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miTT modified Intent-to-Treat ITTHMD 55, 1RBREZ 1 EITHREL, 7o
FEEHMBIE A T 5 SR a7 OWIM R E L&

(BRI — =27 A ) 23HIH ATRE 72 2L
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1 EEKADERE

T4 VI IRGEIX, T eX Y 7o F YU ERE (LUT, FEX) KOMERR T Y A F=7 = RU > (B
. PSE) OELAEAITHD, FEXIX, 7L/ 8L U TRBEICAR S, FH2ire A X I V3L L
TEWNATIASERA IR TEY A OHMER NLZR2MEIIMNL LT b O TH 5, £z, S Tk FEX
| PSE OFdAA] (Allegra-D) 7%, KEZ & LT 30 MEM ETEBINEH STV 5D,

1.1 REMFHEICAVHER

T4 V7 TEEEEO RSN, BARANOFHET LA —HERRKEE (125l E) 2343
Jiti 7= FEX 60 mg/PSE 60 mg X (X FEX60mg/PSE 120 mg % 1 H 2 [a] 2 #& 5 L7z & < a2 &
WZEMEIZHOWTT V77 60mg $E42 % & L C ekt L= ENE T/IFEFER (EFC11243 546R) |
Rk N B & Rt 5 & L7z EFX/IPSE Bl A8 & FEX OBEfFMIRELA] (7 L7 7 8E60mg) & OFExA N
AFT ATV T ¢ B (BDR11250 #Bk) K OB FOFEER (ALIL1251 R ER) o0& bk
FICHSN T To T, BT, WA CHE S N7 ¥ 7 B FEHMET L —axBE (12l L)
\Zx9° % FEX/PSE Bl A7 (FEX 60mg/PSE 120 mg) D724 M OV 2% . FEX 60 mg X i PSE 120 mg
A 256 R & U CHlRat U723 IAHGER (PIPR0035 3kBR) D45 B8R L CHiserIICHE L
776
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T4 LI SERESR

R 1-BRRAZ £ TEE L -BRRHAR—R

HEREE B8 BRRTYA B’EE BEREHR TR |
GRHAEH B) ” B5 A% - 4 AR
BDR11250 H#/NA | —ETFR HEREH it o4 20 %45 % (S
T4 ﬁ;’:'ﬁe L UN(4 FEX 60 mg / PSE 60 mg BERA B
[Module5.3.1.2] meit 2 gqg ?371- FEX 60 mg / PSE 120 mg
SR —AEB | mem# : FExeomg
#O®E. 1H2E., 5AM
ALI11251 BREOEE | k& HEREH it18 20 %45 % (=
ERR: ZeH 2 #8840 RA | FEX60mg/PSE 120 mg BERA --
[Module5.3.3.4-1] —AER | gnumgs
Bl s
EFC11243 B _EE®R SHERELH &t 520 2@t =N
FE I/ R4ett SUH Lt FEX 60 mg / PSE 60 mg FEX60/PSE60 : 173 FHMHT --
[Module5.35.1-1] | BRI FEX 60 mg 5 FEX 60 mg / PSE 120 mg FEX60/PSE120 : 174 l; tz;ﬁ
S “7"’ FEEBUH - FEX 60 mg X6 - 173 T
ggg'ﬁ | gngs, 126, 25860
PJPR0035 Te _EE®R SHERELH &t 651 12 7%-65 % hr5
ERIRE] FoEoled S5 4 L{E | FEX60mg/PSE 120 mg B& 215 25157 | IR
[Module5.3.5.1-2] FEX 60 mg R FEX : 218 ;;:;;E
SEEH PSE120mg #& | FEX60mg PSE : 218
RS R PSE 120 mg
%gg Mt | gogs, 1826, 2580

FEX: 2zxF%vV 7+ PUERIE PSE- B TYA FI 7z FY Y

1.2  EFHM@EAE
1.2.1 XA A TRALSEYF 4R (BDR11250 HER) RUBZED=ZERER (ALI11251

HER)

TEFERR N /5 & LIS T XA U 7 ¢ 3Bk (BDR11250 #45R) K OV 0 8 Bk

(ALI11251 3R) D2 BMEfEATIR, RV REM (RRIEL 1 [EITH IRKE L 72T X ToHkERE)
IZDOWTIT o7, AEHESIT. MedDRA Ver.13.0 (BDR11250 #l%) K OF Ver.13.1 (ALI11251 ikER)
RV, BB S E LU FICHE LT ERICHE > T LT,

o Pre-treatment adverse events : [FEES L CHv5 1 IO G-BHAEERTE TCOMIZREUTE L
T-HERES

o Treatment emergent adverse events (TEAE) : £ WT, HBAMRGE 4 H (ALIL1251
ABR) S35 8 B (BDR11250 #kliR) o 23 HF 59 45 59 B & TORIICHEH JUTE L LA EHER
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o Post-treatment adverse events : ZHIZHBW T, 5 H (ALIL1251 #&BR) NIiZ%# 9 H (BDR11250
RER) OO OFKGBMGERT. SUXRBRE TR E TOMIZHBLUTEN LA EESR

FEHL L7~ TEAE & 1BERSE &b O R REMR TR B ER XX ERIC L v TTv (Yes) | XE v
Wz (No) J THIEL., TIuv (Yes) | & EN72b0OEKBEBGEAGE TE 22V TEAE & LT,

1.2.2 ERNEI/MAGE (EFC11243 HER)

FEEIMET LV — PR R Akt b U7 EFC11243 3Bk D22 MR 1T 22 AT ST G245 (ITT
LD Y B IREY BRI Z 1B CHARME L 7-98r3E) 255 & L=, AEFES1E. MedDRAVer.14.0
Z RV, BEBEEICESE LU FICHE L2 ERICiE> T LT,

o IRBCERGANCHEB LAFFSR . ARG OWRICEEA L-AEFR

o CEAMIFENRBREKIC LV I L-AERS CEAMO TEAEs) : REAMAIRRREKIC X 5165k
TRE ] OWIMICRER LA EHS

o IRWRMIFNABRERIC X VBB LA ERS QRFEM O TEAEs) : AR ARBREKIC X 5 1R5R
WBER ] OBRICRIL LB EES

o RIEHIAEREKIC LV RE LA ERS . NRRIRBRERIC X 2765R1EFE% ) OMBICRE L
HEEFES

EFC11243 FBR DL M DRRFHI DWW TEFEITTER M O TEAE Z HIWTEHIE L7z, £/, 1R L o
KIRBIRAEE CTE RV TEAE ZRIER & L7z, J88L L7 TEAE LIRERFE & O RIREIRITTIAEEE
BT HHERIIC LY TV (Yes) | X Tvwinz (No) | THIEL. NEW (Yes) | L &nizd
D % R EBHR PG E TE 7V TEAE & L7z,

1.2.3 BH\EMMEERE (PIPRO035 &iER)

TH YT LXK x5 & LT PIPR0O035 Gk D22 MEREAT I, MR X
GUEM QR ARBRIE A 1R T IRIK L 7-9iBrad) 258 & L7z, ARBR DA E 5L sponsor’s version
of the World Health Organization Reaction Terminology Dictionary (Merrell Dow Adverse Event Dictionary) %
MW Ta— M S Ui fhd F2MERK S L7z, £ D%, MedDRA Ver. 5.1 (2 & ¥ ff=2— Kk L, MedDRA
Ver. 6.1 % W CHEF S BMREE#RE#E (Amended CSR) 2MER S THY , ZNEET 2—/L
5DIRFERNE LTz, $£72. A CTD % B Tlx MedDRAVer.14.0 % JHWTHEEFF L 72,

PJPRO035 7k D22 ME DR FHI DU Tid EFC11243 3k & [AIERIC, FEICIREY O TEAE % VW CGF
i L7z, £72 %38l L7 TEAE LIRBRIE L OIKIREARIZ. [Definitely Related] . [Probable] . IPossible] .
Unlikely] X% INotrelated] @ 5 BtffsCaEAfi <41, [Definitely Related | . [Probable 3% TPossible]
L INTbDOERRBABRNGE TE W TEAE & L7,
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1.3 £fRMTEBREIRR

1.3.1 XN AATRALSEY 74 HE (BDR11250 Er) RUBZEDZERER (ALI11251
HER)

BEFERRAGEBRE & xb G & LT BNA A7 X4 Z 8 U 7 ¢ 3Bk (BDR11250 #R) 2B\ T, 1A
BRIE 2 B 5 ST R 1%, BDR11250 #§k Tl FEX 60/PSE 60 fid 44 1§ (FEX 60 mg/PSE 60 mg )
26 4, FEX 30/PSE 60 il A4 2 &2 (FEX 60 mg/PSE 120 mg ) 28 4 Jx ONfilil#E (FEX60mg) 52 4 C
Holz,

Tz, BREOKERE (ALIL125175kR) CIRBRIKZ G SN 7-#5E13, FEX 30/PSE 60 Bl & 8 2
#& (FEX60mg/PSE120mg) 184 Ch o7z,

1.3.2 ENEI/IEHER (EFC11243 iXER)

FEINSE I/IAERRER (EFC11243 3Bk) TlX, 744 OHEEBRE N A7 )V —= T &, 2095 520
2N T B M ENT- (FEX60 B 173 4. FEX60/PSE60 #f 173 44, FEX60/PSE120 £ 174 4) . mITT
HEH (BREL LRITHARE L, 2 OFEERHMAEE Th 5 BAR 27 O 2L &S F]H Al RE 7
HEH) KO EMEMTRIRER (RBRIEE 1 B CTHIRE L-giie) oIS ix7ze <,
520 4 % mITT £E[H L OV MR REREER & L7z,

5204, 1 509 4 A3 2 W0 “EEMIC K DIEEM A T L, 11408 E IR Lz, FIEFloNER
X, FEX60 ¥ : 24 (1.2%) . FEXG60/PSE60 ¥ : 344 (1.7%) . FEX60/PSE120 #f : 64 (3.4%) Th

277,
L ENERENT I SR O TR IR BREE OB IR I 2 3K 2 12R T,
TR FIEER K O IREE 1%, ) (SD) T FEX60 £f : 14.9 (1.1) H. FEX60/PSE60 #f : 14.8 (1.0)

H . FEX60/PSE120 & : 14.8 (1.2) H Tdh o7, 98.3~99.4%DHERE 7S 9~17 H DIRFEHI T - 7~
IR AR O e/ IMiEI X FEX60 B0 4 B, e K% FEX60/PSE60 £ D 19 H TH -~ 7=,
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K 2- AREORELNM - MBI HREE (EFC11243 HER) -

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Duration of study treatment (days)
Number 173 173 174
Mean (SD) 149 (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(%)]
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

1.3.3 B EMMEHE (PIPRO0O35 EXER)

1T TTI0OLMN AT V—=2 T S, 2D HH 652 40N EIEAL S iz, 14 2NRBRIEE SR
ik L7272, 652 610 5 5 651 FlZin I OIRRIEN B - 7z (FEX60 #f 218 44, PSE120 #F 218
4. FEX60/PSE120 #£ 215 44) . Z @ 651 il &Ml 2322 EfRT R SREER & Uiz, TRBRIK D IR 1%,
¥ (SD) T FEX60#E 15.6 (2.4) H. PSE120 #f 14.8 (3.1) H. FEX60/PSE120 &£ 155 (2.1) HTH
o7 (F&3) .

x 3 - AREREYM - TEMHEMITARER (PIPR0O035 FHER) -

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Duration of study treatment (days)
Number 218 218 215
Mean (SD) 15.6 (2.4) 14.8 (3.1) 15.5(2.1)
Median 15.0 15.0 15.0
Min : Max 5:21 1:26 7:22

PGM=PRODOPS/M016455/OVERALL/CTD_2011_FDC/REPORT/PGM/cdc_exposure_i_t.sas
OUT=REPORT/OUTPUT/cdc_exposure_i_t_pjproo35_i.rtf ([ - 15:35
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14 ARMREFAOAOMRETFHEFERVZOMOEE

1.4.1 AN LATRASEY) T8k (BDR11250 :RER) RUBZEDEEHE (ALI11251
ER)
TR RN & kPG & LToAERI S A 47 _A Z 80 7 ¢ 3B (BDR11250 k) O#ERE D4F
. HEROBMI OFEHEIZZENEI., ah— k1 T305m, 171.4cm KON 21.73kg/m?, =idk— | 2
T 28.6 %%, 172.6cm K} 22.73 kg/m? Th -7,

BFEOZERBR (ALIL1251 3A5k) TOMBRE OF-in X OREOFEEIEIT 27.7 5% K% 11 60.76 kg T -
776

142 ERNFEI/MMHEHER (EFC11243 :KE&)
WEBEY RRTOENEZE AITTRT, X—R T4 O NAREFFRERM: R O BRI 5 Hei:

I, 3HEREF CREREIT RN -T2, 16 AW OERE EIT 2R T55 4 (10.6%) TH Y. FEX60
BE24 4 (13.9%) . FEX60/PSE6O0 16 4 (9.2%) . FEX60/PSE120 &£ 154, (8.6%) Th -7,
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RL4-R=XAS54 0O ANOHMETEHEME - mITT £ (EFC11243 55&8) -

FEX60 FEX60/PSEGO 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%)
Sex [N (%0)]

Number 173 173 174 520

Male 89 (51.4%) 72 (41.6%) 81 (46.6%) 242 (46.5%)

Female 84 (48.6%) 101 (58.4%) 93 (53.4%) 278 (53.5%)
Race [N (%)]

Number 173 173 174 520

Caucasian/White 0 0 0 0

Black 0 0 0 0

Asian/Oriental 173 (100%) 173 (100%) 174 (100%) 520 (100%)

Other 0 0 0 0
Height (cm)

Number 173 173 174 520

Mean (SD) 163.71 (9.64) 163.26 (8.39) 163.81 (8.75) 163.59 (8.93)

Median 162.20 162.00 162.55 162.45

Min : Max 134.2 :186.2 145.8 ;: 184.6 142.6 ;:183.4 134.2 :186.2
Weight (kg)

Number 173 173 174 520

Mean (SD) 59.04 (13.69) 57.60 (11.50) 58.57 (10.75) 58.40 (12.03)

Median 57.20 55.20 57.65 56.70

Min : Max 30.2:106.7 33.4:107.0 32.9:93.7 30.2:107.0
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FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
BMI(kg/m?) [N (%)]
Number 173 173 174 520
<25.0 143 (82.7%) 152 (87.9%) 153 (87.9%) 448 (86.2%)
>25.0 30 (17.3%) 21 (12.1%) 21 (12.1%) 72 (13.8%)
PGM:PR01D901P7$)/M016455/EF011243/CSR/REPORT/PGM/dem_demo_i_t.sas OUT=REPORT/OUTPUT/dem_demo_i_t_i.rtf

1.4.3 @BYEMEFER (PIPRO035 HER)

R—RF A O N ARG FRRHE & ORI BT 2 Fei i, 3 B GRER CRE REIT R0 o T2,
651 44 Mk 274 44, Mk 377 44 CL SRR E R ONER S RIZZN 4 7247 kg K 10 168.15¢cm Toh -
7o BBEREOVHFERIT, FEX60 #F 34.9 5%, PSE120 £f 31.7 7% J2 (8 FEX60/PSE120 £f 33.0 7% CTd -
72(35),

& 5- AO#Et=a04 - ITT &£F (PJPR0O035 sER)

FEX60 PSE120 FEX60/PSE120 All
(N=218) (N=218) (N=215) (N=651)

Age (years)

Number 218 218 215 651

Mean (SD) 34.9 (12.4) 31.7 (11.1) 33.0 (11.4) 33.2 (11.7)

Median 34.0 31.0 33.0 32.0

Min : Max 12 .64 12 : 66 13:66 12 : 66
Sex [n (%)]

Number 218 218 215 651

Male 93 (42.7%) 90 (41.3%) 91 (42.3%) 274 (42.1%)

Female 125 (57.3%) 128 (58.7%) 124 (57.7%) 377 (57.9%)
Race [n (%)]

Number 218 218 215 651

White 186 (85.3%) 194 (89.0%) 186 (86.5%) 566 (86.9%)

Black 13 (6.0%) 9 (4.1%) 13 (6.0%) 35 (5.4%)

Asian/Oriental 18 (8.3%) 12 (5.5%) 12 (5.6%) 42 (6.5%)

Other races 1 (0.5%) 3 (1.4%) 4 (1.9%) 8 (1.2%)
Height (cm)

Number 217 218 214 649

Mean (SD) 168.04 (9.01) 168.27 (9.11) 168.15 (8.86) 168.15 (8.98)

Median 168.00 168.00 168.00 168.00

Min : Max 145.0:195.0 146.0 : 190.0 148.0:193.0 145.0: 195.0
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FEX60 PSE120 FEX60/PSE120 All
(N=218) (N=218) (N=215) (N=651)
Weight (kg)
Number 218 218 213 649
Mean (SD) 74.02 (17.33) 72.34 (15.09) 71.02 (15.35) 72.47 (15.98)
Median 70.25 70.00 70.00 70.00
Min : Max 42.2:1440 36.5:123.5 38.8:126.0 36.5:144.0

PGM=PRODOPS/M016455/0VERALL/CTD_2011_FDC/REPORT/PGM/dem_demo_i_t.sas
OUT=REPORT/OUTPUT/dem_demo_i_t_pjproo35_i.rtf (I - 15:29)
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2.7.4 BRRMZEHE
T4 LI SEBRERE

2 HEEZR

21 HEZZROHEM

2.1.1 HXBNAFTT7RASEY) T 458k (BDR11250 KER) RUBZEDZEHRE (ALI11251
HER)

FARII N A AT R4 Z U 7 ¢ 3Bk (BDR11250 iA%k) Tlx., FEX60/PSE60 #EIZi\W\T, 7l &
& 1> TEAE 28338 BL U 7o gBRFEUL, 26 44 244 (7.7%) Th o7, 5 1 Hd 1 H B IZ FEX60/ PSE60
BED 14 DOWERE DL, 5130 3 HHIZEIES EH Li=72ddik Lz, HIE#BEIZ LY PCSA

(2 23) (FEYEE LR 3#%) &z 5 ALT M OVAST O EFH2GEO i, BfEEMIC X0 1R5REE &
RRBEGROH 2P EEOFEEEZHI SN, ZOFRIIRFERLICIB HBICEE L, 72,
FEX60/PSE 60 #f 2 4 DHERE (W DIRAIME D £ VAR SN2, Z OFERITHFEMIC LV 1B
L OREBMRIIEE SN, 7 V7 7 a5 & O FEX60/ PSEL20 £ ClX TEAE IE38® LU hv»o
7=

