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4.5%
2:7% 14.4%
* 1%
1 2 ( %) ( %) ( %)
2094 99.1% 412 195% 176 8.3%
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13.7% : W
3 2.3%
30 39
18.3% % 3.5%
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U/mL

100,000

31,623

10,000

3,162

1,000

316

uU/mL

31,623

17,783

10,000

5623

3,162

Data Cutoff Date
2022/9/22 7:00

20 30 40 50 60
1
20 4 1 3 7,411 (709 - 77,450) 22175 (6,446 - 76,279) 3.0 (0.8 - 10.7)
30 21 4 17 3,476 (2,590 - 4664) 18,304 (13,739 - 24,385) 53(39-71)
40 29 9 20 3,794 (2,389 - 6,024) 19,192 (14,266 - 25818) 5.1 (3.9 - 6.6)
50 60 28 32 4,153 (3259 - 5293) 21,556 (17,875 - 25,995) 52 (4.3 - 6.3)
60 256 123 133 4,314 (3,781 -4921) 18932 (17,248 - 20,781) 4.4 (4.0 - 4.8)
3

354 158 196 4,131 (3,708 - 4604) 19347 (17,919 - 20,888) 4.7 (4.4 - 50)
16 7 9 6,648 (3517 - 12,566) 19,461 (11,393 - 33,242) 29 (21 -41)
370 165 205 4217 (3,790 - 4693) 19352 (17,932 - 20,883) 4.6 (4.3 - 4.9)

uU/mL
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Data Cutoff Date
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u/mL
u/mL
100,000 1 1
31,623 |
31,623 |
| 17,783
1
10,000 10,000
5623
3,162
3,162
1,000
20 30 50 60
1
20 5 1 4 4,342 (1,037 - 18,179) 18,193 (3,647 - 90,745) 42 (1.2 - 145)
30 18 6 12 6,515 (4,435 - 9571) 24,485 (17,395 - 34,466) 3.8 (30 -48)
40 23 7 16 7,082 (4713 -10643) 27,568 (20,506 - 37,060) 39 (29-51)
50 43 13 30 4,742 (3,556 - 6,323) 18,759 (14,297 - 24,612) 4.0 (3.3-4.38)
60 103 57 46 4,505 (3,726 - 5447) 18,159 (15,537 - 21,224) 4.0 (3.6 - 4.5)
155 68 87 4443 (3864 -5108) 18398 (16,240 - 20,842) 41 (38 - 45)
37 16 21 7,994 (5530 - 11,555) 26,776 (20,000 - 35847) 33 (27 -42)
192 84 108 4975(4,345-5698) 19,777 (17,610 - 22,211) 4.0 (3.7 - 4.3)

U/mL
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70%
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20%
10%

0%

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

0%

Data Cutoff Date
2022/9/22 7:00

n=1,490
20 105 22 83
30 157 73 84
40 203 72 131
50 231 100 131
60 794 358 436
= —_ N S J— S 1,490 625 865
Day3 Day4 Day5 Day6 Day7 Day8
4 n=690
20 128 25 103
30 134 43 91
40 151 41 110
50 157 49 108
60 120 63 57
23 _ _ . L L 690 221 469
Day2 Day3 Day4 Day5 Day6 Day7 Day8
837.5-38
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Grade
AE 3
<20cm 20-50cm >5.0cm
<20cm 20-50cm >5.0cm
<20cm 20-50cm >5.0cm
AE
Grade
AE 1 2 3
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Data Cutoff Date
8 2022/9/22 7:00

4 4
n=1,019 n=a77
4 4

Day9 Dayl10 Day10 Day9 Dayl10 Day10
0.29% 0.39% 0.29% 0.63% 0.84% 0.00%
0.49% 0.29% 0.29% 0.84% 0.84% 0.63%
0.10% 0.10% 0.10% 0.21% 0.00% 0.00%
0.00% 0.00% 0.00% 0.63% 0.42% 0.21%
0.39% 0.10% 0.00% 0.39% 0.10% 0.00%
0.00% 0.00% 0.00% 0.42% 0.42% 0.00%
0.20% 0.20% 0.20% 1.47% 1.26% 0.63%
1.08% 1.28% 0.69% 2.31% 2.10% 0.42%
1.86% 1.67% 0.69% 2.10% 1.47% 0.21%
0.79% 0.69% 0.29% 1.89% 1.26% 0.21%




PMDA 2022/9/22
1 2 3
/SAE @ )
PMDA
1 2 3
/SAE @ )
SAE1 SAE1 80 2022/7/23 2022/7/24 2022/8/4
SAE2 SAE2 60 2022/7/22 2022/8/22 2022/8/30
SAE3 SAE3 60 2022/6/29 2022/7/10 2022/9/12
PMDA 2022/9/22
1 2 3
/SAE @ )
PMDA
1 2 3
/SAE “ )
SAE1 SAE1 50 2022/6/30 2022/7/25 2022/7/28
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Data Cutoff Date

