O M2 FEEIC LT
Ffl7c, RBROKER, SR 27 OHIFELZLED LS mean O SHEEEIL, FEX60 #f : -0.18,
FEX60/PSE60 #f : -0.25, FEX60/PSE120 #f : -0.32 TH 7=, FEX60/PSE120 #E T FEX60 #f & Lt
i L CHAF R A B ANRD bz (LS mean D7 : -0.14, ¥ %4 p = 0.0201) , —J7,
FEX60/PSE60 #f CIF&EPAA 27 DB ARD L= DD, FEX60 & bk U CHEFH RN A
BETRD N2 o7 (LS mean D7 : -0.08, #HHEH A p =0.2993) (£ 12) , &R =T D
HIMEH L &IZOW T, PSE O H&ICE L TRILRE 21T o T RIZB W T, PSE O H &N
B2 HI1HE > T T 5 HEGERS Y — 3B biniz (F13) . 3 BIER (K Lk, &
. &) KOWRGER DO GFHERDR—RF A b ORI ZLED LS mean O s Efi
IZ2W T, FEX60 Bf : -1.03, FEX60/PSE60 #f : -1.29, FEX60/PSE120 #% : -1.34 Th V| [FlkE
IZ PSE OHENHEZ D> TR Lz (£14) . 2, WINOBEGHTHARMEIZBRA T
Hol=Z &5 ([Module2.7.4]) . SPEREZFT L7 LAX—MERKBEICHNDZ L 2HD
& L7= FEX/PSEELAAIO 1 HHE L LCTFEX 120 mg/PSE 240 mg (FEX 30 mg / PSE 60 mg Ed &
FEZ 1248, 1 H 2[E) @Y EER L,

T4 L7 TREEOHIEICOWTIE, BFORERE (ALI11251 3ER) Of5 R & O I/1IHH
B (EFC11243 3BR) OfEHR L v e L7z, ALIL1251 iRABROFSEHE, FEX 60 mg / PSE 120 mg %
HEE G U2, 2SR X T 2 BB B GRFICB T 2 MEH 7YV A R2T7 = KU O Chpp KO}
AUC .79 D AT L O il 90%(5 #E X 1L Z 241 0.96~1.10 & T 0.90~1.00 TdH - 7= DIZ%F
L, MR 7 =%y 7220 TIEZENEI 0.29~0.43 (1 0.33~043 L BFIZEI VK F LT,
LN ->T, BHEEIMEFT YA 2T = RV ONRLFT A TEY T 4 ITEEE G 272008,
MR 72X 72 F VP ODNAFT XA TV T A 2R TFS®ED LD EEZ LN, ZDZ L
L0, RANFEERICE G TR EY TH D EE 27 ([Module2.7.2.2.2]) . F7-.
EFC11243 3ABRIZH\\ T, 1 H 2 [BIZEERFICARIT 35 2 & THEMWE & 2D iRt S v,
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UEDHERLY KHFETOT 4 V7 TREGEOHIENOHE (I XER) FUTE2TE
LTWa,

W, AR L Eo/NRIZIT 1 m 288 (ZoF Y 7= DU ERRE S LT60mg LY
Wi 74 F=7= R L 1L T120mg) % 1 H 2 [\, §IEONY OZEERE IR O#&53 5,
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R17-BACENDEBARI 7 OHAMFENZTE

£:F 18 -mITT (EFC11243 HER)

FEX60 FEX60/PSE60 FEX60/PSE120

Nasal congestion (N=173) (N=173) (N=174)
Baseline

Number 173 173 174

Mean (SD) 2.40 (0.42) 2.43 (0.42) 2.46 (0.45)

Median 2.33 2.33 2.33

Min : Max 2.0:37 2.0:3.7 2.0:3.7
Weekly average score: Week1

Number 173 173 174

Mean (SD) 2.29 (0.55) 2.22 (0.56) 2.18 (0.57)

Median 2.29 2.21 2.14

Min : Max 09:38 04:37 0.7:38
Change from baseline

Number 173 173 174

Mean (SD) -0.10 (0.52) -0.21 (0.56) -0.27 (0.57)

Median -0.02 -0.14 -0.15

Min : Max -16:1.2 -21:14 -21:13

LSMean (SE)* -0.14 (0.039) -0.23 (0.039) -0.28 (0.039)

95% CI? (-0.216 to -0.061) (-0.310 to -0.155) (-0.359 to0 -0.204)

LSMean difference (SE) vs

FEX60? - -0.09 (0.055) -0.14 (0.055)
p-value vs FEX60% - 0.1564 0.0183

95% CI vs FEX60?

