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B BB A T RE 14 (0.5%) 11 (0.4%)
o 0 1 (<0.1%)
IMP: i5BR3E
WE  A-b T VEREACETORENBE LCHELE,
oooao
0000000000000 D00O000D000000
0000000000000 D0D0O0D0O0D0O0D0DO0DO0DO0OO0Oan
oooao
0000000000000 000DO0D0DO0DO0DO0OO0DO0O0DO0DO0ODODOoDOoODOoOoGOan
0000000000000 000D00D0D0O0D00D00O0O0O0D0O0D0DO0DODOoODGOan
000000 0DOoooDOooDOoooo?ooOoo0an
oooao
000

K2 -AOBITFHRIFBEBLICRZ V- FTERESN—RA T4 BT 5 BF0ORM—

e A LB
7R A 2t
(N=3034) (N=3034) (N=6068)
£ (3)
NE 3034 3034 6068
47 (SD) 60.6 (9.6) 59.9 (9.7) 60.3 (9.7)
o il 61.0 60.0 60.0
BME ;B 30: 89 30: 93 30 : 93
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(34) JP 2018-513846 A 2018.5.
00000
T K Y ¥k F R s
(N=3034) (N=3034) (N=6068)

FEiEE ) [n (%)

N 3034 3034 6068

50 BEAR T 377 (12.4%) 464 (15.3%) 841 (13.9%)

S0 R0 . 65 mAcHE 1617 (53.3%) 1567 (51.6%) 3184 (52.5%)

65 MLl E. 75 A 792 (26.1%) 805 (26.5%) 1597 (26.3%)

75 80k 248 (8.2%) 198 (6.5%) 446 (7.4%)
5 [n (%))

N 3034 3034 6068

B 2096 (69.1%) 2111 (69.6%) 4207 (69.3%)

ik 938 (30.9%) 923 (30.4%) 1861 (30.7%)
A#E [n(%)]

N 3034 3034 6068

PN 2318 (76.4%) 2258 (74.4%) 4576 (75.4%)

BA 103 (3.4%) 118 (3.9%) 221 (3.6%)

TOTKNSHEN 367 (12.1%) 404 (13.3%) 771 (12.7%)

Dl 246 (8.1%) 254 (8.4%) 500 (8.2%)
g [n(%)]

AE 3034 3034 6068

bR S 903 (29.8%) 865 (28.5%) 1768 (29.1%)

Pt P 2131 (70.2%) 2169 (71.5%) 4300 (70.9%)
=R T A L OEE (ke)

N 3032 3033 6065

FH (SD) 85.06 (19.64) 84.64 (19.21) 84.85 (19.43)

o e fi 82.40 82.40 82.40

N 38.0:198.2 40.2:232.0 38.0:232.0
A=A F A > OBMI (kg/m?)

A 3032 3033 6065

Tty (SD) 30.20 (5.79) 30.12 (5.60) 30.16 (5.69)

o e fiE 29.29 29.40 29.35

EME Bl 16.9 : 59.3 17.1:68.9 16.9 : 68.9
AT A OBMIL AT = U — (kg/m?) [n (%)]

A 3032 3033 6065

30 Ak 1681 (55.4%) 1649 (54.4%) 3330 (54.9%)

30 BLE 1351 (44.6%) 1384 (45.6%) 2735 (45.1%)

O0Ooo0oooaoo
O0Oo0Oo0ooao
O0Ooo0oooaoo
OO0Oo0oo0ooao
O0Ooo0oooao

SD: EEHEfR . BML HE#STEHL

O

gogoboobooooobboooouobboooobod
ooo0ObODO0OO0O0DO0O0ooooooObObO0oooooan
gogooboooooobbogoobobooobobo
gooboooooobboooobboooobod
oooObODO0OO0O0DO0ooooooooObOoooooan

gogobobobooooboogdd
ooooObODbOO0ooooooao
gooboogooboboogoaod
gooboooooboogdao
oooobDoOO0ooooooboao

31

10

20

30

40

50



(35) JP 2018-513846 A 2018.5.31
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I -AI V= TERIEA—RT A B 5 EBORE  WIRFEORE (EBIEAER)

