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60 24 283 (185 - 434) 0 34,203 (24,384 - 47,976) 0 19,673 (13,379 - 28,928) 1 10,832 (7,148 - 16,415) 1
N 1.7% 2.3% 5.3% 9.3%
N ( 17

(g 1 1/ml \



100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

37

—_—

Data Cutoff Date
2022/10/21 7:00

Day3 3 Day4 3 Days 3 Daye 3 Day7 3 Day8 3 Day9 3  Dayl0
885 | 885 |
@375 -3 8 @3 8 3 Day8
AE /

20 241 58 183
30 232 105 127
40 210 85 125
50 156 63 93
oo 60 46 25 21
és 885 336 549

3 Day9
20 241 58 183
30 232 105 127
40 210 85 125
50 156 63 93
20 30 40 50 60 60 46 o5 91
] i 2] 885 336 549

95%

00, Uy,

NTE
\\:‘“ J
A




Data Cutoff Date
2022/10/21 7:00

Day4 3 Day5 3 Day6 3 Day7 3 Day8 3 Day9 3 Day10

Day3 3

Day2 3

3

885

885

Day8

3

AE

183
127
125

58

105

241

232
210
156

85
63
25
336

93
21

LNMHIHIHHTIIOO0N

46

60

50

40

30

549

885

0 U
é\) br-
& @
7 4
e

i

95%



100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

Data Cutoff Date
2022/10/21 7:00

HEaES BfaRH v e ] —
3 Day2 3 Day3 3 Day4 3 Day5 3 Day6 3 Day7 3 Day8 3 Day9 3 Day10
885 | 885 |
[Ei] ] -]
3 Day8
8 AE /

20 241 58 183
30 232 105 127
40 210 85 125
BN 50 156 63 93
B 60 46 25 21
885 336 549

3 Day9
20 241 58 183
30 232 105 127
40 210 85 125
50 156 63 93
20 30 40 50 60 60 46 25 21
B = %] 885 336 549

95%

0 b

é\) br-

& )

7 4

s Ky £
i




Data Cutoff Date

3 2022/10/21 7:00
100%
90%
80%
70%
60%
50%
40%
30%
20%
10%
0% oo e [ ] ———
3 3 Day2 3 Day3 3 Day4 3 Day5 3 3 Day7 3 Day8 3 Day9 3 Day10
| 885 | 885 |
B -]
3 Day8
8 AE / 20 241 58 183
1882//0 30 232 105 127
0 40 210 85 125
80% 50 156 63 93
70% 60 46 25 21
60% 885 336 549
2822 3 Day9
30% 20 241 58 183
20% 30 232 105 127
10% 40 210 85 125
0% 50 156 63 93
20 30 40 50 60 60 46 25 21
& o 885 336 549

00 Uy,

NTE
\\:‘“ J
A

95%



Data Cutoff Date

2022/ 10 /21 7:00




2022/10/21

PMDA
ISAE G
PMDA
SAE

/SAE G
SAE1 SAE1l 30 2022/1/21 20221217 2022/2/8
SAE2 SAE2 40 2021/12/27 2022/3/28 2022/5/7
SAE3 SAE3 50 2022/1/14 2022/2/25 2022/3/3
SAE4 SAE4 20 2022/1/19 2022/6/27 2022/6/30