(-0.215 to 0.028)

(-0.264 t0 -0.021)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal
congestion score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is

performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff ancovaw_i_t.sas
OUT=REPORT/OUTPUT/eff_ancovaw_i_t_ncs_1_i.rtf

-19:24)
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R 18- BLDEARIT7OHMTENZTIE

= £ 28 -mITT (EFC11243 58E&%)

FEX60 FEX60/PSEGO FEX60/PSE120

Nasal congestion (N=173) (N=173) (N=174)
Baseline

Number 173 173 174

Mean (SD) 2.40 (0.42) 2.43 (0.42) 2.46 (0.45)

Median 2.33 2.33 2.33

Min : Max 2.0:37 2.0:37 2.0:3.7
Weekly average score: Week2

Number 171 172 172

Mean (SD) 2.22 (0.65) 2.17 (0.67) 2.10 (0.64)

Median 2.25 2.08 2.00

Min : Max 0.6:4.0 01:38 0.6:4.0
Change from baseline

Number 171 172 172

Mean (SD) -0.18 (0.67) -0.25 (0.69) -0.35 (0.68)

Median -0.08 -0.17 -0.33

Min : Max -22:1.7 -24:1.8 -2.2:20

LSMean (SE)? -0.22 (0.049) -0.28 (0.048) -0.37 (0.049)

95% CI? (-0.318 t0 -0.127) (-0.379 t0 -0.189) (-0.463 t0 -0.272)

LSMean difference (SE) vs

FEX60? - -0.06 (0.067) -0.15 (0.067)
p-value vs FEX60% - 0.5570 0.0581

95% CI vs FEX60°

(-0.211 to 0.088)

(-0.295 to 0.004)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal
congestion score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is

performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancovaw_i_t.sas
OUT=REPORT/OUTPUT/eff_ancovaw_i_t_ncs_2_i.rtf

-19:24)
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FEX60 FEX60/PSEG0 FEX60/PSE120

TSS (N=173) (N=173) (N=174)
Baseline

Number 173 173 174

Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)

Median 9.50 9.50 9.50

Min : Max 6.3:14.5 6.3:135 6.3:14.2
Weekly average score: Week1

Number 173 173 174

Mean (SD) 8.80 (2.04) 8.48 (2.08) 8.57 (2.11)

Median 8.64 8.50 8.61

Min : Max 3.5:13.6 34:141 2.6:13.6
Change from baseline

Number 173 173 174

Mean (SD) -0.89 (1.96) -1.06 (1.86) -1.04 (1.91)

Median -0.69 -0.95 -0.92

Min : Max -7.0:5.7 -5.6:4.4 -7.0:4.9

LSMean (SE)* -0.94 (0.136) -1.16 (0.136) -1.12 (0.136)

95% CI® (-1.204 to -0.670) (-1.431 to -0.897) (-1.384 to -0.851)

LSMean difference (SE) vs

FEX60? - -0.23 (0.189) -0.18 (0.188)
p-value vs FEX60% - 0.3762 0.5300

95% CI vs FEX60?

(-0.646 t0 0.191)

(-0.599 t0 0.237)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is

performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancovaw_i_t.sas

OUT=REPORT/OUTPUT/eff_ancovaw_i_t_tss_1_i.rtf (I - 1924
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FEX60 FEX60/PSE6G0 FEX60/PSE120
TSS (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)
Median 9.50 9.50 9.50
Min : Max 6.3:14.5 6.3:13.5 6.3:14.2
Weekly average score: Week?2
Number 171 172 172
Mean (SD) 8.59 (2.24) 8.22 (2.22) 8.07 (2.34)
Median 8.67 8.00 8.08
Min : Max 3.9:141 2.8:14.2 3.2:149
Change from baseline
Number 171 172 172
Mean (SD) -1.11 (2.25) -1.33 (2.27) -1.51 (2.39)
Median -1.08 -1.33 -1.30
Min : Max -71.2:7.0 -6.5:4.7 -8.1:4.8
LSMean (SE)* -1.14 (0.163) -1.44 (0.162) -1.60 (0.163)
95% CI? (-1.455 to -0.816) (-1.754 t0 -1.116) (-1.923 10 -1.284)
LSMean difference (SE) vs FEX60? - -0.30 (0.226) -0.47 (0.226)
p-value vs FEX60? - 0.3106 0.0711

95% ClI vs FEX60?