BREROKERE (ALI11251 R BR) TIiX TEAE 378D Lo 7,

2.1.2 EANFEI/MAERER (EFC11243 HER)

EINEE /IAEEER (EFC11243 35k) OLMRNTRIGHERM 2 %5 & L7=3<TD TEAE K DA%
BURMNGE CTE 72V TEAE DEHNAZEK 6 L OE T IZFNFIURT,

1B O TEAE OFBLRIL, FEX60 £ 44 (2.3%) . FEX60/PSEGO #f 10 44 (5.8%) . FEX60/PSE120
FE 84 (4.6%) TWTNOREL RO IFE TH - 72, 16FRIE L DR REIZRNSE TX 720 TEAE 1L,
FEX60 ¥ 14 (0.6%) . FEX60/PSE60 #f 14 (0.6%) . FEX60/PSE120 £t 4 4 (2.3%) T LT,

HENHEERERL L OBELEHILED /e - 72, FEX60/PSEG #£ D 141 (0.6%) K& Y FEX60/PSE120
FED 26 (1.1%) 12, BRI G T IEICE S TEAE (BIHIEK ., 25 MERE) RNRo bz, 209
. FEX60/PSE120 #£D 1 1] (0.6%) (A iz T4 Efﬁ&m TR & ORISR H 0 & CflEr
ni-[2.34] .,
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2.7.4 BRRMZEHE
T4 LI SEBRERE

%= 6-TEAE DEH : %k (%) - REMHEFTFNRER (EFC11243 FHER) -

FEX60 FEX60/PSE60 FEX60/PSE120
n(%o) (N=173) (N=173) (N=174)
Patients with any TEAE 4 (2.3%) 10 (5.8%) 8 (4.6%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent
treatment discontinuation 0 1 (0.6%) 2 (1.1%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event

n (%) = number and percentage of patients with at least one TEAE
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/ae_overview_s_t.sas OUT=REPORT/OUTPUT/ae_overview_s_t_i.rtf

00

®7-AREARNEETELRLTEAE DEL : HlE (%) - REMEAINRER (EFC11243 HER) -

FEX60 FEX60/PSE60 FEX60/PSE120
n(%o) (N=173) (N=173) (N=174)
Patients with any TEAE 1 (0.6%) 1 (0.6%) 4 (2.3%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent
treatment discontinuation 0 0 1 (0.6%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event

n (%) = number and percentage of patients with at least one TEAE

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/ae_overview_adr_s_t.sas
OUT=REPORT/OUTPUT/ae_overview_adr_s_t_i.rtf (I - 19:09

EINSE I/IAERRER (EFC11243 3Bk) OLEMMNT G EM 2 x5 & LT, #EicA Lz T 3
T D TEAE DB BRI FE S OFEAGER] DIETL L A £ 81Z/RrT,

1B O TEAE 1Z. FEX60 B 173 4 4 4 (2 3%) . FEXG60/PSE60 A 173 4 104 (5.8%)
S UONFEX60/PSEL20 #ED 174 4 84, (4.6%) IZ5RD LT, e bIBUHE N -7 TEAE L 5
HEEZE ] Td @ FEX60#ED 144 (0.6%) . FEX60/PSE60#ED 444 (2.3%) MUY FEX60/PSE120 D
24 (1.1%) ([ZRO BT, RWT, THEE] 25 FEX60 BED 24, (1.2%) KON FEX60/PSE120 #ED 2%

(1. 1%) RO BN, 2B, BAMO TEAEFA V7V —=0 7 ENT- 734 4H 154 (2.0%) 12788
S, TEMREELR ] 244 (0.6%) (ZPRD LAY, Ml 2 44 DL BIC3HL L= TEAE 13380 H 7

ST,

FIE SR T i FREERE D TEAE 1 X FEX60 FEIZIXFE D 6413, FEX60/PSE6GQ # Tl 4 1, FEX60/PSE120
RETIE 3HICRRD b=, T Do TEAE i@“mf;ﬁxf“ﬂbot (#24) .
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2.7.4 BRRMZEHE
T4 LI SEBRERE

%R 8-TEAEDHREAMKANFERUVEREAINOREE - T2MBAINRER (EFC11243 E&) -

Primary System Organ Class FEX60 FEX60/PSE60 FEX60/PSE120
Preferred Term n(%) (N=173) (N=173) (N=174)

Any class 4 (2.3%) 10 (5.8%) 8 (4.6%)
REEAE R UFE RAE 1 (0.6%) 5 (2.9%) 3 (1.7%)

SIREE 2% 1 (0.6%) 4 (2.3%) 2 (1.1%)

AT Y 0 0 1 (0.6%)

Ba% 0 1 (0.6%) 0
HIEREE 2 (1.2%) 0 2 (1.1%)

G 2 (1.2%) 0 2 (1.1%)
ARfEE 0 1 (0.6%) 0

R EE EARA R AE 0 1 (0.6%) 0
MERER. MER UHRES 1 (0.6%) 1 (0.6%) 1 (0.6%)

S 0 0 1 (0.6%)

M IR 5B 0 1 (0.6%) 0

EREDRE 1 (0.6%) 0 0
BRREE 0 1 (0.6%) 0

&k 0 1 (0.6%) 0
EERUETHEES 0 1 (0.6%) 1 (0.6%)

L5HRPE 0 0 1 (0.6%)

Lt 0 1 (0.6%) 0
—f% - 2HEERVERSEMAOIKE 0 0 2 (1.1%)

B 0 0 1 (0.6%)

=) 0 0 1 (0.6%)
BE. PERVLESHIE 0 1 (0.6%)

BRERNBERS 0 1 (0.6%)

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group
PGM=PRODOPS\M016455\EFC11243\CSR\REPORT\PGM\ae_socpt_s_t_je.sas OUT=REPORT\OUTPUT\ae_socpt_s_t_je_i.rtf

55
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEINEE /IAEEER (EFC11243 35k) OLEMRNTRIGEM 2 %5 & LT, 1BBREE & ORI FEIRN
HETE 2 TEAE O3B BIRDFA K OFEARGER DR R EZ £ 9 |[TRT,

TREREE & O R RBAR IS E T & 72\ TEAE 1% FEX60 #£D 1 44 (0.6%) . FEX60/PSEG0 £ 1 44 (0.6%)
K ONFEXG60/PSE120 BED 4 44 (2.3%) (2R B LT, ﬂi%%éfﬁiéf“@mbw 7= TEAE X T80 ) T
V. FEX60#ED 14 (0.6%) M OFFEX60/PSE120 FED 244 (1.1%) 2@ bz, Ta&&MEkEZ) (1
4. 06%) . 57 (14, 06%) . AWl (14, 0.6%) 1. %m%ﬂaﬂéfﬁiﬁﬁf;@if&m%@
D FEX60/PSE120 B THOAHIEH, L 7= 72 FEX60/PSE120 B DG ERIK & DK BRI E T X 72 TEAE
DORBBEE MO EGREE i L CEoT-, £ 3825 (14, 0.6%) 1% FEX60/PSE6O HETD
IO BT,

FEEERClE, A OTRBREE & o KR BIR S ”E“C‘%@WTEAE 1% FEX60/PSE60 £f }z Y
FEX60/PSE120 HE CZ N L LI DIZ3B 0 HLT2A, FEX60 BEICIZRD b o Te, DDA
Bk b ORI DGE CTEZ RV TEAE X TR TRECThH 7=, £72. §XTO TEAE IZ[RIE D3RR
Itz (F25) .

RO-ABRBELOAEBFRNBEETELVWTEAEDBREN KD AR UVEREINORIRE - TEEHEITTR
£MH (EFC11243 &HE&R) -

Primary System Organ Class FEX60 FEX60/PSE60 FEX60/PSE120
Preferred Term n(%) (N=173) (N=173) (N=174)
Any class 1 (0.6%) 1 (0.6%) 4 (2.3%)
HERESE 1 (0.6%) 0 2 (1.1%)
SEfE 1 (0.6%) 0 2 (1.1%)
RERUVE THEEE 0 1 (0.6%) 1 (0.6%)
LMK 0 0 1 (0.6%)
Eit2 0 1 (0.6%) 0
—f% - 2 HEFRUESELOIKE 0 0 2 (1.1%)
) 0 0 1 (0.6%)
(m ;=) 0 0 1 (0.6%)
TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and PT sorted by decreasing frequency according to all TEAE
summary (table ae_socpt_s_t_i.rtf)

PGM=PRODOPS\M016455\EFC11243\CSR\REPORT\PGM\ae_socpt_adr_s_t_je.sas OUT=REPORT\OUTPUT\ae_socpt_adr_s_t_je_i.rtf

)

213 BHNEIIHE —E5HRLEKER (PIPRO035 FHER)

TEAE OEH %23 10 (27T, KHSBI%R 29 TEAE OH4E S L7~ w5 E 1 3. FEX60#E 32.6% (71/218) .
PSE120 #f 45.4% (99/218) . FEX60/PSE120 ££ 51.2% (110/215) Th -7, HELRAERHRZ KO
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2.7.4 BRRMZEHE
T4 LI SEBRERE

BIXERD ST, TEAE 1T L 0 1BEREIR 5.2 Rk U7-WBRE 1%, FEX60 #f 0.9% (2/218) . PSE120
£ 6.4% (14/218) . FEX60/PSE120 &% 3.7% (8/215) Th -7~

%= 10 - TEAE DEH : I (%) - ZEEHETTRER (PJPR0035 HER) -

FEX60 PSE120 FEX60/PSE120
n(%o) (N=218) (N=218) (N=215)
Patients with any TEAE 71 (32.6%) 99 (45.4%) 110 (51.2%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent
treatment discontinuation 2 (0.9%) 14 (6.4%) 8 (3.7%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event

n (%) = number and percentage of patients with at least one TEAE

PGM=PRODOPS/M016455/OVERALL/CTD_2011_FDC/REPORT/PGM/ae_overview_s_t.sas
OUT=REPORT/OUTPUT/ae_overview_s_t_pjpr0035_i.rtf (I - 13:46)

T T O TEAE OZEBIR/H I OFAGER O FEHBE 2 % 11777,

B O I BUBEIE 238 0> 72 TEAE OZE IR HE I Tk Rk | . FEX60 £ 29 4 (13.3%) , PSE120
RES14 (23.4%) . FEX60/PSE120 BET 374 (17.2%) Th -7z, HbREHE N E N - 7= TEAE D
FEAGEIZ, T3] RO TARIRIE] Tho7c, (589 13 FEX60 #f 254 (11.5%) . PSE120 #f 38 4
(17.4%) . FEX60/PSE120 ¥ 2844 (13.0%) ToH V. [ARHE] (X, FEX60#E 7 4(3.2%). PSE120 Ff
284 (12.8%) . FEX60/PSE120 % 244 (11.2%) ToHh 7=,

S BB DS = 0o T IREREE & ORI RBURNEE TE 2RV TEAE OZRERIRGFIL,  THRRIE
fB] T, FEX60#f 18 44 (8.3%) . PSE120 #3744 (17.0%) . FEX60/PSE120 ## T 274 (12.6%) T
Holo, bR N @ IR & OREERNGE TE 720 TEAE ORAGEIX,  T8E] &
W IRIRIE) Tho7z, [8ESE]) 1% FEX60 #f 16 44 (7.3%) . PSE120 #f 27 44 (12.4%) . FEX60/PSE120
#2044 (9.3%) TH V., [RERIE] 1L, FEX60 # 4 44 (1.8%) . PSE120 # 27 4 (12.4%) . FEX60/PSE120
BE214 (9.8%) ThoT-,
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2.7.4 BRRMZEHE
T4 LI SEBRERE

R11-9T_XTHO TEAE DRIFHEE - T HHETRER (PIJPR0O035 HER) -

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
Any class 71 (32.6%) 36 (16.5%) 99 (45.4%) 80 (36.7%) 110 (51.2%) 75 (34.9%)
RPAE R UEH 4 RAE 2 (0.9%) 1 (0.5%) 4 (1.8% 2 (0.9%) 6 (2.8%) 1 (0.5%)
A2ITILIUY 0 0 1 (0.5%) 1 (0.5%) 2 (0.9%) 0
SIEEE 2 2 (0.9%) 1 (0.5%) 1 (0.5%) 0 2 (0.9%) 1 (0.5%)
ERELRES 0 0 0 0 1 (0.5%) 0
Bl SR 0 0 0 0 1 (0.5% 0
AEEAILAZR 0 0 1 (0.5%) 1 (0.5%) 0 0
ERERR 0 0 1 (0.5%) 0 0 0
MR vRREE 2 (0.9%) 0 1 (0.5%) 0 1 (0.5%) 0
SF ch B IE ANAE 0 0 0 0 1 (0.5% 0
PP ERER I N E 0 0 1 (0.5%) 0 0 0
S PIBRE N AE 1 (0.5%) 0 0 0 0 0
B M Bk N fiE 1 (0.5%) 0 0 0 0 0
5F HRERIRL A AE 1 (0.5%) 0 0 0 0 0
REREE 1 (0.5%) 0 0 0 0 0
BEAE 1 (0.5%) 0 0 0 0 0
RERUVEREEE 0 0 4 (1.8%) 3 (1.4%) 3 (1.4%) 1 (0.5%)
BAURIR 0 0 3 (1.4% 3 (1.4%) 1 (0.5%) 1 (0.5%)
=Yk 0 0 0 0 1 (0.5% 0
1K I 475 FE 0 0 1 (0.5%) 0 1 (0.5%) 0
HHEE 8 (3.7%) 5 (2.3% 36 (16.5% 35 (16.1%) 33 (15.3% 30 (14.0%)
TERAE 7 (3.2%) 4 (1.8% 28 (12.8%) 27 (12.4% 24 (11.2% 21 (9.8%
Bt 0 0 3 (1.4% 3 (1.4%) 5 (2.3%) 5 (2.3%
R 0 0 3 (1.4% 3 (1.4%) 3 (1.4%) 3 (1.4%
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
FEE 0 0 2 (0. 9%) 2 (0. 9%) 2 (0. 9%) 2 (0. 9%)
BHLEZTOLRE 1 (0.5%) 1 (0.5%) 2 (0.9%) 2 (0.9%) 2 (0.9%) 2 (0.9%
LN 0 0 0 0 1 (0.5%) 1 (0.5%)
H A R E 0 0 0 0 1 (0.5%) 1 (0.5%)
HEER[EE 0 0 0 0 1 (0.5%) 1 (0.5%)
BRIk 0 0 1 (0.5%) 1 (0.5%) 0 0
HRERES 29 (13.3%) 18 (8.3%) 51 (23.4% 37 (17.0% 37 (17.2% 27 (12.6%)
EEE- 25 (11.5%) 16 (7.3% 38 (17.4% 27 (12.4% 28 (13.0% 20 (9.3%
FEIEHEL 0 0 7 (3.2% 6 (2.8%) 3 (1.4%) 3 (1.4%
BISPELRICH S EESE 0 0 3 (1.4% 1 (0.5%) 2 (0.9%) 2 (0.9%
&R 2 (0.9%) 0 3 (1.4% 3 (1.4% 2 (0.9%) 1 (0.5%)
FEHEDHEL 0 0 0 0 1 (0.5%) 1 (0.5%)
KEEE 1 (0.5%) 0 2 (0.9% 2 (0.9%) 1 (0. 5%) 0
HEEROEET 0 0 0 0 1 (0.5% 1 (0.5%
FRHERTTE 1 (0.5%) 1 (0.5%) 2 (0.9%) 2 (0.9%) 1 (0.5%) 1 (0.5%)
K 0 0 0 0 1 (0.5%) 0
P& 0 0 0 0 1 (0.5%) 1 (0.5%)
FEER 0 0 1 (0.5%) 0 0 0
EEE 1 (0.5%) 1 (0.5%) 2 (0.9%) 1 (0.5%) 0 0
BRE 0 0 1 (0. 5% 1 (0.5%) 0 0
ERfEE 1 (0.5%) 0 3 (1.4% 2 (0.9%) 3 (1.4%) 2 (0.9%)
AREZIE 0 0 0 0 1 (0.5%) 0
=8 0 0 0 0 1 (0.5% 1 (0.5%
FR 0 0 0 0 1 (0.5%) 1 (0.5%)
HEIR% 1 (0.5%) 0 1 (0.5%) 0 0 0
AR 7138 0 0 1 (0. 5% 1 (0.5%) 0 0
ARERAEAR 0 0 1 (0.5%) 1 (0.5%) 0 0
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
BERURRES 1 (0. 5% 0 2 (0. 9%) 2 (0. 9%) 1 (0. 5% 1 (0.5%
Bz 5FEE 0 0 0 0 1 (0.5%) 1 (0.5%)
B 0 0 1 (0.5%) 1 (0.5%) 0 0
His 1 (0.5%) 0 2 (0.9%) 2 (0.9%) 0 0
D EREE 0 0 6 (2.8%) 6 (2.8%) 4 (1.9%) 4 (1.9%)
i 0 0 3 (1.4% 3 (1.4%) 4 (1.9%) 4 (1.9%)
SARR 0 0 3 (1.4% 3 (1.4%) 0 0
mEREE 0 0 2 (0.9%) 2 (0.9%) 1 (0.5%) 1 (0.5%)
FTY 0 0 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5%)
EE 0 0 1 (0.5%) 1 (0.5%) 0 0
IR, MR UERIEE 15 (6.9%) 6 (2.8%) 10 (4.6% 6 (2.8%) 3 (6.0%) 8 (3.7%
O BEIREE 4 (1.8%) 2 (0.9% 1 (0.5%) 0 5 (2.3%) 3 (1.4%
IRMEREZ IR 1 (0.5%) 1 (0.5%) 2 (0.9%) 2 (0.9%) 2 (0.9%) 2 (0.9%
WO PRI 84 2 (0.9%) 1 (0.5%) 1 (0.5%) 0 2 (0.9%) 1 (0.5%)
SHim 2 (0.9%) 2 (0.9% 1 (0.5%) 1 (0.5%) 2 (0.9%) 1 (0.5%)
SEIE 0 0 0 0 2 (0.9%) 2 (0.9%)
IREEFE 0 0 0 0 1 (0.5%) 0
TS 0 0 0 0 1 (0.5% 0
M /22 0 0 3 (1.4% 2 (0.9%) 0 0
REXEE 0 0 1 (0.5%) 0 0 0
1% iR 3 (1.4% 0 0 0 0 0
S 1 (0.5%) 0 0 0 0 0
E Y 1 (0.5%) 0 0 0 0 0
<Le#H 1 (0.5%) 0 0 0 0 0
IR PR AT HE 2% 1 (0.5%) 0 0 0 0 0
E RERIE R 1 (0.5%) 0 1 (0.5%) 1 (0.5%) 0 0
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
BRlEE 7 (3.2%) 6 (2.8%) 26 (11.9% 23 (10.6%) 33 (15.3% 24 (11.2%)
=il 1 (0. 5%) 1 (0.5% 11 (5.0% 10 (4. 6%) 15 (7.0% 12 (5.6%)
&R 1 (0. 5%) 1 (0.5% 12 (5.5% 12 (5.5%) 6 (2.8%) 6 (2.8%)
HIERR 0 0 0 0 4 (1.9% 3 (1.4%)
EE0 0 0 1 (0. 5%) 0 2 (0.9% 2 (0.9%)
3R 1 (0. 5%) 0 0 0 2 (0.9% 0
REER AR 1 (0. 5%) 1 (0.5%) 1 (0. 5%) 0 1 (0. 5%) 1 (0.5%)
THEERE 0 0 0 0 1 (0. 5%) 0
LREEE 1 (0. 5%) 1 (0.5%) 1 (0.5%) 1 (0. 5%) 1 (0. 5%) 0
772 MEOR% 0 0 0 0 1 (0. 5%) 0
T 3 (1.4% 3 (1. 4% 1 (0.5%) 1 (0. 5%) 1 (0. 5%) 0
BEiE% 0 0 0 0 1 (0. 5%) 0
mE=3-74 3 0 0 0 0 1 (0. 5%) 1 (0. 5%)
fe5% 0 0 2 (0.9%) 2 (0.9% 0 0
On#ERE 0 0 1 (0. 5%) 1 (0. 5%) 0 0
EEE 0 0 1 (0. 5%) 1 (0. 5%) 0 0
RIERUVR THBES 2 (0.9% 0 5 (2.3%) 4 (1.8% 4 (1.9% 4 (1.9%
®% 0 0 0 0 2 (0.9% 2 (0.9%)
EE 1 (0. 5%) 0 0 0 1 (0. 5%) 1 (0. 5%)
wiF 0 0 1 (0. 5%) 1 (0. 5%) 1 (0. 5%) 1 (0. 5%)
i 0 0 0 0 1 (0.5%) 1 (0. 5%)
% TiE 0 0 1 (0. 5%) 1 (0. 5%) 0 0
BT 0 0 1 (0. 5%) 1 (0. 5%) 0 0
EHMERD 0 0 1 (0. 5%) 1 (0. 5%) 0 0
BUKEBIKRE 1 (0. 5%) 0 0 0 0 0
SW5 0 0 1 (0.5%) 0 0 0
BERRRUESHEBESE 3 (1.4% 1 (0.5%) 3 (1. 4% 0 7 (3.3%) 0
G 1 (0. 5%) 0 1 (0. 5%) 0 4 (1.9% 0
E3lRE 0 0 0 0 1 (0.5%) 0
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
BEEE 1 (0. 5% 0 1 (0.5% 0 1 (0. 5% 0
PR 0 0 0 0 1 (0.5%) 0
REEE 0 0 1 (0.5%) 0 0 0
Fh e 1 (0.5%) 1 (0.5%) 0 0 0 0
53 1 (0.5%) 0 0 0 0 0
BRURBES 1 (0.5%) 0 1 (0.5%) 1 (0.5%) 0 0
BERR REE 1 (0.5%) 0 0 0 0 0
FRERIES 0 0 1 (0.5%) 1 (0.5%) 0 0
LRERRVIERS 1 (0.5%) 0 2 (0.9% 0 2 (0.9%) 1 (0.5%)
HRE 0 0 0 0 1 (0.5%) 0
fE M 0 0 0 0 1 (0.5%) 1 (0.5%)
ARERHAE 1 (0.5%) 0 2 (0.9% 0 0 0
—fi% - 2 FEER RS
DIREE 2 (0.9%) 2 (0.9% 6 (2.8%) 4 (1.8%) 8 (3.7%) 7 (3.3%)
RH 0 0 3 (1.4% 2 (0.9%) 4 (1.9%) 4 (1.9%)
AR AR 2 0 0 1 (0. 5% 0 2 (0.9%) 2 (0.9%)
s 0 0 0 0 1 (0.5%) 0
EHEE 0 0 0 0 1 (0.5%) 1 (0.5%)
Rk 0 0 0 0 1 (0.5%) 1 (0.5%)
SREE 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5%)
8 NiE 0 0 1 (0.5%) 1 (0.5%) 0 0
P UK 1 (0.5%) 1 (0.5%) 0 0 0 0
FRRIRE 10 (4. 6% 2 (0.9%) 5 (2.3% 3 (1.4%) 13 (6. 0%) 4 (1.9%)
SFEATREUE M 0 0 1 (0.5%) 0 4 (1.9%) 1 (0.5%)
BRRREEREER 1 (0.5%) 0 0 0 2 (0.9%) 0
meEYILE N 0 0 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5%)
e 7 Ko ¥Em L 0 0 0 0 1 (0.5%) 0
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2.7.4 BRRMZEHE
T4 LI SEBRERE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ Class
Preferred Term n (%) All Related All Related All Related
me kYT REmM 6 (2.8%) 0 0 0 1 (0. 5%) 0
DS 1 (0. 5%) 1 (0. 5%) 0 0 1 (0. 5%) 1 (0. 5%)
HRMKREE 0 0 0 0 1 (0. 5%) 0
ANESTBEVED 0 0 0 0 1 (0.5%) 0
DEEUEM 0 0 0 0 1 (0. 5%) 1 (0. 5%)
FTIZU-TI/ IR
Jxo—HEm 0 0 2 (0.9%) 1 (0. 5%) 0 0
TFRANSEUBTI/ S
VA7 5—EEm 0 0 1 (0.5%) 1 (0.5%) 0 0
AT YY)y MRS 2 (0.9% 1 (0.5%) 0 0 0 0
RERD 0 0 1 (0. 5%) 1 (0. 5%) 0 0
B I Bk &R A 0 0 1 (0. 5%) 0 0 0
BE. PERVCUEAHE 1 (0.5%) 0 1 (0. 5%) 0 2 (0.9% 0
PR 0 0 0 0 1 (0. 5%) 0
T 0 0 0 0 1 (0. 5%) 0
x5 1 (0. 5%) 0 0 0 0 0
Sk gk 0 0 1 (0. 5%) 0 0 0