23



28

AE

Data Cutoff Date
2022/10/21 7:00

n=885
01
. 5% 1% 0.1% 0.01 0.01
(1.7%) (2:5%) (0.1%)
(0.5%). (0.1%)
(0(0.5)%), (0.2%), (0.1%),
1%
(0.5%). (0.1%). (0.1%)
0.8%),  (0.7%), 0.7%),
@7%),  18%)  |(0.6%), (0.2%), (0.1%),
(0.1%) (0.1%),  (0.1%)
(79.2% (662%)(93'1%)' 05%),  (03%),  (02%),  (0.2%),
Ay, o2 (0.2%), (0.29%), (0.1%),
(32.5%), (0.1%), (0.1%),
QLO%).  (12.7%), (7.8%) (0.1%),  (0.1%), (0.1%)
(0.1%)
(0.3%), (0.1%), (0.1%),
(0.1%)
(0.1%)
(L.0%)
(0.8%), (0.5%), (0.2%),
(4.0%), (3.7%), (0.2%), (0.2%),
(12.8%) (1.1%) (0.2%), (0.1%), (0.1%),
(0.1%) (0.1%)
(0.9%), ©7%),  (0.6%),
(68.1%) (0.3%), (0.2%), (0.2%),
(0.1%), (0.1%)
(0.1%)
0.1%). __ (0.1%)
(0.1%)
(15%), (0.5%), 02%),  (0.2%),
(24.0%) (1.1%) 0.2%),  (0.1%)
(05%),  (0.3%), _ (0.2%),
(1.0%) (0.1%), 0.1%),  (0.1%),
01%),  (0.1%)
(0.3%). (0.1%). (0.1%)
8.9
Me DRA/J 25.1 A
AE D

2

Tox
[

¥

24




37.5

Data Cutoff Date
2022/10/21 7:00

95 95 95
20 273 50.8 (46.5 -55.1) 60 47.6(38.7 -56.7) 213 51.8(46.9 -56.7)
30 308 455 (41.7 -49.3) 106  43.8(37.5 -50.3) 202 46.4(41.7 -51.2)
40 275 37.8(34.3 -415) 69 34.0(275 -41.0) 206 39.3(35.1 -43.6)
50 179 30.4 (26.7 -34.3) 45  256(19.3 -32.7) 134 325(28.0 -37.3)
60 37 16.4 (11.9 -21.9) 17 14.3 (8.5 -21.9) 20 18.9(11.9 -27.6)
1072 38.9(37.1 -40.8) 297 343(31.1 -37.6) 775 41.0(38.8 -43.3)
20 183 75.9 (70.0 -81.2) 41 70.7(57.3 -819) 142 77.6(70.9 -83.4)
30 157 67.7 (61.2 -73.6) 74  70.5(60.8 -79.0) 83  65.4(56.4 -73.6)
40 138 65.7 (58.9 -72.1) 51  60.0(48.8 -70.5) 87  69.6(60.7 -77.5)
50 85 54.5(46.3 -62.5) 34  54.0(40.9 -66.6) 51 54.8(44.2 -65.2)
60 19 413 (27.0 -56.8) 10  40.0(21.1 -61.3) 9  429(21.8 -66.0)
582 65.8 (62.5 -68.9) 210 625(57.1 -67.7) 372 67.8(63.7 -71.7)
38.0
95 95 95
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50 88 15.0 (12.2 -18.1) 24 13.6 (8.9 -19.6) 64 155(12.2 -19.4)

60 16 7141 -11.3) 8 6.7(2.9 -12.8) 8 7.5(3.3 -14.3)
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30 120 51.7 (45.1 -58.3) 57  54.3(44.3 -64.0) 63  49.6 (40.6 -58.6)
40 88 41.9 (35.2 -48.9) 36 42.4(31.7 -53.6) 52  41.6(32.9 -50.8)
50 51 32.7 (25.4 -40.7) 16  25.4(15.3 -37.9) 35 37.6(27.8 -48.3)
60 14 30.4 (17.7 -45.8) 8  320(14.9 -53.5) 6  28.6(11.3 -52.2)
413 46.7 (43.3  -50.0) 148 44.0(38.7 -49.5) 265  48.3(44.0 -52.5)
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20 483  89.9(87.1 -92.4) 107 84.9 (775 -90.7) 376 91.5(88.4 -94.0)
30 509  88.5(85.8 -90.8) 201 83.1(77.7 -87.6) 398 91.5(88.5 -93.9)
40 656  90.2(87.8 -92.3) 175 86.2(80.7 -90.6) 481 91.8(89.1 -94.0)
50 525  89.3(86.5 -91.7) 148 84.1(77.8 -89.2) 377 91.5(88.4 -94.0)
60 197  87.6(82.5 -91.6) 102 85.7(78.1 -91.5) 95  89.6(82.2 -94.7)
2460 89.3(88.1 -90.5) 733 84.6(82.1 -87.0) 1727 91.5(90.1 -92.7)