(-0.801 to 0.201)

(-0.969 to 0.033)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff ancovaw_i_t.sas
OUT=REPORT/OUTPUT/eff_ancovaw_i_t_tss_2_i.rtf (I - 1924
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FEX60 FEX60/PSE60 FEX60/PSE120
Sneezing (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.27 (0.74) 2.17 (0.67) 2.17 (0.71)
Median 2.17 2.00 2.17
Min : Max 0.7:4.0 0.8:4.0 05:4.0
Treatment period
Number 173 173 174
Mean (SD) 1.93 (0.70) 1.86 (0.75) 1.79 (0.75)
Median 1.86 1.81 1.70
Min : Max 0.3:4.0 0.1:39 0.1:39
Change from baseline
Number 173 173 174
Mean (SD) -0.35(0.62) -0.31 (0.62) -0.38 (0.65)
Median -0.28 -0.28 -0.40
Min : Max -23:14 -22:14 -2.7:12
LSMean (SE)? -0.33 (0.045) -0.34 (0.045) -0.41 (0.045)
95% CI? (-0.422 to0 -0.246) (-0.424 to -0.249) (-0.495 to -0.320)
LSMean difference (SE) vs FEX60? - -0.00 (0.062) -0.07 (0.062)
p-value vs FEX60? - 0.9983 0.3884

95% CI vs FEX60? -

(-0.141 t0 0.135)

(-0.211 to 0.064)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, sneezing score at
baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two pairwise

comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff _ancova_i_t_sne_i.rtf

_— 52

Page 48



2.7.3 BRERMIE S
T4 LI SEBRERE

£22-EARa70OHBENEILE- mITT £ (EFC11243 FHER)

FEX60 FEX60/PSE60 FEX60/PSE120
Rhinorrhea (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.60 (0.81) 2.56 (0.78) 2.58 (0.83)
Median 2.50 2.67 2.50
Min : Max 1.0:4.0 0.8:4.0 0.8:4.0
Treatment period
Number 173 173 174
Mean (SD) 2.43(0.82) 2.33(0.75) 2.35(0.87)
Median 2.42 2.31 2.31
Min : Max 0.5:4.0 0.8:4.0 0.5:4.0
Change from baseline
Number 173 173 174
Mean (SD) -0.17 (0.64) -0.23 (0.62) -0.23 (0.61)
Median -0.15 -0.21 -0.17
Min : Max -24:15 -18:1.2 -1.9:22
LSMean (SE)? -0.18 (0.045) -0.25 (0.045) -0.24 (0.045)
95% CI? (-0.263 to -0.087) (-0.337 t0 -0.161) (-0.329 t0 -0.153)
LSMean difference (SE) vs FEX60? - -0.07 (0.062) -0.07 (0.062)
p-value vs FEX60? - 0.3894 0.4668

95% CI vs FEX60?

(-0.212 0 0.064)

(-0.203 t0 0.072)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, rhinorrhea score
at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two pairwise

comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_tsas OUT=REPORT/OUTPUT/eff ancova_i_t_rhi_i.rtf

_— 52
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FEX60 FEX60/PSE60 FEX60/PSE120
Eye symptom (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.42 (0.66) 2.39 (0.72) 2.40 (0.66)
Median 2.33 2.33 2.33
Min : Max 1.0:4.0 0.3:4.0 0.5:4.0
Treatment period
Number 173 173 174
Mean (SD) 2.09 (0.67) 1.98 (0.73) 2.07 (0.65)
Median 2.04 2.00 2.08
Min : Max 0.3:38 0.0:39 0.2:4.0
Change from baseline
Number 173 173 174
Mean (SD) -0.34 (0.68) -0.41 (0.62) -0.34 (0.68)
Median -0.32 -0.36 -0.24
Min : Max -20:26 -19:20 -22:16
LSMean (SE)? -0.35 (0.045) -0.43 (0.045) -0.36 (0.045)
95% CI? (-0.437 t0 -0.261) (-0.521 to -0.345) (-0.446 to0 -0.271)
LSMean difference (SE) vs FEX60? - -0.08 (0.062) -0.01 (0.062)
p-value vs FEX60? - 0.2993 0.9842