75 K V¥ T F R 3t
(N=3034) (N=3034) (N=6068)
R ORFME ()
NE 3034 3031 6065 10
T (SD) 9.38 (8.32) 9.20 (8.19) 9.29 (8.25)
o g fi 7.36 7.40 7.38
/Ml R 0.0:54.7 0.0:50.0 0.0 :54.7
BRFORFHM (E)
AN 3034 3031 6065
10 #E i 1789 (59.0%) 1828 (60.3%) 3617 (59.6%)
10 44 1245 (41.0%) 1203 (39.7%) 2448 (40.4%)
BRI R IR DR (2)
NE 3034 3031 6065 20
T (SD) 51.29(10.72) 5076 (10.73)  51.02 (10.73)
o g fi 51.00 51.00 51.00
Be/ME - BAlE 13.0: 87.0 17.0:91.0 13.0:91.0
=25 4 0 HbAlc (%)
AN 3033 3034 6067
T (SD) 7.64 (1.28) 7.72(1.32) 7.68 (1.30)
o e fi 71.50 7.50 7.50
/Ml Bkl 50:11.5 49:133 49:133
30
LR F A @ FPG (mmol/L)
N 2947 2954 5901
45 (SD) 8.20 (2.91) 8.27 (2.82) 8.23 (2.86)
o fif 7.50 7.60 7.60
BeME AT 2.3:28.1 2.5:25.1 2.3:28.1
~3—2 % 4 2 ® FPG (mg/dL)
AN 2947 2954 5901
F# (SD) 147.79 (52.34)  148.89 (50.86)  148.34 (51.60)
o - fif 135.11 136.91 136.91
BN Bl 414:5062  45.0:4522 4145062 40
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00000
75 R DX FF R &t
(N=3034) (N=3034) (N=6068)
R ARG A RAT T IS 7 LT F =B (mglg) [n (%)
AE 2994 2984 5978
30 mg/g KM (EH 7 A7 L 2RI 2191 (732%) 2250 (75.4%) 4441 (74.3%)
30mg/g LA k. 300 mg/g ki (3 7 w7 A7 3 IRIE) 596 (19.9%) 552 (18.5%) 1148 (19.2%)
300 mg/g DL (BT -7 2 2 REE) 207 (6.9%) 182 (6.1%) 389 (6.5%)
MR AT A O LK SR (eGFR), n (%)
A 3026 3029 6055
15mL/%3 /1,73 m® B4 _E 30mL/ %3 /1.73 mese i (B B R E) 4 (0.1%) 4 (0.1%) 8(0.1%)

30mL/4y /1,73 m? B4 k. 60mL/ % /1.73 m* R W (h S EEBBEE) 744 (24.6%) 655 (21.6%) 1399 (23.1%)
60mL/4¥/1.73 m’BA k=, 90mL/ 53 /1.73 mP ik (B B RES) 1603 (53.0%) 1632 (53.9%) 3235 (53.4%)
90 mL/% /1.73m? BLE (E#) 675(22.3%) 738 (244%) 1413 (23.3%)

SD:HEERHE, HbAlc : ¥Uavif~®Xol i Alce, FPG:fasting plasma glucose
(ZERERFIME 7L 01— 2) , e GFR : FERXESEE, BFOMBI L7 FoRE. AH, 6. BLTHN*420FH
ELTHW. Moditftication of Diet in Renal Disease (MDRD) HickvvEHTS:
GFR (mL/%/1. 7T3m=2) =176 xMiFXL7F/EBE (mg,/ dL) -1.154xFiF (F8) -0-203x1. 212
[EAOHEE] x0. 742 [ZHOEE]

ODoooo
0000000000000 00D0D0DO0O0O0OD0O0O00DDDO0OO0DD0DO0DO0O0DODOaO
0000000000000 000D00000D00000D000000O0000O0O0an
0000000000000 000D00000D0O00000O000000000000
0000000000000 00OD0D0DO0O0D0OD00DO0OO0DDDO0O0D0DDO0DO0O0DODOO
0000000000000 000D0000O0D00000D000000O00O0O0O0Oan
0000000000000 000D00000D0O0000D0O00000O0000O0Oan
0000000000000 000DO000O0D0O0O00D0DO0O000DD0DO0O0O0ODoOaO
0000000000 O0D
Oo0Doooo
00000
4 - AT A BT LEABORE - BEE R AT A4 S B JRRE B
(qualifying ACS) OB EELLEH
75 wE e 7t
(N=3034) (N=3034) (N=6068)
qualifying AC§ b R 7V —= 7 roEoE (8)
N 3031 3033 6064
5 (SD) 64.11(43.81) 63.77 (43.35)  63.94 (43.58)
o fiE 52.00 52.00 52.00
B/ME : BeXE 3.0:220.0 3.0:251.0 3.0:251.0
qualifying ACS & Ak 2 ORIOHIM (B)
A 3031 3033 6064
¥¥ (SD) 72.19(43.85)  71.83(43.37) 72.01 (43.61)
Al 60.00 60.00 60.00
B/ME : BAE 10.0 :227.0 9.0:261.0 9.0:261.0
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(37) JP 2018-513846 A 2018.5.31
oodoano
7 I e R U FFF i
(IN=3034) {N=3034) (N=6068)
EEf 7 = U —@l o, qualifying ACS & BAEAL & @
o HIR [n (%))
ANE 3031 3033 6064
30 A & 399 (132%) 397 (13.1%) 796 (13.1%)
30 BELE, 60HHKH 1099 (36.3%) 1086 (35.8%) 2185 (36.0%)
60 AELE. 90 BRAE 675 (22.3%) 722 (23.8%) 1397 (23.0%)
S0RELE 858 (28.3%) 828 (27.3%) 1636 (27.8%)
Qualifying ACS [n (%)]
N# 3032 3033 6065
STH 4y ERELHEE 1317 (43.4%) 1349 (44.5%) 2666 (44.0%)
FESTH 4y ERBLHEE 1183 (39.0%) 1165 (38.4%) 2348 (38.7%)
FEERE LS 528 (17.4%) 514 (16.9%) 1042 (17.2%)
+H 4 {0.1%) 5(0.2%) 9(0.1%)
Qualifying ACS: == — 3 — 7 L2 (NYHA) 2
[0 (%)}
N# 2936 2948 5884
I 1754 (59.7%) 1816 (61.6%) 3570 (60.7%)
I 962 (32.8%) 940(31.9%) 1902 (32.3%)
OrI 190 (6.5%) 166 (5.6%) 356 (6.1%)
v 30 (1.0%) 26 (0.9%) 56 (1.0%)
Qualifying ACS: Canadian Classification {z ;-3 %
B OROE O EIEE [n (%))
AN 3020 3015 6035
I 610(20.2%)  611(20.3%) 1221 (20.2%)
I 488 (16.2%) 466 (15.5%) 954 (15.8%)
I 212 (7.0%) 234 (7.8%) 446 (7.4%)
v 122 (4.0%) 145 (4.8%) 267 (4.4%)
NA 1588 (52.6%) 1559(51.7%) 3147(52.1%)
qualifying ACS (=5 U #5205 BhAR i 17 7 & f7 %
Z - 8E [n (%)]
AN 3032 3033 60635
[ 1865 (61.5%) 1875(01.8%) 3740 (61.7%)
Y4 1167 (38.5%) 1158 (38.2%) 2325 (38.3%)
SD: E# (g ACS: aMEHRERE. CABG: MR 1 A ALER. ML oHEE
ogodooao
goooboooooooobao
0000000000000 000o0o0o0opw0O0000D0D0D0O0D00DD0ODO0OO0O0Op OO0
oodoboooooooooobobooobobooo0 oD oDooo oD boDobooooooodd
gooboboogoopobbbdbp b0 boooDbobobooodg
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(38) JP 2018-513846 A 2018.5.31