20 216  89.6(85.1 -93.2) 51 87.9(76.7 -95.0) 165 90.2(84.9 -94.1)
30 216  93.1(89.0 -96.0) 95 90.5(83.2 -95.3) 121  95.3(90.0 -98.2)
40 205  97.6(94.5 -99.2) 84 98.8(93.6 -100.0) 121  96.8(92.0 -99.1)
50 146 93.6(88.5 -96.9) 56 88.9(784 -954) 90  96.8(90.9 -99.3)
60 41  89.1(76.4 -96.4) 23 92.0(74.0 -99.0) 18  85.7(63.7 -97.0)
824  93.1(91.2 -94.7) 309 92.0(88.5 -94.6) 515 93.8(91.5 -95.7)

95 95 95
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30 474 70.0(66.4 -73.4) 159 657 (59.4 -71.7) 315 72.4(68.0 -76.6)
40 515 70.8(67.4 -74.1) 141 69.5(62.6 -757) 374 71.4(67.3 -75.2)
50 388 66.0(62.0 -69.8) 97 55.1(47.4 -62.6) 291  70.6(66.0 -75.0)
60 114 50.7(43.9 -57.4) 52 437(346 -53.1) 62 585(48.5 -68.0)
1861 67.6(65.8 -69.3) 529 61.1(57.7 -64.3) 1332 70.6(68.4 -72.6)

20 201 83.4(78.1 -87.9) 48 82.8(70.6 -91.4) 153 83.6(77.4 -88.7)
30 191 82.3(76.8 -87.0) 83 79.0(70.0 -86.4) 108 85.0(77.6 -90.7)
40 168 80.0(73.9 -852) 65 76.5(66.0 -850) 103 82.4(74.6 -88.6)
50 115 73.7(66.1 -80.4) 47 746(62.1 -847) 68  73.1(62.9 -81.8)
60 25 543(39.0 -69.1) 13 52.0(31.3 -722) 12 57.1(340 -78.2)
700 79.1(76.3 -81.7) 256 76.2(71.3 -80.6) 444  80.9 (77.3 -84.1)
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40 727 203 524
50 588 176 412
60 225 119 106
2754 866 1888
20 241 58 183
30 232 105 127
40 210 85 125
50 156 63 93
60 46 25 21
885 336 549
8
AE
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95 95 95

20 311 57.9(53.6 -62.1) 56 44.4(356 -53.6) 255 62.0(57.2 -66.8)
30 399 589(55.1 -62.7) 124 51.2(44.8 -57.7) 275 63.2(58.5 -67.8)
40 397 546(50.9 -583) 79 38.9(322 -46.0) 318 60.7(56.4 -64.9)
50 294 50.0(45.9 -54.1) 58 33.0(26.1 -40.4) 236 57.3(52.3 -62.1)
60 77 342(28.0 -40.8) 24 202(13.4 -285) 53 50.0(40.1 -59.9)

1478 53.7(51.8 -55.5) 341 39.4(36.1 -42.7) 1137 60.2(58.0 -62.4)
20 173 71.8(65.6 -77.4) 37 63.8(50.1 -76.0) 136 74.3(67.4 -80.5)
30 155 66.8(60.3 -72.8) 69 657(55.8 -747) 86 67.7(58.8 -75.7)
40 152 72.4(65.8 -78.3) 54 635(524 -73.7) 98 78.4(70.2 -85.3)
50 101 64.7(56.7 -72.2) 35 556(425 -68.1) 66 71.0(60.6 -79.9)
60 21 457309 -610) 9  36.0(18.0 -57.5) 12 57.1(34.0 -78.2)

602 68.0(64.8 -71.1) 204 60.7(55.3 -66.0) 398 72.5(68.6 -76.2)
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Data Cutoff Date