4 1 AE 2022/9/22 7:00
4 n=1,490
01
4 5% 1% 0.1% 0.01 001
(0.7%), (0.2%)
(0.3%)
) ) (03%),  (0.2%), (0.1%),
(15%),  (1.1%) (0.1%), (0.1%), (0.1%)
(86.5%),
(55.0%), (26.8%), \ . .
(26.0%), 21.3%)| (2.2%), (0.3%), ~ (0.3%),  (02%),
(20.5%) (1.4%) (0.:2%), (0.1%),
1a.a%), ' (0.1%), (0.1%)
(13.0%)
(0.2%)
(0.1%)
(0.7%)
(0.5%), (0.3%), (0.3%),
(3.0%), (0.3%), (0.3%),
(2.3%), (1.5%) (0.3%), (0.2%),
(0.2%), (0.1%)
(0.6%), (0.5%),
(39.6%) (0.3%), (0.1%)
) ) (0.5%), (0.3%),
(10.3%) (1.0%) 0.1%) ©.1%)
(0.3%), 0.1%), (0.1%)
(0.3%), (0.1%)
56
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AE

Data Cutoff Date
2022/9/22 7.00

n=690

01

5%

1%

0.1%

0.01

0.01

(1.3%),
(1.0%)

(0.7%)

(0.1%),

(0.1%)

(0.1%),

(0.1%)

(3.2%), (1.7%)
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(0.3%),
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(32.8%),
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(23.0%),
(20.6%)

(67.0%),

(3.3%), (1.6%)

(0.3%),
(0.1%),

(0.1%),
(0.1%),

(0.7%),

(0.3%),

(0.1%)

(0.6%),

(0.1%),

(0.1%),

(0.1%),

(0.1%),

(0.1%),

(0.1%)

(0.1%),

(0.1%)

(0.1%),

(0.1%)

(6.4%)

(2.5%),

(1.3%), (1.2%)

(0.6%),

(0.1%),

(0.4%),

(0.1%),

(0.1%)

(50.9%)

(1.2%)

(0.9%),
(0.1%).

(0.4%),
(0.1%)

(0.1%),

(0.1%)

(0.1%),

(0.1%)

(12.6%)

(1.0%)

(0.7%),
(0.4%),
(0.1%)

(0.4%),
(0.3%),

(0.1%),

(0.6%),

(0.3%)

(0.4%),

(0.3%),

(0.1%)

7.0
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HIN1

(95

375
38.0

SARS-CoV-2 HIN1pdm
RNA
H1N1

2021-2022 2021-2022
( NHO,JCHO,JOHAS, ) ( NHO,JCHO, , y| 2009 (NHO)

3 4 3 4
19,806 3,035 1,490 13,220 1,170 690 21972 *
39.3(38.6-39.9) 39.7(380 -41.5) 256 (234 -27.9) 76.3(75.6 -77.0) 62.9(60.1 -65.7) 39.4 (35.8 -43.2) 3.1(29-3.3)
21.6(21.0-222) 21.1(196-226) 139 (122 -158) 59.8(59.0 -60.7) 43.4(40.6 -46.3) 22.2 (19.1 -25.5) 0.5(0.4 -0.5)

96.6(96.3 -96.8)
24.0(23.5 -24.6)
96.1(95.8 -96.4)
20.7(20.2 -21.3)
20.5(19.9 -21.0)
25.3(24.7 -25.9)
17.0(16.5 -17.6)
78.8(78.2 -79.4)
72.0(71.4 -72.6)
58.0(57.4 -58.7)
10.9(10.5 -11.3)

92.1(91.0 -93.0)
17.1(15.8 -185)
90.9(89.8 -91.9)
16.4(15.1 -17.8)
11.3(10.2 -12.5)
25.2(23.7 -26.8)
13.3(12.1 -14.6)
76.2(74.6 -77.7)
69.0(67.3 -70.6)
55.1(53.3 -56.8)
17.3(16.0 -187)

89.4(87.7 -90.9)
23.6(19.9 -27.6)
86.5 (84.7 -88.2)
20.5 (184 -22.6)
14.4 (12.7 -16.3)
26.8 (24.6 -29.2)
129 (11.2 -14.7)
61.3(58.8 -63.8)
54.9 (52.3 -57.4)
39.5 (37.0 -42.1)

10.3 (8.8 -11.9)

93.2(92.7 -93.6)
29.7(28.9 -30.5)
91.6(91.1 -92.1)
23.9(23.1 -24.6)
23.1(22.4 -23.9)
35.2(34.4 -36.0)
17.5(16.9 -18.2)
85.6(85.0 -86.2)
80.9(80.2 -81.6)
64.7(63.9 -65.5)
15.0(14.4 -15.6)