00000
#5 - _HEREBFEHNBRTRORKARNOREOAE (%) —LEEEH
75 R UFuFFE

B (N=3032) (N=3031)

5ug 0 5(0.2%)

10 pg 86 (2.8%) 312 (10.3%)

1Spg 18 (0,6%) 122 (4.0%)

20 ug 2026 (96.5%) 2591 (85.5%)

30pg 1 (<0.1%) 0 10
40 pg 1 (<0.1%) 1 (<0.1%)

HEe=Uxv¥rF FoleE-lRACEHOT 7R
B#H kTR, BRI SNERECBRESNEEAOAEESBE LCAWCEELE,

Dooo00oo
000000000000 00O0O0O00O0O0O00OO0O0O0O0OO0ODONDOODONOOoODOoOoGooaO
000000000000 00O00000O000O0O0000O0000O0O0O0OO0O0O0OoGoaO
000000000000 0000000000000000000000000000
000000000000 000D0O00O0O0O00O0O0O0O0OO
ODoo0oo 20
Doooo
F6 ERE~OIER oM ER
7 G Y ¥ FF R
(N=3032) (N=3031)
RBRE~ORRBBEHE (B - F) 5888.7 5690.2
TR s SR (H)
A& 3007 3005
4 (SD) 715.3 (330.7) 691.6 (348.1) 30
o 698.0 673.0
FoME - 1:1548 1:1572
B 5 Y B OTEEBRIEE S [0(%)]
el 25 (0.8%) 26 (0.9%)
26 ¥ A 255 (8.4%) 348 (11.5%)
26 WL F, 52 [ A 156 (5.1%) 163 (5.4%)
52 WA |- 78 38 Rl A 498 (16.4%) 484 (16.0%)
78 VR LA L, 104 ¥ i 680 (22.4%) 643 (21.2%)
104 ¥R LA E, 130 8 R A 561 (18.5%) 545 (18.0%)
130 MPHELE . 156 38 il A 436 (14.4%) 406 (13.4%) 40
156 AL k. 182 R i 261 (8.6%) 255 (8.4%)
182 @I BA -, 208 ¥ Rl A 149 (4.9%) 143 (4.7%)
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00000
7 G E Y ¥ fF R

(N=3032) (N=3031)

208 @R LA E 11 (0.4%) 18 (0.6%)

1= U RO BRETEREL S [n (8]

26 ML - 2752 (90.8%) 2657 (87.7%)
52 WLk 2596 (85.6%) 2494 (82.3%)
78 AL E 2098 (69.2%) 2010 (66.3%)
104 38 [ 54 |- 1418 (46.8%) 1367 (45.1%)
130 @B 857 (28.3%) 822 (27.1%)
156 AR LA 421 (13.9%) 416 (13.7%)

182 @RI E 160 (5.3%) 161 (5.3%)

208 AFHLL 11 (0.4%) 18 (0.6%)

SD:BER=E. IMP : EEE. fE  AFREESVFTFICLIERCFIBERCE T L3RI S,
BBRERERIM=- (CEEREREORRESH ——EaRBREOFEESH) + 1 H.
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F7T—FELMLERZ Y FRA » FOBEY OO ERFET, FERFEHELHEE,
RS, FREAAREERLECLAAROEEST . FRA » M BRI
HETHETOHM) — 1 TTHEH