95% CI vs FEX60? -

(-0.222100.054)  (-0.147 t0 0.128)

# Using analysis of covariance (ANCOVA) model with treatment group as independent variable, eye symptom
score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two

pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff _ancova_i_t_eyes_i.rtf

_— 52
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FEX60 FEX60/PSE60 FEX60/PSE120
Daily activity impairment (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 1.99 (0.64) 1.94 (0.52) 1.94 (0.57)
Median 2.00 2.00 2.00
Min : Max 0.0:4.0 0.0:35 0.7:35
Treatment period
Number 173 173 174
Mean (SD) 1.88 (0.65) 1.79 (0.52) 1.81(0.54)
Median 1.96 1.92 1.88
Min : Max 0.0:3.7 0.0:35 09:33
Change from baseline
Number 173 173 174
Mean (SD) -0.11 (0.62) -0.14 (0.55) -0.13 (0.56)
Median 0.00 0.00 -0.06
Min : Max -22:21 -21:14 -1.7:21
LSMean (SE)? -0.12 (0.038) -0.17 (0.038) -0.16 (0.038)
95% CI? (-0.193 t0 -0.043) (-0.248 to -0.098) (-0.233 t0 -0.084)
LSMean difference (SE) vs FEX60? - -0.06 (0.053) -0.04 (0.053)
p-value vs FEX60? - 0.4773 0.6606

95% CI vs FEX60?

(-0.173 10 0.062)

(-0.158 t0 0.077)

# Using analysis of covariance (ANCOVA) model with treatment group as independent variable, daily activity
impairment score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff_ancova_i_t_da_i.rtf

_— 52
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Change from Baseline (LS Mean+/-SE)

-0.45 1

-0.50 1

& & & FEX60
HXK—X—X EEX60/PSEGQ
o—e—e FEXG60/PSE120

-0.551

BASELINE

# subjects

FEX60 173
FEX60/PSE60 173
FEX60/PSE120 174

WEEK1

173
173
174

WEEK2

171
172
172

PGM=PRODOPS/M016455/EFC11243/CSR/IREPORT/PGM/eff_lsmean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_sne_i.rtf (I -

19:41)
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6- 2RI T7OHMETEHEILLE : LS mean DHEFE (Weekly) - mITT £ (EFC11243 iX5R)

0.00

-0.05

-0.10

-0.15

-0.20

-0.25

Change from Baseline (LS Mean+/-SE)

-0.30 1

& & & FEX60
XXX EEX60/PSE60
+—e—e FEXG60/PSE120

-0.351 ,
BASELINE

# subjects

FEX60 173
FEX60/PSE60 173
FEX60/PSE120 174

WEEK1

173
173
174

WEEK?2

171
172
172

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_Ismean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_rhi_i.rtf (N -

19:42)
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7-REKRR 27 OEBTHZEILE : LS mean DHEFE (Weekly) - mITT £ (EFC11243 5K58)
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Change from Baseline (LS Mean+/-SE)
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-0.50+

& & & EEX60
HXK—X—X EEX60/PSE60
+—e—e FEX60/PSE120

-0.55+

BASELINE

# subjects

FEX60 173
FEX60/PSE60 173
FEX60/PSE120 174

WEEK1

173
173
174

WEEK?2

171
172
172

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_lsmean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_eyes_i.rtf (N -

19:42)
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8- BHELFNDKXEER 7 DOHMFHEILE : LS mean DHFE (Weekly) - mITT £ (EFC11243
HER)

0.00
-0.02
-0.04+
-0.06
-0.08+
-0.10
-0.121
-0.14+
-0.161

-0.18
-0.201

Change from Baseline (LS Mean+/-SE)

-0.22

-0.241=- &~ & FEX60
HK—X—X FEX60/PSEE0 1
e—e—e FEXG60/PSE120

BASELINE WEEK1 WEEK2

-0.26

# subjects

FEX60 173 173 171
FEX60/PSE60 173 173 172
FEX60/PSE120 174 174 172

PGM=PRODOPS/M016455/EFC11243/CSR/IREPORT/PGM/eff_Ismean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_da_i.rtf (N -
19:43)
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£25-2FRE -mITTEHE (EFC11243 :RER)