AREBRELORRMBRE. [Definitely Related] . [Probablel . [Possible] . [Unlikely] XI& I'Notrelated] @ 5
ERPETEEME L. TDefinitely Related] . [Probable] XI& lPossible] &&hf-1 DERBRBEFRMNEBEETE4 L TEAE
&Lt

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60+PSE120 group

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_relation_s_t.sas
ouT=REPORT\OUTPUT\ae_socpt_relation_s_t_pjproo35_i.rtf (I - 1453

22 WRCERVEELEEERZR
WX NA FT A Z U7 ¢35k (BDR11250 iER) . BFE0Z 2B (ALIL1251 & ER) . EWN

B I/IIAHGER (EFC11243 #kBR) . M OVEAEIAHRER (PIPR0O035 #lR) Tik, W oORERIZHB
THHTHI R NEEZ TEAE TR O o7,
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23 ZOMDEELEHEEER

FSHHNRA T XA Z ) 7 ¢ 3RBR (BDR11250 385R) (2B T., 14 OWERE 1T TEAE O 7= D IEER
PR RICE -7, 1Mo 1 HEIZ FEX60/PSESO BED 14 (HkERFE K5 392001008) H3FEEL L .
o 1@1@ 3H E \ZARIE 75%% Ltf_abr{w: L7 EPM&*%E&:; » PCSA (F:MEE EFRD 34%) %

E YR i

BREORE

EINSE I/IAEFRER (EFC11243
AT, BB G IEIZE - 72 TEAE (%ZK%
BECT24 (1.1%) IZ@RD B, Nk
FEX60/PSE120 #f : 141 (#BRE% 392002082) ] RO T4
35 392003030) ] Tholz, ZTDIH L,
THRELL, #B%3IHHE

EDRRBURITEE SR -1,

. BAEERNC

PR (ALIL1251 #kBR) CIZiRBRFER G- ILIZE - 7= TEAE |E

RER) T TEAE 2 XV IBBRERE 59 b2 FE - 7 iBras —
X, FEX60/PSEGO £ T 14 (0.6%) .

—HOFG L U CRRIE L RREROH 5 H
L2, J)%%& S SIar A @Jff 33 HHEIZFEIE LT,

H‘h &) %nfaf?ﬁ‘/) 71:—0

EAaEFK 121
FEX60/PSE120

ENREEZS | (FEX60/PSE6O B : 144 (#k%r#& % 392002189) .

EH MRS |

EE VRS |
(FEX60/PSE120 %)

(FEX60/PSE120 ¥ : 14 (#bx
IRBRER 5 8 A
(IR R B4 1k Lf:o PRI JHRE Cd 0 R BitL 12 H TlIE L 72 2N IRHREE

= 12-TEAE [T & YRBREERShIFICE > -KEBE -8R (EFC11243 ER)
BEE FIE LY

EHIES FH# WA HREANKSE nE iR
B 4 Al M (A) EXE ABBRERE BE

392002189 21 13 B B VB A R s 3
FEX60/PSE60 F 3 SIREE % P EE
AE 1= & Bt FER

392002082 14 B B VB 4 R % i3
FEX60/PSE120 M SIREE % E=) =
AE [k B FEE

392003030 25 8 RERUVER FHEBRESE 8E =]
FEX60/PSE120  F 13 LHEMRD 5 EE
AE 1= & Bt *FER

10 HRREE B 5

1 BESE =] EE)
ETELZL FEE

a Onset day is displayed as XXth day from the first IP administration in treatment period.

Note: Adverse events are reported using MEDDRA 14.0

A I

T HEEMREEGAER (PJIPR0035

BA2# 13T BEGRODFEE T IEICE 572 TEAE DAFER)

BR) T TEAE 12 X 0 IRBREEE 59 Ik I2F - 7 iras —
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KB OFIRIZE S TEAE OFRBIRIL, FEX60 £ 0.9%

(2/218 44) . PSE120 £ 6.4% (14/2184) .

FEX60 /PSE120 #£ 3.7% (8/21541) Th o7z, ABROTILIZES TEAE & LT IAIRAE] . TG
NEL BT,

R 13- HESBRICKYBRERESRILICE>-HBE—EX (PJPR0035 HER)
fEHIES s RmA*® RENKXSE EEE ERER
w5 e 31 #HE (A7) EXEE NE L

Aig ABRERS BE
057/0036 29 1 REE B 23
FEX60 F 6 HEE % =] El1&
6Caucasian AE Df=shHhit EEE
576/0027 28 2 HERES hEE A
FEX60 M 10 FEfE 5 El1E
Caucasian AE Df=shHhit EEE
0566,/0024 32 BEES B "
PSE120 F fE58 = El1&
MultiRacial AE Df=shhit EEE
0567/0010 35 RfEE 5E 3
PSE120 F HEE % =] El1&
Caucasian AE Df=shHhikE EEE
568/0026 26 1 BEES hEE A
PSE120 F 5 B = ElE
Caucasian AE Df=shHhikE EEE
0569,/0007 51 1 EMHES hEE A
PSE120 F RERAE = B
Caucasian AE Df=shHhikE EEE
0570/0006 57 9 FEEE hEE A
PSE120 F 7 RERAE = ElE
Black AE D f=shehikE EEE
0570/0020 b3 1 FEEE hEE A
PSE120 F 7 RERAE = ElE
Caucasian AE D f=shehiE EEE
0570/0024 21 3 REE hEE <)
PSE120 F AR 31l i%% = i
Caucasian AE D f=shehik EEE
0570/0030 25 1 LSS, MR VMR @$EE A
PSE120 F = A iR
Caucasian i S AE D f=shehik EEE
0574/0518 19 BEES hEE 2=l
PSE120 M BfE = El1&
Asian AE Df=shhik EEE
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EHGIES Fin ®ImA #HENXDE EERE ERE R
BEH =3 #HE (A7) EXEE NE L
Aig BBRERS K
0574/0527 28 2 EMHES BE 2=l
PSE120 F 1 RERSE = EE)
Caucasian AE Df=shHhikE EEE
0576,/0029 46 2 BERUREKES hEE A
PSE120 M 4 PREBFES = El1&
Black AE Df=shHhikE EEE
0577/0013 36 REE R UF & HIE 5E 3
PSE120 M S2REE % = ElE
Caucasian AE Df=shHhikE EEE
0579/0002 36 HRERES hEE 2=l
PSE120 M FEIESHFELY = ElE
Caucasian AE Df=shhit EEE
0583/0028 16 BEGEE BE A
PSE120 M Bib = ElE
MultiRacial AE D f=shehiE FEE
0567,/0037 52 2 BEES hEE A
FEX60/PSE120 F 1 B = ElE
Caucasian TEGL EEE
0567/0058 36 1 HERES BE <)
FEX60/PSE120 F 2 FAMEB) ST = ElE
Caucasian AE D f=shehikE FEE
0567/0066 31 DEEE BE <)
FEX60/PSE120 F iF = EE)
Caucasian AE D f=shehiE FEE
0570/0027 46 3 HRRES hEE A
FEX60/PSE120 F EIERES A i
Caucasian AE D f=shehikE FEE
0576/0018 38 6 —fE - 2EEERVE DEE ]
FEX60/PSE120 F 8 SEMIORE i E1E
Caucasian SRIBE AE Df=shHhikE EEE
0576,/0022 58 EMES hEE 2=l
FEX60/PSE120 F P2 = ElE
Caucasian AE Df=shhit EEE
0576,/0030 64 BEES hEE 2=l
FEX60/PSE120 F BEib i ElE
Caucasian AE Df=shehit EEE
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EHIES Fin ®mA #HENXDE EERE ERE R
"5 & 31 #HE (A7) EXEE NE L
N BBRERS K
0579/0003 26 3 EMHES BE 2=l
FEX60/PSE120 F 10 P21 = EE)
Caucasian AE Df=shHhikE EEE

a Onset day is displayed as XXth day from the first IP administration.
Note: Adverse events are reported using MEDDRA 14.0

24  BEMNXILERENBEEROHEM

[EIPNE I/IAHRRER (EFC11243 3XBR) CTHBL L 7B TEAE BHLE 23K 14 10737, TEYYE K
OV HBIE ] 128V T FEXB60/PSEGO BET 54 (2.9%) KON FEX60/PSE120 B C 34 (1.7%) @ TEAE
MERD NS, BEGRET 14 T 240 TEAE BN SN2, —EOMEMITERD H it/ o
Y-

% 14 - TEAEDFBRERN KRS FEHOREE - REMBTXRER (EFC11243 HER) -

FEX60 FEX60/PSE60 FEX60/PSE120

(N=173) (N=173) (N=174)
Primary System Organ Class All Related All Related All Related
Any class 4 (2.3%) 1 (0. 6%) 10 (5. 8% 1 (0. 6% 8 (4.6%) 4 (2.3%)
REFERVFERE 1 (0. 6%) 0 5 (2.9%) 0 3 (1. 7% 0
RRES 2 (1.2%) 1 (0.6% 0 0 2 (1.1%) 2 (1.1%)
REEE 0 0 1 (0. 6%) 0 0 0
iR, MR UMitRiES 1 (0.6% 0 1 (0. 6%) 0 1 (0. 6% 0
BEE 0 0 1 (0. 6%) 0 0 0
RERVR THEBES 0 0 1 (0. 6%) 1 (0. 6%) 1 (0.6% 1 (0. 6%
gﬁéé'é%ﬂﬁ%&@?ﬁ%%ﬂ1ﬁ@ 0 0 0 0 2 (1.1%) 2 (1.1%)
BE. PERVLESHIE 0 0 1 (0. 6%) 0 0 0
TEAE: Treatment emergent adverse event, SOC: System organ class
MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_soc_relation_s_t.sas
OUT=REPORT\OUTPUT\ae_soc_relation_s_t_efc11243_i.rtf (| - 1412
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S L LC, WAMVEIA —EEMmEEiER (PIPR0O035 iBR) TR LI-BE A EFRORIER &
£ 15 17T, WTNDOEREGHET 10% EORBBHE N b BIL DS | TRk
=) RO THIBESE] THY . FEX60FEZH~T, PSE120 & Y FEX60/PSE120 #¥ 0D % Bl AH JE 13 i

S72,

£ 15- EEBROREHNRIFEINOREE - REMHETFRER (RIPR0035 FHER) -

FEX60 PSE120 FEX60+PSE120

(N=218) (N=218) (N=215)
Primary System Organ Class All Related All Related All Related
Any class 71 (32.6% 36 (16.5% 99 (45.4% 80 (36.7% 110 (51.2%) 75 (34.9%)
RRPAE B U B4 RIE 2 (0.9% 1 (0. 5%) 4 (1.8%) 2 (0.9% 6 (2.8%) 1 (0.5%)
mMERVY) vNREE 2 (0.9% 0 1 (0. 5%) 0 1 (0.5%) 0
REREE 1 (0.5%) 0 0 0 0 0
KBRUREES 0 0 4 (1.8%) 3 (1.4% 3 (1.4% 1 (0. 5%)
RS 8 3.7% 5 (2.3% 36 (16.5%) 35 (16.1%) 33 (15.3% 30 (14.0%)
HRERES 29 (13.3% 18 (8.3% 51 (23.4% 37 (17.0% 37 (17.2% 27 (12.6%)
EREEE 1 (0.5%) 0 3 (1. 4%) 2 (0.9% 3 (1.4% 2 (0.9%)
ERUREIES 1 (0.5%) 0 2 (0.9%) 2 (0.9% 1 (0.5%) 1 (0. 5%)
DiEREE 0 0 6 (2.8%) 6 (2.8%) 4 (1.9%) 4 (1.9%
mEEE 0 0 2 (0.9%) 2 (0.9% 1 (0.5%) 1 (0. 5%)
IR, MR UMitRiES 15 (6. 9%) 6 (2.8%) 10 (4.6% 6 (2.8%) 13 (6. 0%) 8 (3.7%)
BllEE 7 (3.2% 6 (2.8% 26 (11.9% 23 (10.6% 33 (15.3%) 24 (11.2%)
RERUVE THBES 2 (0.9% 0 5 (2.3% 4 (1.8%) 4 (1.9%) 4 (1.9%
HERRRUVESHEBES 3 (1.4% 1 (0. 5%) 3 (1.4% 0 7 (3.3%) 0
BRURBES 1 (0.5%) 0 1 (0. 5%) 1 (0.5%) 0 0
ARERKRVEERES 1 (0.5%) 0 2 (0.9% 0 2 (0.9% 1 (0. 5%)
—i - 2HEERTREEM
DIREE 2 (0.9% 2 (0.9% 6 (2.8%) 4 (1.8%) 8 (3.7%) 7 (3.3%)
RRRE 10 (4. 6%) 2 (0.9% 5 (2.3% 3 (1.4% 13 (6. 0% 4 (1.9%)
BE. PERVNEAGHE 1 (0.5%) 0 1 (0. 5%) 0 2 (0.9% 0