O
O

O 0o oo

O 0o oo

(N=3034) (N=3034) (95% CI® p fif
D F FRIET . IER LT E,
FEHEFEHEMMZE D, FEI IR T IOAE 1.017
LS ABEDEE T FHRA 2 b * (0.886, 1.168) 0.8542
HHREREH (B) 399 (132%) 406 (13.4%) - .
BHOBBEEE" 63282 6356.8 - -
1008 - FEY4-)OREEFARD 6.31 6.39 - -
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(40) JP 2018-513846 A 2018.5.31

goooano

TIER  URLETFE PR nrIUrRE

(N=3034) (N=3034) (95% CI)* p &
HET Y FRA v FOBEAOESR
DRI
£ R IR 93 (3.1%) 88 (2.9%) - -
FEB A A 247 (8.1%) 255 (8.4%) - -
FEEFEMH TR 49 (1.6%) 54 (1.8%) - -
FEEEOLIET L DAL 10 (0.3%) 9(0.3%) - -

¥ CACKRIDVEMHLHEIREEZZEDLEEZHIE,

CV ::n%EFFR. MT : OHEE. CT : (SHEKH.,

s EMEAZMFTRILBUOEZORROEC, FTERESELRH Lo B WTIIHEEPIE R
(HBETH) FToHfeE LTEHELE,

b HSELREBHLFBREORIFEROBRBEEETEHD, 1002 EEHELUTHELE,

o I TTHEHICESE, 5 (Vv rF F, 774 | BLUHig Ak, ek, @k,
BB, 77UHA/%E, BEUG7V7 /KEHE FHERE LI-Co x BT FEFTAERVTHE
Shi-, VoI FFE7FEREEBLEEEOAF—FHE, BEETLIWMA5%CI,

B HCHEEOFSEARRLEBESE., LOERET, JERFELHEE, JERFFHEME D, RLEFEL
FEZ LB ABROIERFCE->TERED T IV —IZE LT,

ooocooao
goooooooboogoobooobbobooobobooobbooobbooooboao
goooboooooobooooboooobobboooobbooooobobooooboooooan
ooocooboOoOOooooooan
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gooboooooboboooobbooddo

ooocooao
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#F8 —FTERAELONFEZRFSE (MACE) Offr (LOEREL., FEEMALHEE,
FEAHBFEREROEEST Y FRA > FEZACERTAETCOHM) — ITTEH

77k UxovdFF PR nr5 rRE

(N=3034) (N=3034) (95% CI)® p A
RIS, FEBPERE LR 1.02
FE R P OES (0.887, 1.172) 0.8234
T RHA 2 b
T aE (%) 392 (12.9%) 400 (13.2%) - -
BEHOBBREER" 6340.2 6368.7 - -
10 0HEHF - EY~h OREHERL 6.18 6.28 - -

CV . LmEHR. MI : LEHEFEE, CI1 : FEER,

¥ CACKIVEHrHEINEFROLEGZHE,

a EAELBTTELEENOFEORBAEC, FLENFEHERER L EBEFTOWTHARDIE
H (RS TH) oML LTEHELE,
POESAFRELEAFORFEROBRBESRETHY, L0 0ENTEH L LTEHELE,

o I TTHEHICESE, 58 (VU FF F, 778 . B (dek, DEEk. TR,
HER, 77 UA /D, BLUOT Y7 RKEE ERERELECo x HAINF-FEFTAEHNWT
HEESAE, VFS T FFE277 8RB LIEEEOAF—FH L, BEETIWAIO 5%C I,
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FO—FHIRNESLIERT Y FREA > OB — 1 TTEH

D VERBET, FRBSEHE L IS, IRBFEE:
D, R ERLAET LD AR, i

DRI L 5 ABEOEE™
FERBEFE (W)

BHOBRAEEL"

10 08E - FY b OIEHERD

DMERIET, FEBIEHLGEE, JEEIEE
BEAEE R, FEERLIE S5 AR, LA

&S ABE, EEAEERMITH &N O

#Ha*

FHHEEHAEHE (%)
BROBBEFEE"
1008 - FL ) ORBFRE

75K YR EFFFE AF-FE s TrrRE
(N=3034) (N=3034) (95% CI° p i
0.968
(0.851, 1.102) 0.5823
469 (15.5%) 456 (15.0%) - .
6209.2 6269.6 - -
7.55 7.27 - -
0.997
(0.895, 1.111) 0.963

659 (21.7%) 661 (21.8%) - -
5904.5 5946.9 - -
11.16 1112 . -

CV :LER, M1

*

a

b

c

DRHEEE, C1 o FEHEM.

CACKIVWEH X HEIh-TFRBOLEED,

EEABMT APOEAOBIZORELEC, FERFEEFER Lo ERAF L W CRHEBPL
H (REETH) £CoHle: LTEHELE,
FELAREFLLBEOELFLOBBEFELTEHD. 100500 H L LTHELE,

I TTEACESE, 58 (VX7 F R, 7788 | BLOHER Gk, dwisk, wEK.