Nasal Findings

Baseline FEX60 FEX60/PSE60 FEX60/PSE120
Day 15 n/N1 (%) (N=173) (N=173) (N=174)
Swelling of the inferior turbinate mucosa
Total
+++ 12/171 (7.0%) 8/169 (4.7%) 7/170  (4.1%)
++ 61/171 (35.7%) 45/169 (26.6%) 49/170 (28.8%)
+ 83/171 (48.5%) 89/169 (52.7%) 83/170 (48.8%)
- 15/171 (8.8%) 27/169 (16.0%) 31/170 (18.2%)
+++
+++ 4/23 (17.4%) 3/23 (13.0%) 5/26 (19.2%)
++ 11/23 (47.8%) 8/23 (34.8%) 17/26 (65.4%)
+ 5/23 (21.7%) 12/23 (52.2%) 4/26 (15.4%)
- 3/23 (13.0%) 0/23 0/26
++
+++ 4/68 (5.9%) 5/79 (6.3%) 0/59
++ 34/68 (50.0%) 24/79 (30.4%) 18/59 (30.5%)
+ 26/68 (38.2%) 34/79 (43.0%) 27/59 (45.8%)
- 4/68 (5.9%) 16/79 (20.3%) 14/59 (23.7%)
+
+++ 4/72 (5.6%) 0/61 2/80 (2.5%)
++ 16/72 (22.2%) 11/61 (18.0%) 13/80 (16.3%)
+ 45/72 (62.5%) 39/61 (63.9%) 50/80 (62.5%)
- 7172 (9.7%) 11/61 (18.0%) 15/80 (18.8%)
+++ 0/8 0/6 0/5
++ 0/8 2/6 (33.3%) 1/5 (20.0%)

7/8 (87.5%)
1/8 (12.5%)

416 (66.7%)
0/6

2/5 (40.0%)
2/5 (40.0%)
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Nasal Findings
Baseline

Day 15 n/N1 (%)

FEX60
(N=173)

FEX60/PSE60
(N=173)

FEX60/PSE120
(N=174)

Color of the inferior turbinate mucosa
Total

+++

++

+++
++
+

+++
++

+++
++

+++
++

+++
++

52/171 (30.4%)
6/171 (3.5%)
108/171 (63.2%)
5/171 (2.9%)

33/60 (55.0%)
2/60 (3.3%)
24/60 (40.0%)
1/60 (1.7%)

1/13 (7.7%)
3/13 (23.1%)
8/13 (61.5%)
113 (7.7%)

17/94 (18.1%)
194 (1.1%)
74194 (78.7%)
2/94 (2.1%)

1/4 (25.0%)
0/4

2/4 (50.0%)
1/4 (25.0%)

32/169 (18.9%)

8/169 (4.7%)
112/169 (66.3%)
17/169 (10.1%)

22/72 (30.6%)
2072 (2.8%)
41/72 (56.9%)
7172 (9.7%)

1/15 (6.7%)
3/15 (20.0%)
10/15 (66.7%)
1/15 (6.7%)

8/79 (10.1%)
3179 (3.8%)
59/79 (74.7%)
9/79 (11.4%)

1/3 (33.3%)
0/3
2/3 (66.7%)
0/3

35/170 (20.6%)
6/170  (3.5%)
112/170 (65.9%)
17/170 (10.0%)

24/66 (36.4%)
2/66  (3.0%)
37/66 (56.1%)
3/66  (4.5%)

2/16 (12.5%)
1/16  (6.3%)
11/16 (68.8%)
2/16 (12.5%)

9/84 (10.7%)
3/84  (3.6%)
60/84 (71.4%)
12/84 (14.3%)

0/4
0/4
414 (100%)
0/4
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Nasal Findings
Baseline

Day 15 n/N1 (%)

FEX60
(N=173)

FEX60/PSE60
(N=173)

FEX60/PSE120
(N=174)

Amount of watery mucus
Total

+++

++

+++
++
+

+++
++

+++
++

+++
++

+++
++

9/171 (5.3%)
47/171 (27.5%)
93/171 (54.4%)
22/171 (12.9%)

4/16 (25.0%)
8/16 (50.0%)
2/16 (12.5%)
2/16 (12.5%)

2/57 (3.5%)
25/57 (43.9%)
28/57 (49.1%)

2/57 (3.5%)

2/85 (2.4%)
12/85 (14.1%)
57/85 (67.1%)
14/85 (16.5%)