TEAE: Treatment emergent adverse event, SOC: System organ class

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_soc_relation_s_t.sas
ouT=REPORT\OUTPUT\ae_soc_relation_s_t_pjpro035_i.rtf ([ - 141
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25 [EAANEEEROXEICKSHERHA

WTHNORBRICB W T HIETHI L NEEZ TEAE IT3RO Lo 7=, FOMOEE TEAE O
BNEIFR 12 HOFE 13 10 —FEFRE L TR LT,
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3 ERKRREEOFE

BRI A OFHMIL, Potentially clinically significant abnormalities (PCSA) [} =] A % AV C3F
fizir 72 (F23) ,

3.1 FHEXBNAFTTRASEY T 458k (BDR11250 HKER) RUBZEDZEHER (ALI11251
HER)

FARTHI A T R4 Z U 7 ¢ 3Bk (BDR11250 i5R) Tld, N— AT A MMEDEMEFHFHANTH Y |
On-treatment period (& PCSA & 7¢ o 7= R FROMAE B 13 M4FhEk) & THIMmER) <Hv . TEFHEk)
(ZBA L Cix, FEX60BET 5041 144, FEX60/PSE 60 ¥ Tl 234 244, FEX60/PSE120 ¥ Tl 28 44
W2 4 235% L 7=[Module 2.7.6.2.1.4.2],

On-treatment period (Z PCSA & 72 o 7= iR A L F AR A S H % TALT) . [AST) RO TJREE] Th
STz, VA DOHEREIZ PCSA (BLYEME LRRD 34%) 2% 2 ALT KON AST O LA FD b, FaEtk
MW STz, TRER) ICBIL Tk, Wb AE LMW S, & RIAIR oS BFIEIT I T I
PREDTERD B 7)o 7-[Module 2.7.6.2.1.4.2],

BERRAEIC BT, IFEtElic L 2 b0 L fHlr Sz ALT KONALT O E/Z2BRE . WIn b HiE
FERRC & 0 BRRAICRI-EZ: L & Sz,

BHEOZERABR (ALIL112513Bk) TlX. PCSA & 72 =IHA (X725 > 7=[Module 2.7.6.2.2.4.2],

3.2 ERNFEI/MMBHAER (EFC11243 HER)

FEX60/PSE60 £ 2 44, FEXB0/PSE120 BED 2 4478 [~FE 7 m | {22\ T, FEX60RED 144,
FEX60/PSE60 B 2 4 . FEX60/PSE120 BED 4 478 [~~~ 27 U » k| 12OV T PCSA LS 7.
F7-. FEX60FED 14, FEX60/PSE6GO LD 14473 e L AT m—/L | {22\ T, FEX60FED 2 473

A U LE V] IZOWTPCSA LI &Nz, ZNODOELITERMICEE TIZARAWEEZEZ T
[Module 2.7.6.2.4.5.8.2],

7ok, WEANETIM —HE S MG (PIPRO035 k) ERPRFREME (X, 3 BEMRM]C21L72 ) > 72[Module
2.7.6.2.5.6.4.2],

Page 33



2.7.4 BRRMZEHE
T4 LI SEBRERE

4 NAZ)WYA 2, BFRUFRRRUVLREHICEET D ERIER
N A RO ER O, PCSA (] ] A0 2RIz T o7 (223)
4.1 FEARBENATTRALSEY T 158E (BDR11250 iRER) RUBEZENDHZEHER (ALI11251
ER)
FARIE) S A FT XA F Y T 4 3Bk (BDR112507ER) Tlx, /3 A Z /LY A OVECG 28T PCSA
& INTHIREDBOL SN, WL S BAEEANC X 0 ERRAC R L &l & 47 [Module
2.7.6.2.1.4.3] [Module 2.7.6.2.1.4.4],

AHEOZERARB (ALIL1251 53Bk) TiX. PCSA & 72~ =IHH %72 /> 7=[Module 2.7.6.2.2.4.2],

4.2 EANFEI/MAERRE (EFC11243 :AER)

XA B LA A LT, FEXB0/PSEGO #ED 14478 TIARHAMLE | (22T, FEX60#ED 14,
FEX60/PSEGO BED 1 4475 TPEEEHIIME ] (2O T PCSA L Hr &=, —75. FEX60/PSE120 & TiX
PCSAZ#%YT 5 & 9 M/ EE S & & 7= L7 1372 2> > 7=[Module 2.7.6.2.4.5.8.2],

k. WAV —EEMREGRER (PJIPR0035 #kBR) Tid A X84 >, ECG TlE, FREMIZ
BEREITI B2 0> 72 [Module 2.7.6.2.5.6.4.2],
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5 HAGEERARVKATICETIREN

51 HWEM%ER

[EINEE T /IAERER (EFC11243 5BR) M OME L atER (PIPRO035 #kBR) (2351F D 4EHs, TER]. BMI @
ZLK72N TEAE D FEHLIZ 5/{5%’% IOWTHRET L7, fiam& LT, Flin, i}“a'J BMI O EX A TEAE
O)%\éﬁczlé‘i é%;?iﬂ HAL4 &b Ej/l/fcﬁ Z])O 7:_0

5.1.1 E#h

EINSE I/IAEFRER (EFC11243 3BR) DO4FEHn| _ob\f 9T D TEAE DIRE BIRSFE M OFEAGE
BDFBLF 2R 16 1T~ T, MM RIRERICEIT 5 16 AN OHRE OFIE 1T 2K T 554
(10.6%) TV, FEX60 #f 173 4 24 4 (13.9%) . FEX60/PSE60 #f 173 41 16 44 (9.2%) KN
FEX60/PSE120 £f 174 4471 154, (8.6%) Th o7z,

16 i A4t 0O TEAE Z8L3RI%, FEX60 #E 24 44 14 (4.2%) . FEX60/PSE6O #if 16 4+ 04 (0.0%)
K ONFEX60/PSE120 £ 15441 244 (13.3%) Toh -7z, 16 %Ll LD TEAE B CTld, FEX60 #F 149
4 34 (2.0%) . FEX60/PSE6O # 157 44 1044 (6.4%) M OY FEX60/PSE120 #f 159 44 H 6 4 (3.8%)
ThHoTz, 16 LA ED TEAE FHLRIT PSE fl & RO R BLENC0mE < £ OWERIL FEX60/PSE6G0 #
IZRBWT TEIFTAR | ORBENE N2 EICLD2bDEE 2B, TSN O TEAE T2V TliE
B HER ORBRICRE RMHETRD Do T,

EFC11243 iBR O BR A BRI FEUETIX 12 L B & U BRI O EIRZHE L TW o728 mITT
B (ZetiHMiixISRER & F—) (28T DHERE OFEILT X T 5 mAM Ch Y, 65l LD
BB IOV TIIMAT CE 2otz (F4)

B, TUVITIEORMNILEQL)TIE., SEE~DEEICE LT IEng CITEEENMET LTV
ZENEL, BE S b SN D AFITIXMPREN ERT5ERH LD T, BENRD L
ATy 2 EE21TH) 2k, | ELTWD, PSEIZOWTHEES bt &N D Z &, F7-,
Allegra-D §EDES CKE) IRATSCE ([Module 1.6]) IZ8WTH T L7 8 & RO FEEMLE S S 1T
WAHZ END, REAFEICEBWTH T VY T8E & OB 21T 5,
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% 16 - TEAEDBREAMNRADFERUVUEREINORIEE (F8) - 2B RER (EFC11243 #E&) -

<16 years 2 16 years
FEX60/ FEX60/ FEX60/ FEX60/
Primary System Organ
Class FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=24) (N=16) (N=15) (N=149) (N=157) (N=159)
Any class 1 (4.2%) 0 2 (13.3%) 3 (2.0%) 10 (6. 4%) 6 (3.8%
RELE R UHF & HIE 1 (4.2%) 0 1 (6. 7%) 0 5 (3.2% 2 (1.3%
2REE % 1 (4.2%) 0 1 (6. 7%) 0 4 (2.5%) 1 (0. 6%)
AVITILI VY 0 0 0 0 0 1 (0. 6%)
B 0 0 0 0 1 (0. 6%) 0
HERESE 0 0 0 2 (1.3% 0 2 (1.3%
BAJE 0 0 0 2 (1.3% 0 2 (1.3%
REE 0 0 0 0 1 (0. 6%) 0
BRAEEERRAELFRE O 0 0 0 1 (0. 6%) 0
MRS, MZR R UHthmiE
= 0 0 1 (6. 7%) 1 (0.7%) 1 (0. 6%) 0
2Hm 0 0 1 (6. 7%) 0 0 0
O IR EE TR 0 0 0 0 1 (0. 6%) 0
L REDRAE 0 0 0 1 (0. 7% 0 0
BiGEE 0 0 0 0 1 (0. 6%) 0
{51 0 0 0 0 1 (0. 6%) 0
RERUVETHEES 0 0 0 0 1 (0. 6%) 1 (0. 6%)
2E5MHRD 0 0 0 0 0 1 (0. 6%)
b7 0 0 0 0 1 (0. 6%) 0
—f% - £BEFTRUERE
ERLDIKEE 0 0 0 0 0 2 (1.3%
RF 0 0 0 0 0 1 (0. 6%)
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Age
<16 years 2 16 years
FEX60/ FEX60/ FEX60/ FEX60/
Primary System Organ
Class FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=24) (N=16) (N=15) (N=149) (N=157) (N=159)
m i) 0 0 0 0 0 1 (0. 6%)
BE. FERUVLESH
i 0 0 0 0 1 (0. 6%) 0
BENBERSE 0 0 0 0 1 (0. 6%) 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_subg_s_t.sas
ouT=REPORT\OUTPUT\ae_socpt_subg_s_t_age_i.rtf (I - 19:58)

HEFMER (PIPRO035 FRER) DAEIRIZ OV T, 3T D TEAE DIRE B K 0FE M OFEAZER D FE B =R
BFRATIORT, BEVEMNTGENICI T 5 16 A OWERE OE&1X, FEX60 #f 218 44 11 4

(5.0%) . PSE120 #2184 94 (4.1%) . FEX60/PSE120 #f 215 4 10 4 (4.7%) . 21K T 651
4304 (46%) THDH, EWNRER (EFC11243 35R) 1T 5 52047 554 (10.6%) X &7
VMEFIEL T o o 72,

16 AT O TEAE 3B X, FEX60 BE 11 4% 24 (18.2%) . PSE120 A 94 54 (55.6%) K&
UNFEX60/PSE120 #f 10 44 4 44 (40.0%) TdH o712, 167%LA LD TEAE BB TlX, FEX60 £f 207 4
694 (33.3%) . PSE120 F¥ 209 4 1 94 4 (45.0%) K Y FEX60/PSE120 #f 205 4 4 106 44 (51.7%)
THol=, JEFIEDD 7200 16 AT OFRED TEAE R ERIIM A 16 %L _E D TEAE R BLR L ARk
Thote, £z, TONFRIT FEX60 FET T&MHGAZR | [RIRGE ] 234 14 (9.1%) . PSE120 #%C [8H
il N34 (33.3%) Oftt, [EBAEGER] [iFEhEo E ) (REIR)  THELL) TIEERAPR TR
) 14 (11.1%) . FEXB0/PSE120 BEICERW T 88 [RISERICHE D BER) T 1EMED F )

MEEATE ) 23% 14 (10.0%) TH Y. 16l ETHA LN FG L K& RMEITRD v ho
7=

R 17-TEAEDHREANRADERUVUEREINORIEE (F8) - 2B RER (PIJPR0O03S5 #ER) -

Age
<16 years >16 years

Primary
System Organ
Class

Preferre FEX60/PSE FEX60/PSE

d Term FEX60 PSE120 120 FEX60 PSE120 120

n(%o) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
Any class 2 (18.2%) 5 (55.6%) 4 (40.0%) 69 (33.3%) 94 (45.0%) 106 (51.7%)

Page 37



2.7.4 BRRMZEHE
T4 LI SEBRERE

Age
<16 years >16 years
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
BEES U
FHE HIE 1 (9.1%) 0 0 1 (0.5%) 4 (1.9%) 6 (2.9%)
4A27)LT
oY 0 0 0 0 1 (0.5%) 2 (1.0%)
SIREE 2 1 (9.1%) 0 0 1 (0.5%) 1 (0.5%) 2 (1.0%)
KB 0 0 0 0 0 1 (0.5%)
Bl SR % 0 0 0 0 0 1 (0.5%)
AfEALA
3 0 0 0 0 1 (0.5%) 0
ERERRE 1 (0.5%)
miEHETY
VINRER 0 0 0 2 (1.0%) 1 (0.5%) 1 (0.5%)
SFARERIE AN
iE 0 0 0 0 0 1 (0.5%)
SFEEERIE NN
fE 0 0 0 0 1 (0.5%) 0
BERIERIE N
iE 0 0 0 1 (0.5%) 0 0
B M Bk 0
fE 0 0 0 1 (0.5%) 0 0
SF R ERE
iE 0 0 0 1 (0.5%) 0 0
REREE 1 (0.5%)
BEE 0 0 0 1 (0.5%) 0 0
RBELUXK
=EE 0 1 (11.1%) 0 0 3 (1.4%) 3 (1.5%)
BARER 0 1 (11.1%) 0 0 2 (1.0%) 1 (0.5%)
= M 0 0 0 0 0 1 (0.5%)
1B I A e 0 0 0 0 1 (0.5%) 1 (0.5%)
REEE 1 (9.1%) 0 0 7 (3.4%) 36 (17.2%) 33 (16.1%)
TERAE 1 (9.1%) 0 0 6 (2.9%) 28 (13.4%) 24 (11.7%)
P ¢34 0 0 0 0 3 (1.4%) 5 (2.4%)
= 0 0 0 0 3 (1.4%) 3 (1.5%)
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Age
<16 years >16 years
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
Iz @ 0 0 0 0 2 (1.0%) 2 (1.0%)
EHLEED
TS 0 0 0 1 (0.5%) 2 (1.0%) 2 (1.0%)
=[N 0 0 0 0 0 1 (0.5%)
FEARERSE 0 0 0 0 0 1 (0.5%)
RERR[EE 0 0 0 0 0 1 (0.5%)
Bk 0 0 0 0 1 (0.5%) 0
HREREE 0 3 (33.3%) 3 (30.0%) 29 (14.0%) 48 (23.0%) 34 (16.6%)
GRS 0 3 (33.3%) 1 (10.0%) 25 (12.1%) 35 (16.7%) 27 (13.2%)
FEMHF
Ly 0 1 (11.1%) 0 0 6 (2.9%) 3 (1.5%)
Bl SRR
#55ER 0 0 1 (10.0%) 0 3 (1.4%) 1 (0.5%)
&R 0 0 0 2 (1.0%) 3 (1.4%) 2 (1.0%)
FIEMDHE
Ly 0 0 1 (10.0%) 0 0 0
KEEE 0 0 0 1 (0.5%) 2 (1.0%) 1 (0.5%)
EIREDEIE
T 0 0 0 0 0 1 (0.5%)
FEEES T
3 0 0 0 1 (0.5%) 2 (1.0%) 1 (0.5%)
K1 0 0 0 0 0 1 (0.5%)
REL 0 0 0 0 0 1 (0.5%)
FEAR 0 1 (11.1%) 0 0 0 0
REERE 0 0 0 1 (0.5%) 2 (1.0%) 0
HHREE 0 0 0 0 1 (0.5%) 0
ARfEE 0 0 0 1 (0.5%) 3 (1.4%) 3 (1.5%)
ARRZIR 0 0 0 0 0 1 (0.5%)
Z=EH 0 0 0 0 0 1 (0.5%)
FHR 0 0 0 0 0 1 (0.5%)
HERRE % 0 0 0 1 (0.5%) 1 (0.5%) 0
BRI 0 0 0 0 1 (0.5%) 0
ARERFERR 0 0 0 0 1 (0.5%) 0
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Age
<16 years >16 years
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
EB L URE
fEE 0 0 0 1 (0.5%) 2 (1.0%) 1 (0.5%)
B 5 EE 0 0 0 0 0 1 (0.5%)
ETRE 0 0 0 0 1 (0.5%) 0
B 0 0 0 1 (0.5%) 2 (1.0%) 0
DEES 0 0 0 6 (2.9%) 4 (2.0%)
EiE (1.4%) (2.0%)
SRR (1.4%)
mEREE 2 (1.0%) 1 (0.5%)
FTUY 1 (0.5%) 1 (0.5%)
&M E 1 (0.5%) 0
MEORER. HOZR
B L UHERR
fEE 1 (9.1%) 0 0 14 (6.8%) 10 (4.8%) 13 (6.3%)
O B IR EE f 1 (9.1%) 0 0 3 (1.4%) 1 (0.5%) 5 (2.4%)
HMZEZ (& 0 0 0 1 (0.5%) 2 (1.0%) 2 (1.0%)
P Of% [ 0 0 0 2 (1.0%) 1 (0.5%) 2 (1.0%)
SHim 0 0 0 2 (1.0%) 1 (0.5%) 2 (1.0%)
SEI% 0 0 0 0 0 2 (1.0%)
R 0 0 0 0 0 1 (0.5%)
TS 0 0 0 0 0 1 (0.5%)
HmE 0 0 0 0 3 (1.4%) 0
[EXES 0 0 0 0 1 (0.5%) 0
Bz ik 0 0 0 3 (1.4%) 0 0
S 0 0 0 1 (0.5%) 0 0
2R 0 0 0 1 (0.5%) 0 0
{Lo#H 0 0 0 1 (0.5%) 0 0
THMZ AR T 2% 0 0 0 1 (0.5%) 0 0
ERERIE
&2 0 0 0 1 (0.5%) 1 (0.5%) 0
BHEE 2 (22.2%) 1 (10.0%) 7 (3.4%) 24 (11.5%) 32 (15.6%)
E: TN 1 (11.1%) 0 (0.5%) 10 (4.8%) 15 (7.3%)
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Age
<16 years >16 years
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
ONEZIR 0 0 0 1 (0.5%) 12 (5.7%) 6 (2.9%)
HIERR 0 0 0 0 0 4 (2.0%)
{E5 0 0 0 0 1 (0.5%) 2 (1.0%)
[E3Er 0 0 0 1 (0.5%) 0 2 (1.0%)
FE BB A 1R % 0 1 (11.1%) 1 (10.0%) 1 (0.5%) 0 0
THEENE 0 0 0 0 0 1 (0.5%)
LHEERTR 0 0 0 1 (0.5%) 1 (0.5%) 1 (0.5%)
7740
S 0 0 0 0 0 1 (0.5%)
THi 0 0 0 3 (1.4%) 1 (0.5%) 1 (0.5%)
BiBE% 0 0 0 0 0 1 (0.5%)
mp=37 0 0 0 0 0 1 (0.5%)
fEsE 0 0 0 0 2 (1.0%) 0
ODEERE 0 0 0 0 1 (0.5%) 0
TEE 0 0 0 0 1 (0.5%) 0
REHLUR
THEMEIEE 0 0 0 2 (1.0%) 5 (2.4%) 4 (2.0%)
%% 0 0 0 0 0 2 (1.0%)
IE 0 0 0 1 (0.5%) 0 1 (0.5%)
AT 0 0 0 0 1 (0.5%) 1 (0.5%)
I 0 0 0 0 0 1 (0.5%)
& TiE 0 0 0 0 1 (0.5%) 0
BT 0 0 0 0 1 (0.5%) 0
L5HRP 0 0 0 0 1 (0.5%) 0
Bk SR
423 0 0 0 1 (0.5%) 0 0
ERP 0 0 0 0 1 (0.5%) 0
BERRB &
(08 g ik
EE 0 1 (11.1%) 0 3 (1.4%) 2 (1.0%) 7 (3.4%)
EEE 0 0 0 1 (0.5%) 1 (0.5%) 4 (2.0%)
FAETE 0 0 0 0 0 1 (0.5%)
mERE 0 1 (11.1%) 0 1 (0.5%) 0 1 (0.5%)
HERE 0 0 0 0 0 1 (0.5%)
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Age
<16 years >16 years
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)
HELE 0 0 0 0 1 (0.5%) 0
e 0 0 0 1 (0.5%) 0 0
O % % 0 0 0 1 (0.5%) 0 0
BH K URE
fEE 0 0 0 1 (0.5%) 1 (0.5%) 0
HEPR R 2 0 0 0 1 (0.5%) 0
PREQEE 0 0 0 0 1 (0.5%)
EERB LUV
AEESE 0 0 0 1 (0.5%) 2 (1.0%) 2 (1.0%)
REEE 0 0 0 0 0 1 (0.5%)
fE= H 0 0 0 0 0 1 (0.5%)
R #E 0 0 0 1 (0.5%) 2 (1.0%) 0
—f% - £5E
ERLUE
R 2N
1 0 0 0 2 (1.0%) 6 (2.9%) 8 (3.9%)
] 0 0 0 0 3 (1.4%) 4 (2.0%)
R ER A R % 0 0 0 0 1 (0.5%) 2 (1.0%)
[i9FF 0 0 0 0 0 1 (0.5%)
EHEE 0 0 0 0 0 1 (0.5%)
ARk 0 0 0 0 0 1 (0.5%)
SR 0 0 0 1 (0.5%) 1 (0.5%) 1 (0.5%)
& 0 0 0 0 1 (0.5%) 0
UL UK 0 0 0 1 (0.5%) 0 0
FRRIRE 0 0 0 10 (4.8%) 5 (2.4%) 13 (6.3%)
PFEATR 41
hn 0 0 0 0 1 (0.5%) 4 (2.0%)
BRRIRER
# 0 0 0 1 (0.5%) 0 2 (1.0%)
meEEYIL
E >t 0 0 0 0 1 (0.5%) 1 (0.5%)
me T Ky
R 0 0 0 0 0 1 (0.5%)