B, 77VUATE, BT OT RS ERERE LECo xBEIAYF—-FETAERH T
eI,
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0000000000000 000000O0O000000O0O0O0O0DO0DOoDOoOoOO0OO0O0O00Oan
0000000000000 00000O0O0O0000000O0O0O00DO0DO0oOoOoO0O0oOoO0Oan
godooobobooooboboooooboooboboo oo oDboo o bobboboooooooao
0000000000000 000000O0O0D000000O0O0O0D0DOoDOoDOoOoOO0oOO00Oan
0000000000000 00000O0O0O0000000O0O0DO00O0O0O0OO0O0O0O0an
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0o0ooDooao
00000
F10-USHENMN (mg./ g) TELERTTATIL /721 T7F =BT
N—=AFAPH108HBETO%REMEOHEN (LOCF) — 1 TTHH
IR U¥iEFFF
RPFTNT v/ 7 LT F = (mglg) (N=3034) (N=3034)
AT A
N 2830 2803
S (SD) 17.36 (26.53) 16.04 (23.32)
oh g 10.36 10.03
Be/ME - e R{E 1.24 : 76025.07 1.77 : 155074.87
108 ¥ H (LOCF)
N 2830 2803
BMEH (SD) 22.99 (39.18) 19.90 (31.36)
h g i 13.39 11.89
/Ml Bl 2.15:19710.58 1.44 : 16047.83
~=2 5 A b 1088 B F Co% B (LOCFY)
BATEHIC -5 < 0.32 0.24
ANCOVATEF AP HrbitE Shis By
W -3 < (SE) 0.34 (0.03) 0.24 (0.03)
U ¥ FF Fabs 78 (SE) -0.10 (0.04)
95% Cl1 (-0.17, -0.03)
SD : iR, LOCTF : last observation carried forward . SE : #8382 C 1 : KM,
2 1 08HBAKBHARAMIZOWTR, LOCFEIZLY, B5PItOFECELLY, ~—RATF 1
BTCAFTESL1L08BELVEIORGTTAT IV 2 T F o hoRkEOHEMEER ST, 10 8HH
OEE LCHVS,
bORGTFATI ST F R ETRHEER L, TO%S—R T A b OBEE,
BEH (VXTEFFF, IR | i, ~—AF BT LACEMBENER ( Ty i
Nz ) L BEUR—ATFA B I27 047 1 I REARNE (ARB) OFR
TRy FEi Tz ) 2EESRE L, RS il sRD7ATI v P T7Fov b
HEBEELLTAHAWVWSCANCOVAETAZFHACCET LE, A7y — L TR LEBRFUERT I LK
LY. BMTEHOHEEEL G-,
© ANCOVAEITFTALSHERECESXFIRLE,
Mg - Ak, PEEA. BEER. EEK. TV ADE, BLUT T XK EE.
0o0ooooao
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# 11— on-treatment IOFEFLOME L2 E4EH

O O

O

2018.5.31

gooano

O

|
O O
O O
O O

O
O
O
O

75 R UF o FFF
(N=3032) (N=3031)

WP R ® on-treatment AE %368, L - B 2321 (76.6%) 2447 (80.7%)
WO EE A on-treatment AE EB L/ B 669 (22.1%) 625 (20.6%)
VPR PO E - f-on-treatment AE A3 H L B 64 (2.1%) 74 (2.4%)

VP e O Ao B 5 ok o ZE - /- on-treatment AE %

FET L f- B 217(72%) 347 (11.4%)

AE: HEH5,

On-treatment AE: on-treatment #IiCHEE B LE (BRELEMOBBICLS) | b3WVIEEL T

HEFE,
On-treatment # = {2 EoOFEESH LS D IED 3 BEFE oM,
n (%) =7/< &4 1 o on-treatment AE #HH L BREOAE B LRA—R LT —,
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F1 2 -—HEoHIHET (on-study, on-treatment, post-study) 33 L U CAC DHEIC LB HI-D

(44)

FERRMO, FTREOR (%) —LethEH

JP 2018-513846 A 2018.5.31

7GR Y¥ivTF R
(N=3032) (N=3031)
on-study #td5¢F BFET-° 223 (7.4%) 211 (7.0%)
L% RFETS 158 (5.2%) 156 (5.1%)
EINES A 58 (1.9%) 46 (1.5%)
FERH 7(0.2%) 9 (0.3%)
on-treatment #icJ5¢f BFL TP 96 (3.2%) 93 (3.1%)
M FAFEL 86 (2.8%) 76 (2.5%)
Feda il B R FETS 10 (0.3%) 13 (0.4%)
IR 0 4 (0.1%)
post-study #i-d54) 561" 0 1 (<0.1%)

CAC : LMFRFHHFEERS. CV: LOFR.

a
b

c

On-study $l= BH O BIEALLHLEBE T B F oI/,
On-treatment =B oHEFSH LR DILO 3 A% E COHM.
HEBETRICEZD, F—F AR BESREFECE ST,