3 2022/10/21
U/mL
31,623 I3
I 1
1 3
% % % % | 6
10,000 % t % } %
3,162
1,000 % %
3 1
3
193
316
20 30 40 50
FREHRE
1 N 3 N 6 N
193 1180(1,012 - 1,376) 9 18,331(16,625 - 20,213) 12 9281(8,257 - 10,432) 20 8532(7,179 - 10,139) 64
20 9 1,202 (878 - 1,646) 0  14,967(11,014 - 20,339) 0 7,396 (4,675 - 11,702) 0 82032979 -2258) 3
30 53 1,538(1,170 - 2,024) 4 18,729(15,929 - 22,021) 4 9,329 (7,618 - 11,425) 8 8,198(6,123 - 10,976) 20
40 81  1241(999 - 1,543) 3  19,479(17,004 - 22,316) 6 9,663(8,178 - 11,419) 9 9,027,912 - 11,789) 28
50 50 818 (563 - 1,188) 2 16,842(13,010 - 21,804) 2 9,007 (6,701 - 12,106) 3 5511(12,142 - 8,444) 13
N 7% 6.2% 10.4% 33.2%
N ( 00 l,up/
S (U/mL) ;(ID,E .
1';/‘,,) \v$

KO
s
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Grade
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3 Data Cutoff Date
2022/10/21

U/mL

H
w P

31,623 % 5

10,000 % | $ }

3,162
| .
b 3
1,000 { 151
20 30 40 50
FinREE
N 1 N 3 N 6 N
151 1275(1,067 - 1,524) 14 20,168(18,107 - 22.464) 17 10,269 (9,080 - 11,613) 18 8286(6,979 - 9.838) 40
20 10 2017(818 - 4973) 1 19,003(10,384 - 34773) 1  8374(4127 - 16990) 1 6527(2492 - 17,100) 3
30 40 1437(1,071 - 1,927) 4 20,168(16,430 - 24757) 4  11,642(9.208 - 14720) 5 12,861(9,071 - 18,235) 17
40 65 1,076(811 - 1,428) 5 19.656(16,758 - 23,055) 7  9601(8.079 - 11,408) 7 6,989 (5465 - 8936) 13
50 36 1,335(894 - 1,994) 4 21,479(16,820 - 27.427) 5  10,674(7.991 - 14258) 5 7,389(5282 - 10,336) 7
N 9.3% 11.3% 11.9% 26.5%
N N
S (U/mL)

4
(S

TE

39

N
7
RZTE

,/ Tog
oy

2,
KO
s



Data Cutoff Date
3 3 7 . 5 2022/10/21 7:00
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2022/ 10 /217:00

44

_ | F e
X ,
Fo Ho, : %,
5 & e} @ ®
% | %, | = %l
Yo @ “q° Ho, °
_._ e 1° _._ Or,
s )
%, %
%o
Heo "4 H o | £
i) mmv B
(0 [fe} S
@@@ o HE
H < B H % .,
3 )
(03 S
%, o] | =
O [Te) Tm
Tm @%@ @%@ ]
() o~ % .
@@% 2 Qo
HS o, Hi S
%6, £ Yol g| =
olal 5 ) ]
N Fi B N -
& 6] O@@ SRS
= -
O = %
S\ =
AV FLIN
%
%o
N &Uo
%
%o
— . ¢
A
(&
%o
2 2 X =2
o © o ©
® N
Ho
’d
w =
— (3 ™
b3 %o
H o,
%,
Q% |
u {s,
O@@
o [Te) &
a H %
] @
%
T@ o B
<
N %
a a8 HE o
@
o @@@ Z| =
S S ®
5 £ %,
N o (&
a ~ )
! HR o N
> Tp)
S, o
(>
%o
HE o
%,
Qo
HES %, L
bl &@
o o o AN @@
(=) = = =
£ £ 58 588
S & S ® N -+




PMDA

2022/10/21

ISAE

G )

PMDA

SAE

/SAE

G )