Page 42



2.7.4 BRRMZEHE
T4 LI SEBRERE

Age

<16 years >16 years

Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120

n(%) (N=11) (N=9) (N=10) (N=207) (N=209) (N=205)

mep kYo

RN

B0 0 0 0 6 (2.9%)
DS 0 0 0 1 (0.5%) 0
FMERE

H 0 0 0 0 0 1 (0.5%)
ANESOE

VgL 0 0 0 0 0
DAEE N

FI5=-

73/ k

o
[

(0.5%)
(0.5%)

[y

[y

(0.5%)
(0.5%)

[y

i 0 0 0 0 2 (1.0%) 0
FRINTXE
VEET =
VA
RIS
—EH#Em 0 0 0 0
AN RTY
v B
REFBD 0 0 0 0
B M ERERE
b 0 0 0 0 1 (0.5%) 0

[EN

(0.5%) 0

N

(1.0%) 0

[N

(0.5%) 0

BE. B
SURES
B
Rt
e
21g

ABENn 0 0 0 0

(0.5%) (0.5%) (1.0%)

(0.5%)

0 0 0 1 2
0 0 0 0 1
0 0 0 0 1 (0.5%)
0 0 0 1 0
0

(0.5%)

R O O O Bk

(0.5%)

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\QREG_2012_01\REPORT\PGM\q42_ae_socpt_subg_s_t.sas
OUT=REPORT\OUTPUT\q42_ae_socpt_subg_s_t_age_i.rtf (- 13:30
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5.1.2 145l

ENES /AR ER (EFC11243 3XBR) DOMERNCHOW T, T D TEAE DORFE BIRSHE M QL AGE
BIDIBR % F 18 (TR T, BRVEMNT T GEEM 1T D BIEOWERE OEIG XK T 242 4 (46.5%)
ToH V., FEX60 #E 173 44 89 4 (51.4%) . FEX60/PSEGO 7 173 44t 72 44 (41.6%) K O} FEX60/PSE120
BE174 4 814 (46.6%) Th 7=,

BYED TEAE FBIZ X, FEX60 # 14 (1.1%) . FEX60/PSE60 #% 34 (4.2%) KON FEX60/PSE120
BE34 (B.7%) TH V., &M TEAE IR TiX, FEX60 £ 34 (3.6%) . FEX60/PSE6O £f 7 44 (6.9%)
SN FEX60/PSE120 #£ 544 (5.4%) Th o7z, Ficl & PSERLARHED TEAE BHLHENOREm <, £,
B TEAE BERIZHANTHE AR L b oM D TEAE BELRNCOEVHEITIC S - 7228, T DGR
132D FEX60/PSEBO FEIZ W T TRIATARK | ORBRNORCEmMN -T2 LIZLD2bDTHY, £
LIS D TEAE DFEBZRICHOWTIIRE REITZRD S o T,

% 18 -TEAE DBREFNRADFERUCERZHORIEE (7)) - TEMBTHRER (EFC11243 #E&) -

Sex
Male Female
FEX60/ FEX60/ FEX60/ FEX60/
(F;rl‘ailrggry System Organ FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=89) (N=72) (N=81) (N=84) (N=101) (N=93)
Any class 1 (1.1% 3 (4.2%) 3 (3.7%) 3 (3.6%) 7 (6.9%) 5 (5. 4%)
RERAE R VT L RIE 1 (1.1% 1 (1. 4% 1 (1.2%) 0 4 (4.0% 2 (2.2%)
SIETE % 1 (1.1% 0 1 (1.2%) 0 4 (4.0% 1 (1.1%)
AVINITHF 0 0 0 0 0 1 (1.1%)
BE % 0 1 (1. 4% 0 0 0 0
HERES 0 0 1 (1.2%) 2 (2.4%) 0 1 (1.1%)
FEEE 0 0 1 (1.2%) 2 (2.4%) 0 1 (1.1%)
ARfEE 0 1 (1. 4% 0 0 0 0
BNEEERARRE O 1 (1. 4%) 0 0 0 0
0%, MARURRER 0 1 (1.2%) 1 (1.2%) 1 (1.0%) 0
Efm 0 0 1 (1.2%) 0 0 0
(e R TP 0 0 0 0 1 (1.0%) 0
L RUED RAE 0 0 0 1 (1.2%) 0 0
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Sex
Male Female
FEX60/ FEX60/ FEX60/ FEX60/
Bl amary Systen Organ FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=89) (N=72) (N=81) (N=84) (N=101) (N=93)
BIEEE 0 0 0 0 10 0
B 0 0 0 0 10w 0
EERUETAGEE 0 0 0 0 1 1.0%) 1L 1)
S BIED 0 0 0 0 0 1)
ey 0 0 0 0 10w 0
—f% - £BEFTRUERE
b DRI 0 0 0 0 0 2 (2.2%)
% 0 0 0 0 0 1)
=[] 0 0 0 0 0 1)
g% wRRULESK a0 0 0 0
BRIOBERS 0 14w 0 0 0 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_subg_s_t.sas
ouT=REPORT\OUTPUT\ae_socpt_subg_s_t_sex_i.rt (I - 19:59

A aRBR (PIPRO035 #kBR) DOMERNZOW T, T D TEAE DO ZRE BRI HE M OJEAZER D3 B
% 19 (TR, EARVERT R GRS BT D BIEOWEERE OE|A 13, FEX60 £ 218 4 11934 (42.7%) |
PSE120 #f 218 4+ 90 4 (41.3%) . FEXG60/PSE120 Af 215 4 7 91 44 (42.3%) . 2K T 651 4 274
4 (42.1%) TH Y. EWNRER (EFC11243 :8BR) (281F 5 5204 1 242 44 (46.5%) & XAl L CTuhi=,

FPED TEAE FEBL= 1T, FEX60 #f 934 274 (29.0%) . PSE120 #£ 9044 3244 (35.6%) KU
FEX60/PSE120 £f 91 4 5044 (54.9%) T -7z, D TEAE FELHE TIL, FEX60 R 1254 H 44
4 (35.2%) . PSE120 #f 128 44 67 44 (52.3%) % U FEX60/PSE120 #F 124 4+ 60 44 (48.4%) ThH
>7=, Bk FEX60 BEIZ L ~~C PSE120 A% & (Y FEX60/PSE120 B TEAE B KN E < . FDOWNGR
I TRIRGE ) T8A%) TG TOWNEZE) ORBENEPSTZZEIZED2bD0THY, MRl kD
FEITRO b d o T,
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R 19-TEAEDHREAMNRADFERUEREINORIEE (MR - LB RER (PIJPRO035 GER) -

Sex
Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
Any class 27 (29.0%) 32 (35.6%) 50 (54.9%) 44 (35.2%) 67 (52.3%) 60 (48.4%)
BREES U
FERE 1 (1.1%) 1 (1.1%) 1 (1.1%) 1 (0.8%) 3 (2.3%) 5 (4.0%)
4A27)ILT
o 0 0 1 (1.1%) 0 1 (0.8%) 1 (0.8%)
S2IREE 2 1 (1.1%) 1 (1.1%) 0 1 (0.8%) 0 2 (1.6%)
KB 0 0 0 0 0 1 (0.8%)
B SR % 0 0 0 0 0 1 (0.8%)
AOfEAILR
3 0 0 0 0 1 (0.8%) 0
FRERE 0 1 (0.8%) 0
miEH LU
VINRIEE 2 (2.2%) 1 (1.1%) 0 0 0 1 (0.8%)
SFARERIEAN
iE 0 0 0 0 0 1 (0.8%)
FFEATRIE N
9iE 0 1 (1.1%) 0 0 0 0
LR TER S
iE 1 (1.1%) 0 0 0 0 0
B M EKE N
9iE 1 (1.1%) 0 0 0 0 0
SFehERiE
iE 1 (1.1%) 0 0 0 0 0
REREE 1 (1.1%)
BEE 1 (1.1%) 0 0 0 0 0
REELUXK
BEE 0 1 (1.1%) 1 (1.1%) 0 3 (2.3%) 2 (1.6%)
BAUHER 0 1 (1.1%) 0 0 2 (1.6%) 1 (0.8%)
= M 0 0 1 (1.1%) 0 0 0
1B I A e 0 0 0 0 1 (0.8%) 1 (0.8%)
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Sex
Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
RS 3 (3:2%) 10 (11.1%) 12 (13.2%) 5 (4.0%) 26 (20.3%) 21 (16.9%)
TERGE 3 (3.2%) 7 (7.8%) 10 (11.0%) 4 (3.2%) 21 (16.4%) 14 (11.3%)
s 0 1 (1.1%) 2 (2.2%) 0 2 (1.6%) 3 (2.4%)
& 0 0 0 0 3 (2.3%) 3 (2.4%)
FRAZ IR B 0 1 (1.1%) 0 0 1 (0.8%) 2 (1.6%)
BHLEED
TS 0 1 (1.1%) 0 1 (0.8%) 1 (0.8%) 2 (1.6%)
=[S 0 0 0 0 0 1 (0.8%)
REATERSE 0 0 0 0 0 1 (0.8%)
RERR[EE 0 0 1 (1.1%) 0 0 0
Bk 0 0 0 0 1 (0.8%) 0
HEREE 10 (10.8%) 17 (18.9%) 13 (14.3%) 19 (15.2%) 34 (26.6%) 24 (19.4%)
EEE- 8 (8.6%) 12 (13.3%) 8 (8.8%) 17 (13.6%) 26 (20.3%) 20 (16.1%)
FEHOFE
(A 0 3 (3.3%) 2 (2.2%) 0 4 (3.1%) 1 (0.8%)
Bl SPERIC
#55ERE 0 0 1 (1.1%) 0 3 (2.3%) 1 (0.8%)
&R 1 (1.1%) 1 (1.1%) 1 (1.1%) 1 (0.8%) 2 (1.6%) 1 (0.8%)
FEMDE
(A 0 0 1 (1.1%) 0 0 0
KEEE 2 (2.2%) 0 1 (0.8%) 0 1 (0.8%)
BER D E K
T 0 0 0 0 0 1 (0.8%)
FEES T
# 1 (1.1%) 1 (1.1%) 0 0 1 (0.8%) 1 (0.8%)
K1 0 0 0 0 0 1 (0.8%)
REL 0 0 0 0 0 1 (0.8%)
FEAR 0 0 0 0 1 (0.8%) 0
FEE%E 0 0 0 1 (0.8%) 2 (1.6%) 0
#EREE 0 0 0 0 1 (0.8%) 0
ARfEE 0 0 0 1 (0.8%) 3 (2.3%) 3 (2.4%)
AREZIR 0 0 0 0 0 1 (0.8%)
Z=EH 0 0 0 0 0 1 (0.8%)
FHR 0 0 0 0 0 1 (0.8%)
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Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
HERE 2 0 0 0 1 (0.8%) 1 (0.8%) 0
ARl 0 1 (0.8%) 0
AR ERAEAR 0 1 (0.8%) 0
EB L URE
EE 0 0 0 1 (0.8%) 2 (1.6%) 1 (0.8%)
B 5 EE 0 0 0 0 0 1 (0.8%)
BT 0 0 0 0 1 (0.8%) 0
B 0 0 0 1 (0.8%) 2 (1.6%) 0
DMEEE 0 1 (1.1%) 1 (1.1%) 0 5 (3.9%) 3 (2.4%)
iF 1 (1.1%) 1 (1.1%) 0 2 (1.6%) 3 (2.4%)
SRR 0 0 3 (2.3%)
mEEE 1 (1.1%) 1 (0.8%) 1 (0.8%)
FTUY 1 (1.1%) 0 1 (0.8%)
=MmE 0 0 0 0 1 (0.8%) 0
MERER. FOZR
B L UHERR
EE 3 (3.2%) 2 (2.2%) 5 (5.5%) 12 (9.6%) 8 (6.3%) 8 (6.5%)
O B IR EE 0 0 1 (1.1%) 4 (3.2%) 1 (0.8%) 4 (3.2%)
IHMZEZ (& 0 0 2 (2.2%) 1 (0.8%) 2 (1.6%) 0
P Of% ] 1 (1.1%) 1 (1.1%) 0 1 (0.8%) 0 2 (1.6%)
SHIm 0 0 1 (1.1%) 2 (1.6%) 1 (0.8%) 1 (0.8%)
SEI% 0 0 2 (2.2%) 0 0 0
HEEZ i 0 0 0 0 0 1 (0.8%)
TS 0 0 0 0 0 1 (0.8%)
HmaE 0 1 (1.1%) 0 0 2 (1.6%) 0
[EXEY 0 0 0 0 1 (0.8%) 0
B0k 1 (1.1%) 0 0 2 (1.6%) 0 0
S 0 0 0 1 (0.8%) 0 0
&F 1 (1.1%) 0 0 0 0 0
(Lo 1 (1.1%) 0 0 0 0 0
THMZFR T 2% 0 0 0 1 (0.8%) 0 0
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Sex
Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
+ RERAE
£33 0 0 0 1 (0.8%) 1 (0.8%) 0
BRalEE 3 (3.2%) 9 (10.0%) 12 (13.2%) 4 (3.2%) 17 (13.3%) 21 (16.9%)
B 0 3 (3.3%) 4 (4.4%) 1 (0.8%) 8 (6.3%) 11 (8.9%)
OMEzE 1 (1.1%) 4 (4.4%) 2 (2.2%) 0 8 (6.3%) 4 (3.2%)
HIER R 0 0 1 (1.1%) 0 0 3 (2.4%)
{ET 0 0 1 (1.1%) 0 1 (0.8%) 1 (0.8%)
[E3Er 0 0 1 (1.1%) 1 (0.8%) 0 1 (0.8%)
FEER AR 0 1 (1.1%) 1 (1.1%) 1 (0.8%) 0 0
TREENE 0 0 1 (1.1%) 0 0 0
LHEERTE 1 (1.1%) 1 (1.1%) 1 (1.1%) 0 0 0
77450
A % 0 0 0 0 1 (0.8%)
T 1 (1.1%) 0 0 2 (1.6%) 1 (0.8%) 1 (0.8%)
BitEL 0 0 1 (1.1%) 0 0 0
(w37 0 0 1 (1.1%) 0 0 0
f& 5% 0 2 (2.2%) 0 0 0 0
ADBRE 0 0 0 0 1 (0.8%) 0
TEE 0 0 0 0 1 (0.8%) 0
RESLUR
THEMEE 0 2 (2.2%) 3 (3.3%) 2 (1.6%) 3 (2.3%) 1 (0.8%)
%% 0 0 2 (2.2%) 0 0 0
TE 0 0 1 (1.1%) 1 (0.8%) 0 0
AT 0 0 0 0 1 (0.8%) 1 (0.8%)
fEi 0 0 1 (1.1%) 0 0 0
& FiE 0 1 (1.1%) 0 0 0 0
BT 0 0 0 0 1 (0.8%) 0
L5HRP 0 0 0 0 1 (0.8%) 0
B IR
423 0 0 0 1 (0.8%) 0 0
ERP 0 1 (1.1%) 0 0 0 0
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Primary
System Organ
Class