oooooao
ooooao
#13 - CACOHEC XX TOEERREI®, on-study Bz f54) 5 310 BE O (%)
— e
77 R V¥ FF R
O (N=3032) (N=3031)
HbHPLIEL 223 (7.4%) 211 (7.0%)
£ 1) B R FET 158 (5.2%) 156 (5.1%)
IR B Rk 23 (0.8%) 35(1.2%)
A4 24 (0.8%) 18 (0.6%)
SR SE 58 (1.9%) 66 (2.2%)
| R COEFERES T REBICHESLE 41 (1.4%) 44 (1.5%)
1RRMEL Bds L TR 24 BBRE CAEFSERICEESRE 17 {0.6%) 22 (0.7%)
HETE X h, 5 ZE8K5T 4{0.1%) 4 (0.1%)
HERE S 5 O R AET 25 (0.8%) 12 (0.4%)
AR 18 (0.6%) 13 (0.4%)
HE 1o {4 8 (0.3%) 6 (0.2%)
A1 O 1 R A 5 ) 1(<0.1%) 2 (<0.1%)
H i {2 8 (0.3%) 3 (<0.1%)
R PR 1 (<0.1%) 2 (<0.1%)
BFCHER R 1 (<0.1%) 0
LERFRECLD 3 (<0.1%) 6 (0.2%)
CABG 1 (<0.1%) 4 (0.1%)
PCl/ A7 MR 0 1 (<0.1%)
FIET S 0 0
FofioLnERPEICLS 2 (<0.1%) | (<0.1%)
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Doooo
7T % F R
bl (N=3032) (N=3031)
DAL D 5 R EET 2 (<0.1%) 2 (<0.1%)
Jia 1 %F R FET 58 (1.9%) 46 (1.5%)
R 17 (0.6%) 13 (0.4%)
Efkk 8 21 (0.7%) 22 (0.7%)
Bt B % 6 (0.2%) 2 (<0.1%)
BB B4 % 10 (0.3%) 3 (<0.1%)
BT 5 2 (<0.1%) 1 (<0.1%)
1BFEH 0 1 (<0.1%)
M % 1(<0.1%) 1 (<0.1%)
¥ 7375 B 1 (<0.1%) 0
Z OO E R 0 3 (<0.1%)
C AN 7(0.2%) 9 (0.3%)

CAC: MERFHAFTERAR,

On-study # = B OEEE{LHL RBET B E oM,
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# 14— %% SOC,HLGT, HLT B L T PT Bl R L 7=, EE 4 on-treatment 1o FEF R %
FEL-BEOR (%) —ZotHEHA

EE ST
HLGT: High Level Group Term (567 7 — 7 38
HLT: High Level Term (F4735) TR VEFETFE
EATE (PT) n(%) (N=3032) (N=3031)
bHHpsE 669 (22.1%) 625 (20.6%)
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Doooao
EERBERTHE
HLGT: High Level Group Term (Eir 7 A— 78
HLT: High Level Term (#4735 TI7ed VxRV ESFE
HATE (PT) (%) (N=3032) (N=3031)
RUSE B L UE 4 hiE 186 (6.1%) 173 (5.7%)
HLGT: sE#077 B 2@ e fhic & 5 madesie 154 (5.1%) 150 (4.9%)
HLT: BEhds L O nE il 20 (0.7%) 25 (0.8%)
B, BB LUHMEAHOHRED GERBELCHR I —FE5T) 61 (2.0%) 72 (2.4%)
HLGT; B L ST B O S Hi ks 16 (0.5%) 19 (0.6%)
HLT: TS ST IS5 A 7 (0.2%) 13 (0.4%)
HLGT: Bl L USSR Ao BHEEMBRTED 9 (0.3%) 12 (0.4%)
HLT: Tt #i ST IR 44 8 (0.3%) 12 (0.4%)
s LY RS 14 (0.5%) 14 (0.5%)
PR 4y BB 3 (<0.1%) 2 (<0.1%)
Feftds L Uk E 57 (1.9%) 33 (1.1%)
HLGT: B#ES L UKD AT v A BHE 12 (0.4%) 15 (0.5%)
HhpEE 5 (0.2%) 9 (0.3%)
TR AR 53 (1.7%) 47 (1.6%)
MR e 13 (0.4%) 9 (0.3%)
His & kI E 4(0.1%) 5(0.2%)
R E 107 (3.5%) 83 (2.7%)
HLGT: R 71 (2.3%) 49 (1.6%)
HLT: D2 ERES L OOk 13 (0.4%) 14 (0.5%)
ik 71(2.3%) 59 (1.9%)
HLGT: BRTE(L., 342, MiEREEd & (RS 19 (0.6%) 19 (0.6%)
HLT: A g . H#IEds & T A4 13 (0.4%) 14 (0.5%)
MR A, MIERE S ONRERRREE 58 (1.9%) 58 (1.9%)
B e 81(2.7%) 66 (2.2%)
T AR 7 28 (0.9%) 36 (1.2%)
HLGT: fHZEh % 19 (0.6%) 32 (1.1%)
HLT: B384 5 L OHLA E 19 (0.6%) 31 (1.0%)
BREdS & O T kR 18 (0.6%) 14 (0.5%)
HEHERE L CESHBRES 35(1.2%) 32(1.1%)
HLGT: BfikEE 9 (0.3%) 13 (0.4%)
Tk L CREKEE 48 (1.6%) 48 (1.6%)
HLGT: ®E®E (BREER<) 32 (1.1%) 33 (1.1%)
HLT: BR4d &L OBeemEs 31 (1.0%) 32 (1.1%)
ERHE LU ERSE 5(0.2%) 13 (0.4%)
—f - RHEER L CREHTORE 58 (1.9%) 64 (2.1%)
HLGT: 488 NEC 51 (1.7%) 54 (1.8%)
HLT: #&f$ L USRS NEC 44 (1.5%) 49 (1.6%)
eSS 19 (0.6%) 10 (0.3%)
s, DR L CNE S S 50 (1.6%) 44 (1.5%)
HLGT: #i{% NEC 16 (0.5%) 17 (0.6%)
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FELBENRGH
HLGT: High Level Group Term (iS4 71— 7 58
HLT: High Level Term (F{75 7R UFxiEwFFF
HEATE (PT) n(%) (N=3032) (N=3031)