1/13 (7.7%)
2/13 (15.4%)
6/13 (46.2%)
4/13 (30.8%)

5/169 (3.0%)
27/169 (16.0%)
98/169 (58.0%)
39/169 (23.1%)

2/11 (18.2%)
3/11 (27.3%)
5/11 (45.5%)
1/11 (9.1%)

3/65 (4.6%)
14/65 (21.5%)
32/65 (49.2%)
16/65 (24.6%)

0/87

9/87 (10.3%)
57/87 (65.5%)
21/87 (24.1%)

0/6

1/6 (16.7%)
46 (66.7%)
1/6 (16.7%)

4170 (2.4%)
23/170 (13.5%)

106/170 (62.4%)

37/170 (21.8%)

114 (7.1%)
4/14 (28.6%)
8/14 (57.1%)
114 (7.1%)

3157 (5.3%)
12/57 (21.1%)
30/57 (52.6%)
12/57 (21.1%)

0/91

7191 (7.7%)
64/91 (70.3%)
20/91 (22.0%)

0/8
0/8

48 (50.0%)
48 (50.0%)
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Nasal Findings

Baseline FEX60 FEX60/PSE60 FEX60/PSE120
Day 15 n/N1 (%) (N=173) (N=173) (N=174)
Properties of the nasal mucus
Total
+++ 126/171 (73.7%) 95/169 (56.2%) 99/170 (58.2%)
++ 19/171 (11.1%) 29/169 (17.2%) 31/170 (18.2%)
+ 1/171 (0.6%) 2/169 (1.2%) 1/170 (0.6%)
- 25/171 (14.6%) 43/169 (25.4%) 39/170 (22.9%)
+++
+4++ 100/122 (82.0%) 82/130 (63.1%) 88/130 (67.7%)
++ 10/122 (8.2%) 20/130 (15.4%) 17/130 (13.1%)
+ 1/122 (0.8%) 1/130 (0.8%) 0/130
- 11/122 (9.0%) 27/130 (20.8%) 25/130 (19.2%)
++
+++ 13/28 (46.4%) 6/23 (26.1%) 6/25 (24.0%)
++ 7/28 (25.0%) 5/23 (21.7%) 12/25 (48.0%)
+ 0/28 0/23 0/25
- 8/28 (28.6%) 12/23 (52.2%) 7/25 (28.0%)
+
+++ 4/5 (80.0%) 3/5 (60.0%) 3/6 (50.0%)
++ 1/5 (20.0%) 1/5 (20.0%) 0/6
+ 0/5 1/5 (20.0%) 1/6 (16.7%)
- 0/5 0/5 2/6 (33.3%)
+++ 9/16 (56.3%) 4/11 (36.4%) 2/9 (22.2%)
++ 1/16 (6.3%) 3/11 (27.3%) 2/9 (22.2%)
+ 0/16 0/11 0/9

6/16 (37.5%)

411 (36.4%)

5/9 (55.6%)

Note: The number (n) represents the subset of the total number of patients who met the criterion in question at Day
15. The denominator (/N1) for each parameter within a treatment group is the number of patients for the treatment
group who had that parameter assessed at Day 15 by baseline findings status.

PGM=PRODOPS/M016455/0VERALL/CTD_2011_FDC/REPORT/PGM/eff_shift_nf i_t.sas
ouT=REPORT/OUTPUT/eff_shift_nf_i_t_i.rtf (I - 15:16
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R 26-EEOHE -mITT £F (EFC11243 #E&))

Patient's impression

Baseline FEX60 FEX60/PSE60 FEX60/PSE120
Day 15 n/N1 (%) (N=173) (N=173) (N=174)

Total
Much better 6/173 (3.5%) 9/173  (5.2%) 10/173  (5.8%)
Better 42/173 (24.3%) 51/173 (29.5%) 60/173 (34.7%)
Slightly better 70/173 (40.5%) 59/173 (34.1%) 64/173 (37.0%)
Unchanged 35/173 (20.2%) 471173 (27.2%) 33/173 (19.1%)
Slightly worse 13/173  (7.5%) 5/173  (2.9%) 3/173  (1.7%)
Worse 7/1173  (4.0%) 2/173  (1.2%) 31173 (1.7%)
Much worse 0/173 0/173 0/173