Preferre
dTerm
n(%6)

Male

Female

FEX60
(N=93)

PSE120
(N=90)

FEX60/PSE
120

(N=91)

FEX60

(N=125)

PSE120
(N=128)

FEX60/PSE

120

(N=124)

FEERE &
O3 =g it

BH & URE
EE
HEPR R
FREBPEE

HEERE SV
EEE
BERE
f Hi i
ARE#E

—f - £5E
EELUE
=R VIOLN

e

1’5
FEER A R 2%
ks
ENEE
R
SR
#’NIE
UL ULCR

= O O O O O o o o

[y

O O o o

P O O O O O O O Bk

(1.1%)
(1.1%)

(1.1%)

(1.1%)

1
0
0
0
0
1
0
0

1

= O

o O o o

O O O O O O F K~k N

(1.1%)

(1.1%)

(1.1%)

(1.1%)

(2.2%)
(1.1%)
(1.1%)

2
1

O O O O +—» O

o O -

O O O O O Fkr O N W

(2.2%)
(1.1%)

(1.1%)

(1.1%)
(1.1%)

(3.3%)
(2.2%)

(1.1%)

P P, O O Fkr O kP W

» O o -

O O kP O O O O O k-

(2.4%)
(0.8%)

(0.8%)

(0.8%)
(0.8%)

(0.8%)

(0.8%)

(0.8%)

(0.8%)

(1.6%)
(0.8%)

(0.8%)

O O O O Pk O L, N

(1.6%)

N O O N

(1.6%)

(3.1%)
(1.6%)

(0.8%)
(0.8%)

O B P O O O O N b

o B O

O O FF B P O N N O

(4.0%)
(2.4%)
(0.8%)

(0.8%)

(0.8%)

(0.8%)

(4.0%)
(1.6%)
(1.6%)

(0.8%)

(0.8%)
(0.8%)
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Sex
Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
ERREE 6 (6.5%) 3 (3.3%) 6 (6.6%) 4 (3.2%) 2 (1.6%) 7 (5.6%)
SFEA TR EK 1
hn 0 0 3 (3.3%) 0 1 (0.8%) 1 (0.8%)
ERRBEER
H 1 (1.1%) 0 0 0 0 2 (1.6%)
meEyJL
E o #m 0 1 (1.1%) 1 (1.1%) 0 0 0
mJKFY
R 0 0 1 (1.1%) 0 0 0
mep kYT
JR-DNN
#m 4 (4.3%) 0 1 (1.1%) 2 (1.6%) 0 0
DS 0 1 (0.8%) 0 1 (0.8%)
FMERRE
H 0 0 0 0 0 1 (0.8%)
AESROE
ViRw 0 0 0 0 0 1 (0.8%)
DAEE N 1 (0.8%)
il A=t
73/ b
SVRD
55—+
B0 0 2 (2.2%) 0 0 0 0
FRAINSE
VBT =
J L3y
RI71TT
—EHEm 0 1 (1.1%) 0 0 0 0
AT LYY
v MED 1 (1.1%) 0 1 (0.8%) 0
RERBD 0 0 0 0 1 (0.8%) 0
B I Bk
& 0 0 0 0 1 (0.8%) 0
BE. PES
FUREES
BHAE 1 (1.1%) 1 (0.8%) 1 (0.8%) 1 (0.8%)
VRS 1 (1.1%) 0 0
i b 2 0 0 0 0 0 1 (0.8%)
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Sex
Male Female
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%o) (N=93) (N=90) (N=91) (N=125) (N=128) (N=124)
RS 0 0 0 1 (0.8%) 0 0
AREN 0 0 0 0 1 (0.8%) 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\QREG_2012_01\REPORT\PGM\q42_ae_socpt_subg_s_t.sas
OUT=REPORT\OUTPUT\q42_ae_socpt_subg_s_t_sex_i.rtf ([ - 13:32

5.1.3 BMI

ENE T /IFEEER (EFC112433ER) @ BMIIZHOW T, §_ T TEAE OSE RIS K OEAZE
BDIFEHRR A F 20 (=T, LRV SRERIZI1T % BMI 25.0 kg/m® PL_EO#EERE OEIA 13246 T
724 (13.8%) TH Y., FEX60 #1734 3044 (17.3%) . FEX60/PSE6O #f 173 4 214 (12.1%)
M ONFEX60/PSEL20 #f 174 440 2140 (12.1%) Th o7,

BMI 25.0 kg/m® Lk _Fo> TEAE F&32R(%, FEX60 #3041 14 (3.3%) . FEX60/PSE6O #F 21 4 1
4 (4.8%) K ONFEX60/PSE120 Bf 214411 14 (4.8%) T -7=, BMI 25.0 kg/m? A5 > TEAE Bl =R
TlE. FEX60#f 143479134 (2.1%) . FEX60/PSE6O £ 152 4 11 94 (5.9%) K (Y FEX60/PSE120 7%
15341 74 (4.6%) TdH -7z, BMI 25.0 kg/m? Kiili> TEAE FEH 3T PSE Bl AREDFEH R D000
<, DOWNFRIE FEX60/PSESO HEIZ 35U T TEIFBAR | ORBLRNE N -T2 LICL DD EEZ B,
ZNLSD TEAE IZHOWTEE A BB ORBRICK & 2METRD b o 7z,

% 20 - TEAEDFBREF KRS ERUVEKREH OFREER (BMI) - Z2E@BITRER (EFC11243 :K5&) -

BMI
<25.0 kg/m? > 25.0 kg/m?

FEX60/ FEX60/ FEX60/ FEX60/

(I:;Teilrggry System Organ FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=143) (N=152) (N=153) (N=30) (N=21) (N=21)
Any class 3 (2.1%) 9 (5.9%) 7 (4.6%) 1 (3.3% 1 (4.8% 1 (4.8%)
RERAE R VT L RIE 1 (0.7% 5 (3.3%) 2 (1.3% 0 0 1 (4.8%)
SIETE % 1 (0. 7% 4 (2.6% 1 (0. 7%) 0 0 1 (4.8%)
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BMI
<25.0 kg/m? > 25.0 kg/m?

FEX60/ FEX60/ FEX60/ FEX60/

Bl amary Systen Organ FEX60 PSE60 PSE120 FEX60 PSE60 PSE120

Preferred Term n(%) (N=143) (N=152) (N=153) (N=30) (N=21) (N=21)
{oTNT 0 0 107 0 0 0
=] P 0 107 0 0 0 0
HEREE 1% 0 2 (13 133 0 0
5B 107 0 2 (3% 133 0 0
RIS 0 0 0 0 1 4.8 0
BARMTRELSEE 0 0 0 0 1 4.8 0
gm%‘MQ&UﬁﬁE 1 (0. 7% 1 (0. 7% 10.7% 0 0 0
siHm 0 0 107 0 0 0
O RRIE A 0 107 0 0 0 0
EREDHE 1™ 0 0 0 0 0
BBEE 0 107 0 0 0 0
B 0 1O 0 0 0 0
EERUETAGEE 0 1O 10 0 0 0
S BED 0 0 107 0 0 0
55 0 107 0 0 0 0
whoRE T ORT 0 2 (1.3 0 0 0
% 0 0 107 0 0 0
Oig 0 0 107 0 0 0
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BMI
<25.0 kg/m? > 25.0 kg/m?
FEX60/ FEX60/ FEX60/ FEX60/

Primary System Organ
Class FEX60 PSE60 PSE120 FEX60 PSE60 PSE120
Preferred Term n(%) (N=143) (N=152) (N=153) (N=30) (N=21) (N=21)

£, PERUVLEEH
Z= 1 0.7%) 0 0 0 0

BENBERE 0 1 (0. 7%) 0 0 0 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\OVERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_subg_s_t.sas
OUT=REPORT\OUTPUT\ae_socpt_subg_s_t_bmi |rtf_ 19:59)

A aRBR  (PIPRO035 3ABR) @ BMIIZOW T, T D TEAE DORFE BIKAHE K OFEAGER D3 H,
R 21T, LRV REMNIZI T 5 BMI 25.0 kg/m2 LLEO#EERE OE|IA 1%, FEX60 B 217
4 1104 (50.7%) . PSE120 #f 218 44+ 102 44 (46.8%) . FEX60/PSE12O BE212 4% 894 (42.0%) |
BIRT 647 4 30144 (46.5%) TH V., EWNER (EFC11243 #lR) 12315 52044 H 7244 (13.8%)
(ZH~T BMI 25.0 kg/m2 DL EO#ERFE ORIGIIIER 1T @D o T,

BMI 25.0 kg/m2 LA > TEAE J881281%, FEX60 #f 110 44 38 44 (34.5%) . PSE120 #f 10244 H 42 44
(41.2%) } N FEX60/PSE120 A¥ 89 4 1 474 (52.8%) Td 7=, BMI 25.0 kg/m2 Aiii50> TEAE 3EHi
FTI1L, FEX60 #E 107 &4 3244 (29.9%) . PSE120 #f 116 4t 574 (49.1%) K X FEX60/PSE120 #f
1234+ 604, (48.8%) T - 7=, BMI 25.0 kg/m2 LA | &% 18 25.0 kg/m2 A3 & & FEX60 B2 H~ T PSE120
fEd L OVFEX60/PSEL20 fED TEAE BBLRA & <. TOWRRIT IRIRE]  T80W)  TEL) TR
M OFBIENE NS ZLIZEDHDTHY, BMHIZ L DHIEITEO b oT,

% 21 - TEAEDRERN RS ERUVEREIOREER (BMI) - Z2M@BITxRER (PJPR0035 HER) -

BMI
<25.0 kg/m? >25.0 kg/m?
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)
Any class 32 (29.9%) 57 (49.1%) 60 (48.8%) 38 (34.5%) 42 (41.2%) 47 (52.8%)
RBREEH LUV
B4 HAE 1 (0.9%) 3 (2.6%) 4 (3.3%) 1 (0.9%) 1 (1.0%) 2 (2.2%)
42T
oY 0 0 2 (1.6%) 0 1 (1.0%) 0
RS 1 (0.9%) 1 (0.9%) 1 (0.8%) 1 (0.9%) 0 1 (1.1%)
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BMI
<25.0 kg/m? >25.0 kg/m?
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)
[E R 0 0 0 0 0 1 (1.1%)
Bl SRR % 0 0 1 (0.8%) 0 0 0
AOfEAILR
3 0 1 (0.9%) 0 0 0 0
T SERRE 0 1 (0.9%) 0 0 0 0
miEH LT
VINREE 1 (0.9%) 1 (0.9%) 1 (0.8%) 1 (0.9%) 0 0
YFepERIRAN
fiE 0 0 1 (0.8%) 0 0 0
SFERERIE N
iE 0 1 (0.9%) 0 0 0 0
SARIER IS0
fiE 0 0 0 1 (0.9%) 0 0
B M Bk 40
iE 0 0 0 1 (0.9%) 0 0
FRERE D
fiE 1 (0.9%) 0 0 0 0 0
RERES 1 (0.9%)
IBBAE 1 (0.9%)
RBELUE
EEE 0 4 (3.4%) 2 (1.6%) 0 0 1 (1.1%)
BAER 0 3 (2.6%) 1 (0.8%) 0 0 0
= I #E 0 0 0 0 0 1 (1.1%)
& A fE 0 1 (0.9%) 1 (0.8%) 0 0 0
AEES 5 (4.7%) 20 (17.2%) 18 (14.6%) 3 (2.7%) 16 (15.7%) 14 (15.7%)
TR 5 (4.7%) 17 (14.7%) 12 (9.8%) 2 (1.8%) 11 (10.8%) 11 (12.4%)
s 0 3 (2.6%) 3 (2.4%) 0 0 2 (2.2%)
N 0 0 3 (2.4%) 0 3 (2.9%) 0
HIZEE 0 1 (0.9%) 2 (1.6%) 0 1 (1.0%) 0
ELEED
s 0 1 (0.9%) 1 (0.8%) 1 (0.9%) 1 (1.0%) 1 (1.1%)
e 0 0 0 0 0 1 (1.1%)
R EAASERAE 1 (0.8%) 0 0
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BMI
<25.0 kg/m? >25.0 kg/m?
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)
FERR[EE 0 0 1 (0.8%) 0 0 0
Bk 0 0 0 0 1 (1.0%)

HEREE 16 (15.0%) 27 (23.3%) 25 (20.3%) 13 (11.8%) 24 (23.5%) 12 (13.5%)
G1EErS 15 (14.0%) 20 (17.2%) 17 (13.8%) 10 (9.1%) 18 (17.6%) 11 (12.4%)
FEMHF

Ly 0 3 (2.6%) 2 (1.6%) 0 4 (3.9%) 1 (1.1%)
EET

*58ERE 0 0 2 (1.6%) 0 3 (2.9%)

&R 1 (0.9%) 1 (0.9%) 2 (1.6%) 1 (0.9%) 2 (2.0%) 0
FIEMDHE

Ly 0 1 (0.8%) 0 0

KEEE 1 (0.9%) 1 (0.8%) 1 (0.9%) 1 (1.0%)
EIEDEIE

T 0 0 1 (0.8%) 0 0 0
FEHES T

& 1 (0.9%) 1 (0.9%) 1 (0.8%) 0 1 (1.0%) 0
K1 0 0 1 (0.8%) 0 0 0
REL 0 0 1 (0.8%) 0 0 0
FERR 0 0 0 0 1 (1.0%) 0
REERE 0 1 (0.9%) 0 1 (0.9%) 1 (1.0%) 0
SRR 0 1 (0.9%) 0 0 0 0

ARfEE 1 (0.9%) 2 (1.7%) 2 (1.6%) 0 1 (1.0%) 1 (1.1%)
BREZIF 0 0 0 0 0 1 (1.1%)
= 0 0 1 (0.8%) 0 0 0
el 0 0 1 (0.8%) 0 0 0
FERE 2 1 (0.9%) 0 0 0 1 (1.0%) 0
AR %K 0 1 (0.9%) 0 0 0 0
AR ERAERR 0 1 (0.9%) 0 0 0 0

EB L URE

fEE 1 (0.9%) 1 (0.9%) 1 (0.8%) 0 1 (1.0%) 0
BE% 5 FEE 0 0 1 (0.8%) 0 0 0
ET R 0 0 0 0 1 (1.0%) 0
EfE 1 (0.9%) 1 (0.9%) 0 0 1 (1.0%) 0

Page 56



2.7.4 BRRMZEHE
T4 LI SEBRERE

BMI
<25.0 kg/m? >25.0 kg/m?
Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120
n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)
IDMEEE (4.3%) 4 (3.3%) 0 1 (1.0%) 0
EhiE (1.7%) 4 (3.3%) 0 1 (1.0%) 0
SEAR (2.6%) 0 0
mERESE 0 2 (1.7%) 0 0 0 1 (1.1%)
FTUY 1 (0.9%) 1 (1.1%)
=MmE 1 (0.9%) 0
MEORER. ROZR
B L U=
= 7 (6.5%) 7 (6.0%) 6 (4.9%) 8 (7.3%) 3 (2.9%) 6 (6.7%)
O e nR 5B 7 2 (1.9%) 1 (0.9%) 2 (1.6%) 2 (1.8%) 0 2 (2.2%)
R MREZ 1% 0 1 (0.9%) 1 (0.8%) 1 (0.9%) 1 (1.0%) 1 (1.1%)
P OF% ] 0 0 0 2 (1.8%) 1 (1.0%) 2 (2.2%)
SHIm 2 (1.9%) 1 (0.9%) 1 (0.8%) 0 0 1 (1.1%)
SR 0 0 2 (1.6%) 0 0 0
HEEZ i 0 0 0 0 0 1 (1.1%)
1) 0 0 1 (0.8%) 0 0 0
ma 0 2 (1.7%) 0 0 1 (1.0%) 0
[EXEY 0 1 (0.9%) 0 0 0 0
5751 1 (0.9%) 0 0 2 (1.8%) 0 0
S 1 (0.9%) 0 0 0 0 0
&F 1 (0.9%) 0 0 0 0 0
(Lo 1 (0.9%) 0 0 0 0 0
MR MR A HE 1% 0 0 0 1 (0.9%) 0 0
+ RERAE
&R 0 1 (0.9%) 0 1 (0.9%) 0 0
BHEE 3 (2.8%) 15 (12.9%) 20 (16.3%) 3 (2.7%) 11 (10.8%) 12 (13.5%)
B 0 7 (6.0%) 9 (7.3%) 1 (0.9%) 4 (3.9%) 5 (5.6%)
OMNEZ 1% 1 (0.9%) 6 (5.2%) 4 (3.3%) 0 6 (5.9%) 2 (2.2%)
SHIETRR 0 0 3 (2.4%) 0 0 1 (1.1%)
{Ei1 0 1 (0.9%) 2 (1.6%) 0 0 0
3L 1 (0.9%) 0 1 (0.8%) 0 0 1 (1.1%)
FEER A1 % 0 1 (0.9%) 1 (0.8%) 0 0 0
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BMI
<25.0 kg/m? >25.0 kg/m?

Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120

n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)

THEERTR 0 0 0 0 0 1 (1.1%)
LiEEE 0 0 0 1 (0.9%) 1 (1.0%) 1 (1.1%)
7740
N %
T
BRAZ
OEEg
fE s
OOHERE
HhE

(0.8%)

(0.9%) (1.8%) (1.0%) (1.1%)
(1.1%)
(1.1%)
(1.7%)
(0.9%)

(0.9%)

O O O O O +» O
P B N O O O O
O O O O O O -
O O O O O +» O
O O O B kB O

o R

KBESLUR
THEMEE
%%
IE
bicbas
B&i®
% TE
BT
EA=2c 3 A7
BHK R
K% 1 (0.9%)

ERP 0 0 0 0

(0.9%) (3.4%) (2.4%)

(0.8%)

(0.9%) (1.0%) (1.1%)
(1.1%)
(0.9%) (1.1%)
(0.8%)
(0.8%)
(0.9%)
(0.9%)

4
0
0
1 (0.9%)
0
1
1
1 (0.9%)

O O O O O +»r O Bk
o O O P P O kP W
O O O O O O O k.
O O O O O O O -

o
o
o
o
o

[y

(1.0%)

FERRE &
U A TR
HEE
V-0
PEER
AR
HEEE
7o Bk

(0.9%) (2.4%) 2 (1.8%)
(0.8%) 1 (0.9%)
(0.8%)

0
(0.8%) 0
0
0

(2.9%) 4 (4.5%)
(1.0%) (3.4%)

(1.0%)

(1.0%)
1 (0.9%)

0
0
0
(0.9%) 0
0
0
0
0 1 (0.9%)

O O O O B O O Bk
O O O O Bk B Pk W
O O P O kP O F, W

3
0
0
1 (1.1%)
0
0
0
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Primary
System Organ
Class

Preferre
dTerm
n(%6)

BMI

<25.0 kg/m?

>25.0 kg/m?

FEX60

(N=107)

FEX60/PSE
PSE120 120

(N=116) (N=123)

FEX60

(N=110)

PSE120
(N=102)

FEX60/PSE

120
(N=89)

BH L URE
P PR A £
FREGPEE

ERERE SV
AEEE
BEE
fEHi M

ARE#E

—f% - 25
EBLUE
R vIOL/N
R
%
AR A R 2%
fdE
ENEE
Rk
SR
B’AE
UL UK R

BRRIRE

PFEATR IS
mn

BRRRER

ety

53]
meEyY)L
E
meJ Ky
FER
me kY s
Jt1) K

&0

DS

O O o o

O O O O O o o o o

w

[y

[uny

(2.8%)

(0.9%)

(0.9%)

(0.9%)

» O O -
o o o o

(0.9%)

(2.6%) (3.3%)
(0.8%)
(0.9%) (1.6%)
(0.8%)
(0.8%)
(0.9%) (0.8%)

(0.9%)

O P B O O O kB O W
o O P P P O DN PP b

5 (4.3%) 7 (5.7%)

1 (0.9%) 2 (1.6%)

1 (0.9%) 1 (0.8%)

o
o

0 1 (0.8%)

= e

-, O O -

P O kP O O O O O N

= o

(0.9%)
(0.9%)

(0.9%)

(0.9%)

(1.8%)

(0.9%)

(0.9%)

(6.4%)

(4.5%)
(0.9%)

1 (1.0%)
0
1 (1.0%)

(1.0%)

» O O -

(1.0%)

(2.9%)
(2.9%)

O O O O O O O W Ww

o o

o PN

O O O O O Fkr O W

(2.2%)
(1.1%)
(1.1%)

(4.5%)
(3.4%)

(1.1%)

(5.6%)

(2.2%)

(1.1%)

(1.1%)

1 (1.1%)
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BMI
<25.0 kg/m? >25.0 kg/m?

Primary
System Organ
Class
Preferre FEX60/PSE FEX60/PSE
d Term FEX60 PSE120 120 FEX60 PSE120 120

n(%) (N=107) (N=116) (N=123) (N=110) (N=102) (N=89)

FMEKRE

H 0 0 1 (0.8%) 0 0 0
AESRE

ViEd 0 0 1 (0.8%)
DREE N 0 0 1 (0.8%)
i =

T/ b

SR

5—+F

i 0 2 (1.7%) 0 0 0 0
T RINT X
VBT =

VA
RI7xTS
—EH#Em 0
AT ROY
v MR
wEFBD 0
B M EREE

b 0 1 (0.9%) 0 0 0 0

o o
o
o

[EN

(0.9%) 0 0 0 0

=

(0.9%) 0

=

(0.9%) 0
(0.9%) 0 0 0 0

[EEN

BE. v&EH
FUVLES

BHE 1
N ETS 0

eSS 0

e 1 (0.9%)

RREN 0 1 (0.9%)

(0.9%) (0.9%) (0.8%) (1.1%)

(1.1%)

o O O -

1 0
0 0
1 (0.8%) 0
0 0
0 0

O O O o o
O O O - -

Columns with BMI values: . are not shown

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\QREG_2012_01\REPORT\PGM\q42_ae_socpt_subg_s_t.sas
OUT=REPORT\OUTPUT\q42_ae_socpt_subg_s_t_bmi_i.rtf (I - 13:32

52 SEMEER

LS A DG AV AN
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53 EWHEAER

FEX M O PSE OOf I G- RFIZ 361 T 5 3pEh e AAER R BLO FIREMEIC DWW T, LR Z &
5. HYERELR AR EAERANE L D BENIID VWD EEZ BT,

e FEX & PSE#{FHL7- & E0EhRe Iz L i, B ClIma S Tunanm, FEX KO
PSE Dt M#EF & o R 7 #EERIZTNTINE 80OULL T THAZ LD FEEE v /37 L Obs
WCEAMHEERITIEZ bW EZ NS,

o MANTIVTNBIFE A ERFEZZITF RN D RFHIEKT 24 E/ER 28 Z 4 it b
FEAELWEEZ NS,

o HEMIZBI L Cid, FEXITFEFIZ, PSE TR MAZILIARE L THE SND Z &b,
PEHHCER T 2 AEER 2R 3B A E RN EE BN 5,

PLEDZ e, Z o3 fEEe. RE. Ffto T olEfRIcBW T, FEX & PSE O] Ty HE)
PR AERADNE LD BZNITV N D EE 2 i, 2D Z &L, FEX & PSE b MIfFHE
H L= & 2 0Ryghe), T FN 2 ElE Lz L & OFRMENRE L X TREREN RN T-FHE
(PJPRO043 #%) 12 & > T FF& 415 [Module 2.7.2 3.4],

54 HERCRIFDOER

EARFEDFEHIZOWTIX, 7 V7 7 BEDENEAT SCE) L O Allegra-D SEDESN CRE) T S3GE
([Module 1.6]) & &, [Esg TR LT\ 5 ATREMED & D la N id, 16 LA RMENERMEZE
[ L HESNDERICOBREBEETHZ L, HETORSICET 522 LTV, 1)
EENTHEY, T4 V7 TEAICBOTHRBEOEEMREEZIT ),

BIREOEHICONWTIEX, 7 V7 ZEOENRMASCEUICBWN T, ALY O NI ARA B 5
ISR AR S D &, [EWER (T v ) THAHP~BITTLZERHES TS, 1] &
SNTRY, £, W7 VA P 7= R o Tlde MNHTFA~BITT D2 EAHEINTWDH Z &
Mo, T4 LT TEAEICE W T RBEOEEMEZTT I,

5. [JEL P P ECcER SR Allegra-D SEDTESMTIRE DL ANET — 4TIk, HHRTY
ITRA T OB 41 44 128G Sy, SRR E TS STy [Module 5.3.6-1],

55 #BERE

TV ZEOENRMNCEQL)TIIU TO LBV E#E STV D,

o BEFRGICHETLIMEIIR SN TRV | HME T O EAR FE GRS (0T B RB 25 3 %
W, b EHEEZIRA L 24 (1800~3600 mg) TiL, JERIZZRWH D W0 ITD F W, R
SEOOERRE SN TS, BERGEICHE DT, RIS FI0FE-> TV DY 2@ E o
FIETRET D Z &KW, EOHONEIIXER, MBIRIEEZ R0 2 &, k. KA
MHEBENTIC L > THRETE U,

PSE D B 512> Tl Allegra-D Dt CKIE) WA CE ([Module 1.6]) TIXLLTD BV
HIHTW5D,
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o AT VA RZ7 = R UOAMRERGIZHET2MEITTRZEOHERICESNTNDB, K
BARRBE IR 2 KEICHR G35 &0 DRV, FER. O, R, BT, D, SEIR. A Es
. BE, EE, PEREREE, KT ROMERIE, AL, BHEEORE, RRER &R
5%6:&%%60%ﬁ%ﬂﬂéﬁo¢ﬂ$ﬁwrﬂﬁ%méﬁﬁ%%woik\ﬁﬁw\ﬁ
BREEM, Jef, FHE, MR AENHLONDZEbd D, HET VA Fo7 = R o odetix
JRPH MR T4 2 EHENd 5, ks, BT YA N7 = R UNMIEENTIC L - TRETE
HZNEIDIIRHTH D,

T A VT THEEEIZBWTH T LT EEOENTSH SCEQ) R O Allegra-D OfEs: CRE) WsfF3CE
&R DEEMAE 217 5,

28, 17 B P CicER SR Allegra-D OWESMTIR % D2 ANET — 2 Tl 105 4 Tt
BEEGPREINTEY, TRODBRFICBITIAEFLOLIIFEX 2 E Ot A% I UNEH %2 F
YER &3 53X PSE 72 ERBHHRRAEERNI R OB G LV BRI TRISNGE S AEEREEE 2 DN
[Module 5.3.6-1],

5.6 EWILA

- @I | . H & CIZER S 7= Allegra-D fi@lﬁ%ﬁﬁﬁfﬁODﬁ PeF— & Tld, 94 THEWELH
(Abuse) NHESINTEY, ZNHLDBEIZBITHAEFEFLOL LI FEX 2 LD 2% I EH
ZFVEH &9 A3 L PSE 72 & AR BATRREEN B O 5IZ K W ERIRIIC TR S NS LA EFEFRLEEZ XD
U7z [Module 5.3.6-1],

57 BHRERRUORBIER
FEX OBEBUER K O WEE SR B3 B 1 H I35 ST,

— . o A AR EEN M 0 S AR SR, B IS K 0 R ORI 220 . %K
BRALZ I A (XPEEE L, 222 - CHERRIZHE L & DI AR 23 & 9 BIRER IS D 7= 8, 1T 10
HMW@%%W&émfwémmmm2m2a T4 V7 TRAEEITR O ERAITH Y | AR A

A 5D KR E O ATREME IRV S 0 & 5 2 535 [Module 2.5.1.2.3],

58 HBEEEGZKRUEBIREICHT SR ERITEHEEDES

FEX I35 2 HfRofte A& I 38 L UC, A B)EERS K OBEREZr SRS rERhae 1ok 2 20
HAHARDH e 22 I VIR TORL I ERELEFAETH L 2 ERHERENTNDHR)QR)AE) ., =
D7, HEBLIES N ORI E 72 E R EE)N 3 2 R I S TV 7Zey, PSE 1T a A3 RS
EEMESECTH Y  REEER 2632 b OO FEESGEICHET 28 ERZA L TN &b,
T4 VT ITREREICBWTH T L7 T8 & RRRICEEME X0 E 720 0 &l L7z,
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6 THRET—%

6.1 EAHmRERLTEMEFER

T 4 V7 TR EEIIHETL FEXIPSE BLAHICTH » HIRZ LM E ®ix e, £72, ERNTIIERHO
PSE BIKINIFIE L7 7=, BEAGRO T L7 Z8E L PSE OPFHIZBET 2 ZaMEWR b e, 51T,
T V7 TEEE PSE EHELLOFE RS =7 = KU U RO~ A vHAl EOfFHERICONT, T
77 ORGEIRGE % IAAE (BRAEHRERE (FFEEREERD ) LOVNEHEABEHRE G5 12 [BE#
WE) TOTLAF—MaERK (BN 23334, /ML 21314) #Xt%ic, fPHEE LT =7 =R
VRO A RA] (EHEGa— R 2221) | IS T HEFOEHAEMMN T LI VRE L, £
DOFER. BRI DHEH S TWIZBFIIRAT LS CGEAl AT A= T = N > AR
ABH) OHRTH-oT,

6.2 iBHTHRERREMERFER
A kgt el s T s Allegra-D iI2oWCL [l 7 B £ co8Eicy ) 7 g4l T

SR SN DT — 2 OBKI % [Post-Marketing Safety Information on Allegra FDC
(fexofenadine / pseudoephedrine combination) | (225U TEla L 72 [ Module 5.3.6-1 1,

6.2.1 HEHERABEHR

Allegra-D I3 [l £ 7 25 [ ) 7 = cod O (Treatment days) 2347 s
TWd (IMST—XXD) |

6.2.2 EPIFREE

E A P E CICHRE 6286 4125 T 10709 HFOAEFL MG Sh, JRENHEE CThH-
72{97.89% (10483 1:/10709 11:) }& D 5 6 226 N HEE TH o7,

6.2.3 TEMHEDOHME
EEHITHER SN AR EROBERR SRR 22 17T
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=2 - =] AP B ETBESN-BENKIEHNOAESRBEHY (HIZD)

FRERIKRSHE (SOC) g FEEE 7t
MM OV > R E 1 (1) 7 (7) 8 (8)
R 28 (22) 203 (189) 231 (207)
JeRVE, FWRME R OSBRI R E 0 (0) 1 (1) 1 (1)
H % Ok 1 (1) 78 (73) 79 (74)
PN G e i 0 (0) 3 (3) 3 (3)
AR F 7 (5) 140 (118) 147 (123)
El 12 (10) 1263 (998) 1275 (1007)
A By EE N O 5 SRRk RE 9 (8) 4064 (3103) 4073 (3110)
JHREAE S f 4 (4) 3 (2) 7 (6)
G R bEE 14 (13) 92 (90) 106 (102)
JYYE B OVE A i 7 (7) 96 (91) 103 (98)
B, & OWLE S OHE 6 (6) 159 (157) 165 (163)
B R R A 14 (14) 370 (351) 384 (364)
A ORI E 4 (3) 66 (66) 70 (69)
B A S M OV ARk e o 1 (1) 298 (265) 299 (266)
BE, MR OFEMAH O Y (i 3 @) 2 @) 5 (5)
LOR Y —7 %ETe)

PR R P 57 (47) 1113 (931) 1170 (970)
AR, PEMR K OVE E B D4R AR 3 (3) 1 (D 4 (4)
e o 20 (14) 1257 (1077) 1277 (1086)
B ORI P 8 (7) 161 (143) 169 (149)
AEBE R K OV R RR 2 (2) 127 (115) 129 (117)
PR e B 8 K ONHE R P 12 (11) 522 (435) 534 (444)
B & T OVEE T He B 7 (7) 343 (290) 350 (296)
SMVEL R O EHLE 3 (1) 21 (21) 24 (22)
1L A8 P 3 (3) 93 (90) 96 (93)
7t 226 (152) 10483 (6184) 10709 (6286)

MedDRA Ver 14.0 IZ2Ta— Fik

Tl DL RMET — Z BV TRAIZIER L7288 B4 DV CTLL N IZR 7 Module 5.3.6-1 1,

[ e 7]

2311F (207 4) ODMEREES S S, 25O 2.16% (2311410709 ) TH o7, HEEOEN

ST-AEFGT TEE] & THER) ©2FELTHY ., PSE 72 EARRMRAEEIFK O 512 X 0 FERAIZ
Tl ENG LA EELOREMED R ST,
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HEEED S &, [TFH] KON T EARE] 232007 (2014) #4d Siu. 205 d 1.88% (201 14
/10709 14:) Tho7-, EELAEFLITI2004F 14 (TR ) ODATHH-T=, ZD2FEREETe
%< OHEGEEL, BEOEBEECUIFEHAERKIC X 2 Tietkrrmmg Sz,

GINEREE A e
71F (640) OFFIHERFEE S #E S, 20D 0.07% (7110709 1F) TH -7z,
[rehiet R b

1170 (970 4) OMFFRREEESNRE Shv, 245 10.93% (1170 {4/10709 1) Th-o7=, &b
BEEEDE N> T-AEFRLIT TEEFE] & Rt £V O2FELTH -7, PSUR TiE, Hrio [1EHE)
RO TE#HEA CERLTE=F—anTRY, 58 | TRBEREE ) RO TERORE 235
2014 (194) (0.19%. 20f£/10709 1) | TEFERIEZC) 25 1144 (1044)  (0.10%. 11 /10709 4)
WEIN TV, ZNHOFRLEELE < OMCRIEEF L, BEOAOHE, BEEEIIOFHIEIZ LS
FHEMED RIR S T,

[FE08 72 B2 g BSOS D Hm EUE ]

EER GOSN I OV T PSUR Tl #RC AT 4 —T >R« Da vy il . [HhEtEER
BEAERRIE | KON TR REREIEIRIERE ) (SR L CE=F =8N TBY, AT =T R Vg
VOSEGERE) B 1A DOBREE SN T\, ZOEFMOAIHE, BEAE, OPHEK, RERE ORI &
(2BIT 5ot iid e o et K (patient-days) (TG STV D Z L EAEET D
EMD TR 1B TH D EEZ BT, EBBBUEIC SV T, 124 (114)  (0.11%. 12 {4/10709
) OFREFNRHST-BRNTHHIERERE TH -7,

(5 [EE N O G R pTERRE]

W4t Allegra-D $ED PSE 2 alie U v 7 ARGy () 3a ) (CBET 5 341754 | 1846 {4 (1824
£) HEINTWE, 2T v 7 A BERMRRICIIREMED 729, PSE 3HICEH STV B
L LT ARSI EOBREENMERICHRE SN GE R H LD TH D, WE SN FRIT
TRNCHEETH-T2, £, THERKAN) 231492 1F (140544) WME SN TRV, L ITAEESL
BRI VR ERA LR o722 I DD TH -7,

EWNT 14 L7 FEEFECHOWT HISNUF L FRRDO T v 7 AR 20T L TR | REROFERNE
EOHREMER DL, TEMA LEOET] OET [FEERIS, AR % ORGERIRE S D
EWBDDH, | LOEEWREZIT,

Uk JED P P ETIORE 6286 415 T 10709 HEOH EFGNME S, 1ZTEALOH
EREGIIIEFEE (97.89%., 10483/10709 1) Th 7=, I bHEMENZ o = HG0T [HAIFRH
Toh Y, Wt Allegra-D @ PSE Z@ieV v 7 AR ISAEEIED 728 PSE 3+ H STV 51
L BT, BRI % OBSEN IR SN DG ENRNH 5 Z Ik b, MITHREHEN ST
FHX TEGh R . TRIR) . TeEE) . NEEED V) KO THEL) Tholo, WTIhoHEG:
H L IIEEETHY . FEX LO'PSE OFHIZ L W EFERICTHISNE 2B EFRLEEZ 2 ONT-,
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7 REUFHEOFT LD