HLT: #ir - ~H o3EE NEC 10 (0.3%) 11 (0.4%)

ABHS L RBHL R 6 (0.2%) 6 (0.2%)

o mss 0 1(<0.1%)

5% SOC: SEuXa, HLGT: iy 7 A—"f%E, HLT: @135, On-treatment AE: on-treatment #{iz

REBRFLEREALE (BBREAEMORRILD) | b2V EBL R LHFEFL,
On- treatment #= IBBREOPEES P LEREDILO 3 BEE COHM.
n (%)= b7 &% 1840 ontreatment AE 2 FB L - BFOHB LAk F—¥

O

BRI OWTPSAC I LY Tk YRIEShi=H8
goooano

Ooo00o0ooOoao
oooooooooooooOooodoao
goooooooOoodn
000000 oooboo0oo0oo0oooo o000 ooo oo oooDob0OooooonOnbdn
oooooooooooootbootboobooooooboooooooooooooOooanao
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Ooo0o00ooao
Oo0o0o0oao
1 5 — on-treatment WIZ R DOHFEO - HIZ PSACIK E LR E=FLOER
— At
T IR UErFFF
i (N=3032)  (N=3031)
B OBRBREFEH 5942.69 5757.09
HEDEOHIZPSACILELI-FES
FEREGBEY 32(1.1%)  36(1.2%)
EHIH 34 47
FERZDSWTPSACIZE D v L HIEShI-FE
EHEBEEH 8 (0.3%) 5(0.2%)
230 8 5
SRR OWTPSACIC L NTv L fFEsh -5
HGHREBE 7 (0.2%) 2 (<0.1%)
S 7 2
SEEARBEERICOWVWTPSACIZLED v HEINEFES
HHRFAEH 0 1 (<0.1%)
E 30 0 1
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gooooao
FIeE VR ESFE
O (N=3032) (N=3031)
HERBREFE 1 (<0.1%) 2 (<0.1%)
BEMHH 1 2
FTHOERIZDWTPSAC I LD T GRHEIWEES
EHREEEY 0 0
=G 0 0
BERIZ-DWTPSACIZ LD Tvng) 2EShAEES
FHIETH BEH 24 (0.8%) 32(1.1%)
HELH 25 42
PSAC L L W FHEOEEOEHIIRER R TR+ HE S-S 8
HERE AT 1(<0.1%) 0
HHEMHH 1 0

PSAC: gl B34 5 et MmEl =,

On-treatment i = BT PIEHR S LES IO 3 HiEFE CoOHM.
IBREOEEEHEN., BBREOARENHOEREN T CoMBICI AMEML -8/ E LTHETS,
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3 1 6 — on-freatment #1158 X (F post-treatment H % S bW =M BT, BH4EHmo
HEDHIZPSAC XL N EFROERN L2 EH

75k UFkoEFF R

s (N=3032)  (N=3031)
T n—T v S ORBHEL 6690.75 6730.22
HIE D= $ic PSAC Kb - H %

HHEWRE K 11 (0.4%) 5(0.2%)

e 1 5
PSAC = & 0 RS 41 & 0E Shi-$8

FHFEHAELK 9 (0.3%) 3 (<0.1%)

HEMHHK 9 3

PSAC i L b BEEEREM L HEShI-HE
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ooooao
F IR PIE S iy b 2 o
FEiE ] (N=3032) (N=3031)
FHFBEREH 0 1 (<0.1%)
HL M 0 1
PSAC L W FHOEFEOEDICRER BT L HE S hi-FE
FEHREAEK [(<0.1%) 1 (<0.1%) 10
HREMNHE | 1
PSAC: [ B+ o2 2 mER S,
On-treatment #] = BREOHEESHbEEF IO 3 BEFE CoRA,
Post-treatment 3 = IBEOREKEELED 4 AEH LEET SHIM (on-treatment Kl )
A n—7 v P OBEFHNL. MEESH B REEEMA AT X ColiM e LCEET S,
oooooao
ooooao
#£17 WHBBEEOREEEZEMNO ., ontreatment #]35 ) (R} post-treatment ] 4 & do-# 7~ Wik
IZBWTPSACIZ & 0 EHERE AW L HE Sh=FREEI LR 0K (%)
— LA taE 20
TIER  YxoEFFE
(N=3032)  (N=3031)
PSAC I L W BB F EH L HE S - FRE2ER L BE 0
FEH D 0 1]
B > W REM: &) b 2 (<0.1%) 0
BELEHERL 3 (<0.1%%) 2 (<0.1%)
B e L 4 (0.1%) 1 (<0.1%)
PSAC: R+ 2 E2MFMER S,
On-treatment ¥ = IBEEOPEIREH LS PILO 3 A% E COHM. 30
Post-treatment # = S OF#E S O 4 B#EH LAY 5B (on-treatment H D) .
oooooao
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oooDa0o