Much better

Much better 0/1 2/2 (100%) 0/2
Better 0/1 0/2 1/2  (50.0%)
Slightly better 0/1 0/2 1/2 (50.0%)
Unchanged 0/1 0/2 0/2
Slightly worse 1/1 (100%) 0/2 0/2
Worse 0/1 0/2 0/2
Much worse 0/1 0/2 0/2
Better
Much better 4/12 (33.3%) 0/14 5/15 (33.3%)
Better 5/12 (41.7%) 12/14 (85.7%) 8/15 (53.3%)
Slightly better 1/12  (8.3%) 2/14 (14.3%) 2/15 (13.3%)
Unchanged 1/12  (8.3%) 0/14 0/15
Slightly worse 1/12  (8.3%) 0/14 0/15
Worse 0/12 0/14 0/15
Much worse 0/12 0/14 0/15

Slightly better

Much better 2/64  (3.1%) 3/56  (5.4%) 371 (4.2%)
Better 17/64 (26.6%) 20/56 (35.7%) 35/71 (49.3%)
Slightly better 32/64 (50.0%) 24/56 (42.9%) 26/71 (36.6%)
Unchanged 10/64 (15.6%) 9/56 (16.1%) 6/71 (8.5%)
Slightly worse 2/64  (3.1%) 0/56 71 (1.4%)
Worse 1/64  (1.6%) 0/56 0/71

Much worse 0/64 0/56 0/71
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Patient's impression

Baseline FEX60 FEX60/PSE60 FEX60/PSE120
Day 15 n/N1 (%) (N=173) (N=173) (N=174)

Unchanged
Much better 0/72 4172  (5.6%) 2/53  (3.8%)
Better 13/72 (18.1%) 14/72 (19.4%) 10/53 (18.9%)
Slightly better 32/72 (44.4%) 23/72 (31.9%) 19/53 (35.8%)
Unchanged 19/72 (26.4%) 29/72 (40.3%) 20/53 (37.7%)
Slightly worse 6/72 (8.3%) 2[72  (2.8%) 1/53  (1.9%)
Worse 2[72  (2.8%) 0/72 1/53  (1.9%)
Much worse 0/72 0/72 0/53

Slightly worse

Much better 0/11 0/19 0/21
Better 2/11 (18.2%) 4/19 (21.1%) 2/21  (9.5%)
Slightly better 3/11 (27.3%) 7/19 (36.8%) 10/21 (47.6%)
Unchanged 3/11 (27.3%) 5/19 (26.3%) 7/21 (33.3%)
Slightly worse 2/11 (18.2%) 3/19 (15.8%) 1/21  (4.8%)
Worse /11 (9.1%) 0/19 1/21  (4.8%)
Much worse 0/11 0/19 0/21
Worse
Much better 0/12 0/9 0/10
Better 4/12 (33.3%) 1/9 (11.1%) 4/10 (40.0%)
Slightly better 2/12 (16.7%) 3/9 (33.3%) 5/10 (50.0%)
Unchanged 2/12 (16.7%) 3/9 (33.3%) 0/10
Slightly worse 112 (8.3%) 0/9 0/10
Worse 3/12 (25.0%) 2/9 (22.2%) 1/10 (10.0%)
Much worse 0/12 0/9 0/10
Much worse
Much better 0/1 0/1 0/1
Better 1/1 (100%) 0/1 0/1
Slightly better 0/1 0/1 1/1 (100%)
Unchanged 0/1 1/1 (100%) 0/1
Slightly worse 0/1 0/1 0/1
Worse 0/1 0/1 0/1
Much worse 0/1 0/1 0/1

Note: The number (n) represents the subset of the total number of patients who met the criterion in question at Day
15. The denominator (/N1) for each parameter within a treatment group is the number of patients for the treatment
group who had that parameter assessed at Day 15 by baseline status.

PGM=PRODOPS/M016455/0VERALL/CTD_2011_FDC/REPORT/PGM/eff_shift_pi_i_t.sas
ouT=REPORT/OUTPUT/eff_shift_pi_i_t_i.rtf ([ - 15:16)
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Tokyo Clinical Research Organisation for Medicine Clinic
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9-AEHOEFARITOFEHELRAXFEREDHE - mITT £ (EFC11243
(Continued)

Koganeibashi Sakura Clinic
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9-AEHMOERARIT7DFEHEERFIENEDH - mITT £H (EFC11243 #E8) (Continued)

Osaka Pharmacology Clinical Research Hospital
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