SAE

45



Data Cutoff Date

3 28 AE 2022/10/21 7:00
n=349
0.1
3 5% 1% 0.1% 0.01 0.01
(2.3%)
(0.9%), (0.3%)
03%),  (0.3%)
(3.4%),  (3.2%) Eg:ggf(g' (0.3%), (0.3%),
(84.8%),
(65.0%),  (51.6%), 0.9%),  (0.6%), (0.3%),
(22.6%), 03%),  (0.3%),
(18.9%), 03%),  (0.3%),
(12.0%).  (8.0%), (0.3%). (0.3%)
(5.2%)
(0.3%), (0.3%)
(0.3%)
(0.9%), (0.6%),
(5.7%) o0 (2.3%), (0.6%), (0.3%), (0.3%),
(2.0%) (0.3%)
(52.4%) (0.6%),  (0.6%), (0.3%)
(0.9%),  (0.6%),
(14.6%) (0.6%), (0.3%)
(0.6%)
(0.3%), (0.3%)
33.0
Me DRA/J 25.1
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Data Cutoff Date

37 5 2022/10/21 7:00
95 95 95
30 14 50.0 (30.6 -69.4) 89 38.5(32.2 -45.1) 41 36.0 (27.2 -45.5)
30 41 43.2(33.0 -53.7)
40 51 37.5(29.4 -46.2) 150 49.8 (44.0 -55.6) 29 60.4 (45.3 -74.2)
50 24 27.9 (18.8 -38.6)
130 37.7(32.5 -43.0)
30 17 60.7 (40.6 -78.5)
30 40 51.9 (40.3 -63.5)
40 79 54.1 (45.7 -62.4)
50 43 43.9(33.9 -54.3)
179 51.3(45.9 -56.6)
38.0
95 95 95
30 6 21.4 (8.3 -41.0) 48 20.8 (15.7 -26.6) 18 15.8(9.6 -23.8)
30 28 29.5(20.6 -39.7)
40 23 16.9 (11.0 -24.3) 99 32.9(27.6 -38.5) 15 31.3(18.7 -46.3)
50 9 10.5(4.9 -18.9)
66 19.1 (15.1 -23.7)
30 10 35.7(18.6 -55.9)
30 29 37.7 (26.9 -49.4) 30 28 15 13 30 28 22 6
40 50 34.2(26.6 -42.5) 30 95 58 37 30 77 65 12
50 25 25.5(17.2 -35.3) 40 136 96 40 40 146 128 18
114 32.7(27.8 -37.9) 50 86 62 24 50 98 86 12
345 231 114 349 301 48
8 A
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Data Cutoff Date
2022/10/21 7:00

95 95 95
30 25 89.3 (71.8 81.0 (75.3 110 96.5(91.3 -99.0)
30 83 87.4 (79.0
40 110 80.9 (73.3
50 79 91.9 (83.9 83.7 (79.1 91.7 (80.0 -97.7)
297 86.1 (82.0
30 18 64.3 (44.1
30 66 85.7 (75.9
40 128 87.7 (81.2
50 84 85.7 (77.2
296 84.8 (80.6
95 95 95
30 19 67.9(47.6 67.1 (60.6 67.5(58.1 -76.0)
30 66 69.5(59.2
40 98 72.1(63.7
50 49 57.0(45.8 63.1(57.4 75.0 (60.4 -86.4)
232 67.2(62.0
30 21 75.0 (65.1 30 28 15 30 28 22 6
40 94 64.4(56.0 40 136 96 40 146 128 18
50 60 61.2(50.8 50 86 62 50 98 86 12
226 64.8 (59.5 345 231 349 301 48
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Data Cutoff Date
2022/10/21 7:00
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c0 40 465(357 -57.6) 150  49.8(44.0 -556) 33  68.8(53.7 -81.3)
191 554 (49.9 -60.7)
30 22 78.6(59.0 -91.7)
30 44 57.1(454 -68.4) ” S " 7 e 12
40 76 52.1(43.6 -60.4) 40 136 96 40 40 146 128 18
50 41 418(319 -52.2) o o 62 24 50 08 8 12
183 52.4 (47.1 -57.8) a5 031 114 349 301 48
8
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