# 1 8 — on-treatment #1353 J: () post-treatment i 2 G b - H It BV TEEBE S
BB LAEBRFOR (D) —TEtEH

7T )k orFF R
(N=3032) (N=3031)
B FHERE LT R CORE £9/3032 (2.9%) 105/3031 (3.5%)
AR AR 8/3032 (0.3%) 11/3031 (0.4%)
fif 12/3032 (0.4%) 8/3031 (0.3%)
K 11/3032 (0.4%) 17/3031 (0.6%)
A 3/937 (0.3%) 3/920 (0.3%)
B AR P 8/2095 (0.4%) 1472111 (0.7%)

On-treatment #= @B EoORER S H LB S PIEO 3 BEFE COHF,

Post-treatment # = IaBE DR EH 50 4 A2 b HE5T 257 (on-treatment £ D44 ).

LRHEMAER . MedDRA SMQ IMEME/F HEMAHOBEE ) B3 E5BICLIERINS
(#20000001) , 7 HF TV —IC L5 S LR IHE (FRIB. M. XIB. AE. BXOHLER) 2. —o
SMQ Iz E-S3WTifThh 5,

AR A S BEEEREOESRE, KOS OWTEHINS,
b HISRD A B EE OF R, BHEOLICEET S,
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100AMEL/Y DEGHEC

0ooooao
# 1 9 — on-treatment HiZ 5 ) 5 EIE O SE BRI HE 0 K — oL
T TR V¥ FFF
T (N=3032) (N=3031)
BRAATH 5942.69 5757.09
& b & B HAE O AE BT i B
EREVEHLI-BHEOEK® 24 (0.8%) 14 (0.5%)
100 NELUEYOBEEEE - BEED 0.4 0.2
FH MK 37 16
100 ANELEYOESEHEC 0.6 0.3
MBETE 36 mg/dL A
BHERBHLEBEORK® 14 (0.5%) 4 (0.1%)
100 NELI Y OFHEEEB L - BEHKS 0.2 0.1
E %34 25 5
100 AELHF b DR 0.4 0.1
MmEEOBER LY
FHELRERLLBEOK® 12 (0.4%) 10 (0.3%)
100 AFELT- D OFEHEHEE LI BEK 0.2 0.2
BHEHK 12 11
0.2 0.2

AE PRSI B — VAR MR A I L b EE S h B E MK,

On-treatment #f = IR FEHEE» RS IED 3 HEE CORIM,

a . N—Frr—UR, ZetEAE R E LTHWTEHE SRS,

b 100 AN Y DBRERBLEEAEN= (FRERHELEBREOEX100) ~ (BEFHE A
+ 3 A (B : BFE] ),

©: 100NFELF D OFESHE— (FSEAEX100) (REHMOSE+ 3 AN (WA BEE] ) .
4 RAMHOFEOER, FAo—A%E, FERAALL T 0B E0% CESHIEE L-FH ¢, mf
Pl o—AREERELELLZ VD, FROBRBLEOREES.
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YxTeFFF %) TR a(%) HR  [95%CT]
» CVIRT. B MI, 406 (13.4%) 399 (13.2%) -+ 102 [0:89,1.17]
o= FEBIEPE Rk SR
S P & B ABED S
"
-
&
Bk CV R 156(5.1%) 158 (52%) —e— 098 {078,122}
M 270 (8.9%) 261 (8.6%) -+ 103 [0.87,1.23]
Raech 67(22%)  60(2.0%) —— L2 [079,1.58)
U R 7RO A FEEREC & 5 ABE 11(04%) 10 (0.3%) —_— LIl [047,262]
7 7R 3034 2761 1600 515 19
V¥vEFFE 3034 2788 1584 528 28
N
00 05 10 1S 20 25 30
95% CL TOAF— F I
UkveFFE %) TIER n(%) HR  [95%CT]
MACE 7 5 % +HF 456 (15.0%) 469 (15.5%) - 097 [085,1.10]
MACE 75 2+HF + 661(21.8%) 659 (21.7%) + 100 [0.90, LI] 8.0
14T AR
oV 156(5.1%) 158 (5.2%) —— 098 [0.78,122]
8
M 270(8.9%) 261 (8.6%) -+ 103 [087,123] + 75
ﬁ .
Bz 67(22%) 60 (2.0%) —— L2 [079,158] 3
FEERLEC &5 11(04%) 10 (03%) R ha—— L1l [047,262]
bz
" 7.0
DR & B AR 122(40%) 127 (42%) — 096  [0.75,1.23]
ot B IR L0117 75 4T 368 (12.1%) 356 (11.7%) -+ 103 [0:89,1.19]
65
—T T T T T T T T T —r
SC BL 12 24 36 48 60 76 92 108 124 140 156 176 196
JUNRNEENS S —— .
00 05 10 15 20 25 30 B
95% CLTD AT FIf Ik 30303033 28772791 2726 26812642 2523 1906 1510 1136 799 518 302 118

VxS FF 3031303428392773 271326612620 2481 1872 1493 1108 780 526 295 122
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diabetes mellitus patient who experienced at least one acute
coronary syndrome event.
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