AARNDOZEHIMET LA —MRREE (12l E) 2502380 L7z, FEX60mg/PSE60mg X%
FEX60mg/PSE120mg % 1 H 2[E] 2 A& G- L= & & DL EMIZHONTT L7 7 60mg fE& %I & L
TR L2 [E NS T/IAERRER (EFC11243 35R) iz LLFICE L iz,

o JHEMEHIOD TEAE 1. FEX60 FED 44 (2.3%) . FEX60/PSEGO D 10 44 (5.8%) & U FEX60/PSE120
BED 84 (4.6%) IZRDHBNT-, ZDH L FEX60#E 14 (0.6%) . FEX60/PSE60 £ 144 (0.6%)
KON FEXGO/PSE120 #f 4 4 (2.3%) 23EIVEA & Il S 47,

o I HIEBIMEENE Do T-IREM O TEAE 13 [EIFHFES | ThHY . FEX60 Ei@ 14 (0.6%) .
FEX60/PSEGO £ D 4 % (2.3%) M TNFEXG0/PSE120 EE D 24 (1.1%) T3 sz bivle, IWNT,
[BEJ | 75 FEXB0 BED 244 (1.2%) . FEXGB0/PSE120 BED 244 (1.1%) I2ER& Hivi,

o LRI EOE NS TZRRBRNEE TERWTEAEIXIEH ) TH Y \FEX60H#ED 14 (0.6%)
L ONFEXG0/PSE120 BED 2 44 (1.1%) (ZERD Hivi-, EIEERI T, & O TEAE 2
FEX60/PSE60 #f: & Y FEX60/PSEL20 FEDZ 4L L7 DIz 3B LD T8 | 388 Hit
7203, EOMO TEAE IZT X TRECTh -7, £72. TXTO TEAE [ZRIE R S iz,

o  HIE7: TEAE M OBETIZE D TEAE OIEBUIFRD LV o T2, IRBRIEER G- F (LI E 5 TEAE
73 FEX60/PSEGO #£D 11 (0.6%) (2 [ENAEAEZS ] A3, F7= FEX60/PSE120 BEClx [&NHEEZE |
@A) KO Tegttfs)  @p) 2826 (1.1%) 2@ iz, 2095, FEX60/PSEL20
BED L AAITRBL LT T2 22 | IIEIWER &Il &, EE A EFEFRICEY T 5 & LA,
FREITBRECTHY , Bif% 12 HCRIE LT,

o FRRBRAEM M ONA Z YA NS, BRIRACEE R GITRED b Rin-o T,

o IZHHENEN/MFHRE (EFC11243 3 Bk) M OM b Laibiix. hE cicfdons
T V7T BEDENERRRERIZ T DL AMEMRE & KE SRR D SO TIEZ20 > 7= ([Module 1.13
WIE] R GERFEEMBEEE N R-211) K OV i J A K IE CTD 25 ) % 2.7.4-12])

B, WIMIEBWTT Z 7 Y ER:EHET LV —ERREE (1250 ) 2%f41Z, FEX 60 mg i
PSE 120 mg HAIZx%4 % FEX/PSE Bl A7 (FEX 60 mg/PSE 120 mg) D22 O 2 it L 7=
HIFHERER (PIPRO035 iABR) Ti, RBIMHENE -7 TEAE TH D THHR] KO RIRIE] DO3HL
BEPE L. FEX60 BEIZ H 2T PSE120 F¥ M O FEX60/PSE120 FE TRoR01E W MBI 3388 B 7= 8 DM
ML < (2135H) | 2D DOFERIXPSE 2 5 T QB RREE 3 OB 51T L 0 BRI T3l & fs
LHEEFRZLEZ NI,

PLEX V. FEX60#E, FEX60/PSE6GO FE, MK N FEX60/PSE120 BEDO W DGR TH AAMEIT B AT

TdH o7z, FEXIPSEEAFAID 1 H AR E LTFEX 120 mg/PSE 240 mg (FEX 30 mg / PSE 60 mg A&
e 1028, 1 H 2[) @RS D52 LIC2eM EOMEIT VW EEZ BT,
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8

S Xk

7 L 77 &E 30mg, 60mg, OD $& 60mg i3 ) 7 ¢« TR T o AR, FAK:2010 4F 12
A [E¥E 5 5.4-24]

VL B, AL, P22, A dhd 1, PHEERS, IR M SRR 7 = Y 7 = ) U v Ok E
EHREREIZ T 9 RS 28, iR FKEE. 2000 Sep;31(5):649-58. [E £ & 5.4-15]

A, BN — 2. Pt A X I VHROBRIFZEN B 52 D HLZRRO FARSEEER. 7 1
JL—%F} 2002 May;13 (5):434-42. [& £ 5 5.4-9]

Weiler JM, Bloomfield JR, Woodworth GG, Grant AR, Layton TA, Brown TL, el al: Effects of fexofenadine,

diphenhydramine, and alcohol on driving performance. A randomized, placebo-controlled trial in the lowa
driving simulator. Ann Intern Med. 2000 Mar;132(5):354-63. [& £}% = 5.4-16]
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9  fiEk

%% 23 - CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES -For Studies in
healthy subjects only -(From QSD-002296 — Version 2.0

issued on .

- based on Content from PCSA List

CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES

for phase 2/3 studies (oncology excepted)
(From QSD-002295 — Version 3.0 —14-SEP-2009 based on content from PCSA List issued on 27-JAN-2009)

Parameter

PCSA

Comments

Clinical Chemistry

ALT By distribution analysis : Enzymes activities must be expressed in
>3 ULN ULN, not in IU/L.
Concept paper on DILI — FDA draft
>5 ULN Guidance Oct 2007.
>10ULN Internal DILI WG Oct 2008,
>20 ULN . .
Categories are cumulative.
First row is mandatory. Rows following
one mentioning zero can be deleted.
AST By distribution analysis : Enzymes activities must be expressed in
>3 ULN ULN, not in IU/L.
Concept paper on DILI — FDA draft
>5 ULN Guidance Oct 2007.
>10 ULN Internal DILI WG Oct 2008.
>20 ULN Categories are cumulative.
First row is mandatory. Rows following
one mentioning zero can be deleted.
Alkaline >1.5 ULN Enzymes activities must be expressed in
Phosphatase ULN, not in IU/L.
Concept paper on DILI — FDA draft
Guidance Oct 2007.
Internal DILI WG Oct 2008.
Total Bilirubin ~ >1.5 ULN Must be expressed in ULN, not in pumol/L
>2 ULN or mg/L. Categories are cumulative.
Concept paper on DILI — FDA draft
Guidance Oct 2007.
Internal DILI WG Oct 2008.
Conjugated >35% Total Bilirubin and TBILI>1.5 ULN Conjugated bilirubin dosed on a
Bilirubin case-by-case basis.
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for phase 2/3 studies (oncology excepted)

(From QsD-002295 — Version 3.0 | JJJJj ] based on content from PCSA List issued on ||| Il )

Parameter

PCSA

Comments

ALT and Total

ALT>3 ULN and TBILI>2 ULN

Concept paper on DILI — FDA draft

Bilirubin Guidance Oct 2007.
Internal DILI WG Oct 2008.
To be counted within a same treatment
phase, whatever the interval between
measurement.
CPK >3 ULN FDA Feb 2005.
>10 ULN Am J Cardiol April 2006.
Categories are cumulative.
First row is mandatory. Rows following
one mentioning zero can be deleted.
Creatinine 2150 pmol/L (Adults) Benichou C., 1994.
230% change from baseline
2100% change from baseline
Creatinine <30 ml/min (severe renal impairment) Use is optional.
Clearance : o
230 - <50 ml/min (moderate renal FDA criteria May 1998.
(Cokcroft's impairment)
formula) 250 - <80 ml/min (mild renal impairment)
Uric Acid HatErison— Principles of internal Medicine
Hyperuricemia >408 pumol/L 177 Ed., 2008.
Hypouricemia <120 pmol/L
Blood Urea =217 mmol/L
Nitrogen
Chloride <80 mmol/L
>115 mmol/L
Sodium <129 mmol/L
2160 mmol/L
Potassium <3 mmol/L FDA Feb 2005.
5.5 mmol/L
Total >7.74 mmol/L Threshold for therapeutic intervention.
Cholesterol
Triglycerides =>4.6 mmol/L Threshold for therapeutic intervention.
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CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES

for phase 2/3 studies (oncology excepted)

(From QsD-002295 — Version 3.0 | JJJJj ] based on content from PCSA List issued on ||| Il )

Parameter PCSA Comments
Lipasemia >3 ULN

Amylasemia >3 ULN

Glucose

Hypoglycaemia

Hyperglycaemia

<3.9 mmol/L and <LLN

ADA May 2005.

>11.1 mmol/L (unfasted); 27 mmol/L (fasted) ADA Jan 2008.

HbAlc >8%
Albumin <25g/L
CRP >2 ULN or >10 mg/L (if ULN not provided) = FDA Sept 2005.
Hematology
WBC <3.0 Giga/L (Non-Black); <2.0 Giga/L Increase in WBC: not relevant.
(Black) To be interpreted only if no differential
216.0 Giga/L count available.
Lymphocytes  >4.0 Giga/L
Neutrophils <1.5 Giga/L (Non-Black);<1.0 Giga/L (Black) International Consensus meeting on
drug-induced blood cytopenias, 1991.
FDA criteria.
Monocytes >0.7 Giga/L
Basophils >0.1 Giga/L
Eosinophils >0.5 Giga/L or >ULN (if ULN=0.5 Giga/L)  Harrison- Principles of internal Medicine
17" Ed., 2008.
Hemoglobin <115 g/L (Male); <95 g/L (Female) Criteria based upon decrease from
2185 g/L (Male); 2165 g/L (Female) Zi‘iilﬂli 3L?ur2°§rf§'re!§t';2fﬁe”sk?§fed >
decrease from baseline can be used
Decrease from Baseline 220 g/L (230 glL, 240 gL, 250 g/L).
Hematocrit <0.37 viv (Male) ; <0.32 v/v (Female)
20.55 v/v (Male) ; 20.5 v/v (Female)
RBC 26 Tera/L Unless specifically required for particular

drug development, the analysis is
redundant with that of Hb.

Otherwise, consider FDA criteria.
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CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES

for phase 2/3 studies (oncology excepted)

(From QsD-002295 — Version 3.0 | JJJJj ] based on content from PCSA List issued on ||| Il )

Parameter PCSA Comments
Platelets <100 Giga/L International Consensus meeting on
>700 Gigall drug-induced blood cytopenias, 1991.
Urinalysis
pH <4.6
=8
Vital signs
HR <50 bpm and decrease from baseline 220 To be applied for all positions (including
bpm missing) except STANDING.
2120 bpm and increase from baseline=20
bpm
SBP <95 mmHg and decrease from baseline To be applied for all positions (including
=20 mmHg missing) except STANDING.
2160 mmHg and increase from baseline =20
mmHg
DBP <45 mmHg and decrease from baseline 210 To be applied for all positions (including
mmHg missing) except STANDING.
2110 mmHg and increase from baseline 210
mmHg
Orthostatic
Hypotension
Orthostatic SDB <-20 mmHg
Orthostatic DBP <-10 mmHg
Weight >5% increase from baseline FDA Feb 2007.
>5% decrease from baseline
ECG Ref.: CPMP 1997 guideline.
HR <50 bpm and decrease from baseline 220
bpm
2120 bpm and increase from baseline 220
bpm
PR >220 ms and increase from baseline 220 ms
QRS 2120 ms
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CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES

for phase 2/3 studies (oncology excepted)

(From QsD-002295 — Version 3.0 | JJJJj ] based on content from PCSA List issued on ||| Il )

Parameter PCSA Comments
QTc Absolute values (ms) To be applied to any kind of QT correction
Borderline Borderline: 431-450 ms (Male); 451-470 ms formula.
Prolonged* (Female)
Additional (P;(e)mglg;e}e)d. >450 ms (Male); >470 ms
2500 ms

*QTc prolonged and AQTc>60 ms are the
PCSA to be identified in individual

Increase from baseline subjects/patients listings.

Borderline: Increase from baseline 30-60 ms

Prolonged: Increase from baseline >60 ms
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& 24 - EEEROBRYO TEAE RESEE (PT RUEEYT % SOC) - RE&MBITHRER (EFC11243 HER)

Display of adverse events

Number (%) of patients with TEAE(s) for IP of treatment period by Primary SOC and PT by maximal intensity

Safety population

FEX60 FEX60,/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
REFES & VHFERIE
(Infections and infestations)
SIREE %
(Nasopharyngitis) 1 (0.6%) 0 0 3 (1.7% 1 (0.6%) 0 1 (0.6%) 1 (0. 6%) 0
AN
(Influenza) 0 0 0 0 0 0 0 1 (0.6%) 0
B
(Gastroenteritis) 0 0 0 0 1 (0. 6% 0 0 0 0
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3 24 - BIEERIOIGER O TEAE REAEE (PT L OB 5 SOC) - MMt xf44EM (EFC11243 3A%k) (Continued)

Display of adverse events
Number (%) of patients with TEAE(s) for IP of treatment period by Primary SOC and PT by maximal intensity
Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
HIEREE
(Nervous system disorders)
FIEPES
(Headache) 2 (1.2%) 0 0 0 0 0 1 (0. 6%) 1 (0. 6%) 0
RIEE
(Eye disorders)
RAFEE ERAR R
(Glaucomatocyclitic crises) 0 0 0 0 1 (0. 6%) 0 0 0 0
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2.7.4 BRRMZ SN
T4 LT SEBRESRE-

7% 24 - FIEERIOIRIFEH O TEAE BESEE (PT X OBHHE§ 5 SOC) - ZeMEMNTxI 54 (EFC11243 #lk) (Continued)

Display of adverse events

Number (%) of patients with TEAE(s) for IP of treatment period by Primary SOC and PT by maximal intensity
Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe

FFIRES. MWERE &K UHthRiES
(Respiratory, thoracic and mediastinal
disorders)

SHm
(Epistaxis) 0 0 0 0 0
m TS
(Oropharyngeal pain) 0 0 0 1 (0.6% 0 0 0 0 0
EREDRAE
(Upper respiratory tract

inflammation) 1 (0.6% 0 0 0 0 0 0 0 0

o

1 (0. 6%

o
o

BEGEE
(Gastrointestinal disorders)

Ef
(Constipation) 0 0 0 1 (0. 6%) 0 0 0 0 0
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2.7.4 BRRMZ SN
T4 LT SEBRESRE-

7% 24 - FIEERIOIRIFEH O TEAE BESEE (PT X OBHHE§ 5 SOC) - ZeMEMNTxI 54 (EFC11243 #lk) (Continued)

Display of adverse events

Number (%) of patients with TEAE(s) for IP of treatment period by Primary SOC and PT by maximal intensity
Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
KEH L UETHEES
(Skin and subcutaneous tissue
disorders)
254 EE
(Rash generalised) 0 0 0 0 0 0 1 (0. 6% 0 0
%2
(Rash) 0 0 0 0 1 (0. 6% 0 0 0 0
—f% - 2HEEL S VR SEELOKEE
(General disorders and administration
site conditions)
BH
(Fatigue) 0 0 0 0 0 0 1 (0.6% 0 0
(mp=!
(Thirst) 0 0 0 0 0 0 1 (0.6% 0 0
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2.7.4 BRRMZ SN
T4 LT SEBRESRE-

7% 24 - EIEE ROV O TEAE B (PT K OBHE T 5 SOC) - eV« 54EH (EFC11243 38#%) (Continued)

Display of adverse events
Number (%) of patients with TEAE(s) for IP of treatment period by Primary SOC and PT by maximal intensity
Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
BE. PESLVLESGHE
(Injury, poisoning and procedural
complications)

BROBERS

(Accidental overdose) 0 0 0 1 (0.6%) 0 0 0 0 0
TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
MEDDRA 14.0

n (% = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order and PT sorted by decreasing frequency according to al | TEAE summary (table ae_socpt_s_t_i. rtf)

In case of several occurrences for the same PT (respectively SOC), the maximal intensity is used
PGM=PRODOPS¥MO16455¥EFC11243¥CSR¥REPORT¥PGM¥ae_socpt_intensity_s_t_je. sas OUT=REPORTY¥OUTPUT¥ae_socpt_intensity_s_t_je_i. rtf (N - 17:55)
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2.7.4 BRRMZ SN
T4 LISEBRER-

R25-EFEERNDABEADABRELNDERBREEETELVTEAE DREBHE (PTRUVEEY 5 SOC) - TEMMBITIREM (EFC11243 &ER

Display of adverse events

Number (%) of patients with adverse drug reaction(s) for IP of treatment period by Primary SOC and PT by maximal intensity

Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Primary System Organ Class

Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
HREREE
(Nervous system disorders)

GIEPF

(Headache) 1 (0. 6%) 0 0 0 0 0 1 (0. 6%) 1 (0. 6%) 0
REH L UVETHEES
(Skin and subcutaneous tissue
disorders)

£ BMHED

(Rash general ised) 0 0 0 0 0 0 1 (0. 6%) 0 0

kit

(Rash) 0 0 0 0 1 (0. 6%) 0 0 0 0
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2.7.4 BRIRHIR &M
T4 LY SEREEE - Property of the Sanofi group - strictly confidential

% 25 - FIE LRI OIR TR OTRERIE & ORIRBIR 2 4 7E T & 22\ TEAE OFEBUEE (PT K OBE$ 2% SOC) - &Mt G4EMH (EFC11243 3 (Continued)

Display of adverse events
Number (%) of patients with adverse drug reaction(s) for IP of treatment period by Primary SOC and PT by maximal intensity
Safety population

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Primary System Organ Class
Preferred Term n(%) Mild Moderate Severe Mild Moderate Severe Mild Moderate Severe
—fig - 25EELS L VRGP OKEE
(General disorders and administration
site conditions)

%)
(Fatigue) 0 0 0 0 0 0 1 (0. 6%) 0 0
(mp:=
(Thirst) 0 0 0 0 0 0 1 (0.6% 0 0
TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
MEDDRA 14.0

n (% = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC international |y agreed order and PT sorted by decreasing frequency according to al | TEAE summary (table ae_socpt_s_t_i.rtf)

In case of several occurrences for the same PT (respectively SOC), the maximal intensity is used
PGM=PRODOPS¥MO16455¥EFC11243¥CSR¥REPORT¥PGM¥ae_socpt_intensity_adr_s_t_je.sas OUT=REPORT¥OUTPUT¥ae_socpt_intensity_adr_s_t_je_i.rtf (NN - 17:54
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