94.1(92.6 -95.4)
29.4(26.8 -32.1)
92.0(90.3 -93.5)
31.1(285 -33.9)
23.7(21.3 -26.2)
37.3(345 -40.1)
18.5(16.4 -20.9)
82.6(80.4 -84.8)
75.6(73.1 -78.1)
64.5(61.7 -67.3)
21.4(19.1 -23.8)

95.8(94.0-97.2)
32.8 (29.3 -36.4)
94.5 (925 -96.1)
32.5(29.0 -36.1)
23.0 (19.9 -26.4)
426 (38.9 -46.4)
204 (175 -23.6)
72.5(69.0-75.8)
67.0 (63.3 -70.5)
509 (47.1 -54.7)
12,5 (10.1 -15.2)

70.0(69.4 -70.6)
60.1(59.4 -60.7)
43.8(43.1 -44.4)
36.0(35.4 -36.6)

28.2(27.6 -28.8)
34.6(34.0 -35.2)
26.6(26.1 -27.2)
19.0(185 -19.5)
14.1(13.6 -14.6)
10.4(10.0 -10.8)

HIN1

Data Cutoff Date
2022/7/22 7:00

Data Cutoff Date
2022/9/22 7:00

Data Cutoff Date
2022/7/22 7:00

Data Cutoff Date
2022/9/22 7.00
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2022 5 25
4 3
2022 6 17 2022 9
22 2113 1,065 4
4 20 124 30 14.9 40 165
50 158 60 332% 70 6.5% 80 0.7% 10
38.5% 61.5% 20
23.5% 30 18.3 40 21.1 50 21.0 60 13.7% 70 2.2%
80 0.2% 10 32.6% 67.4%
4.6
4.0
4 1 Day8 1,490 375
25.6% 38 13.9 86.5%
4 1 Day8 690 375 39.4%
38 22.2 94 5%
4 SAE 3
4 SAE 1
4 4 PMDA
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70 79
7.1%

60 69
13.1%

50 59
21.4%

84

(%

OIN|O[N]|0

17

61

22

1295  131%
1.2%
1.2%
1.2%
46.4%
6.0%
19.0%
1.2%
3.6%
6.0%
(%)
8 9.5%
2 2.4%
COVID-19 9 10.7%
66 78.6%
=84 "
100%
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80
1.6%
70 79
82%

10 19
0.0%

60 69
14.8%

50 59
24.6%

65

10

22

61 9

45.9%

62.3%

14.8%

1.6%

( %)

11.5%

3.3%

6.6% COVID-19

1.6%

Ol|rR|[d[N([N

0.0%

14

23.0%

42

68.9%

=61"

0

1.6%
1.6%
6.6%
14.8%
3.3% 8.2% 1.6%
( )
5 8.2%
2 3.3%
7 11.5%
47 77.0%
=61 *
100%
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321 o 22
10 19
70 79 1.9%
3.1% 20 29 7
60 69 15.3% e
8.7% -
41.4% 9.0%
30 39
21.2%
G 8.4%
50 59
24.3%
56.4% 1.6% 8.4%
40 49
25.2%
5 0% 25% o, 3.4%
1%
1 ( %) ( %) ( %)
178 55.5% 27 8.4% 28 8.7%
43 13.4% 16 5.0% 10 3.1%
100 31.2% 14 4.4% COVID-19 43 13.4%
0] 0.0% 3 0.9% 245 76.3%
10 3.1% =321 **
42 13.1%
233 726% 100%
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Data Cutoff Date
2022/9/22 7:00

3
1 19 125
u/mL u/mL
1,000 . 31,623 1
I
10,000 ’ -
100 _
3,162 :
10
1,000
316
1 —
L]
b 100
2
2 1
20 4 1 3 04(04-04) 506 (326 - 785) N
30 2 1 1 04(04-04) 362 (33 -4,013) e 2a 3» 203 4261 210
40 3 1 2 04(04-04) 347 (10 - 11,510) (137 - 301) (3374-5380)  (145-303)
16 10 6 1,907 11,299 59
50 6 1 5 06(02-13) 785 (258 - 2,384) (903 - 4,027) (7,752 - 16,467) (33-105)
54 20 34 644 13441 20.9
60 4 1 3 10(02-6.6) 763 (194 - 3,009) (461 - 898) (10,752 - 16,802) (14.1 - 30.9)
445 7,930 17.8
19 5 14 05(04-08) 577 (376 - 886) 12553 72 (338 - 586) (6,655 - 9,448) (13.9 - 22.9)
u/mL 95 u/mL 95
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Data Cutoff Date
2022/9/22 7:00

n=66

20 8 5 3

30 13 4 9

40 13 4 9

50 16 6 10

60 16 5 11

66 24 42

Day2 Day3 Day4 Day5 Day6 Day7 Day8
2 n=44

20 6 3 3

30 9 4 5

40 7 2 5

50 11 3 8

o - 60 11 3 8
Day2 Day3 Day4 Day5 Day6 Day7 Day8 44 15 29

n=270

10 val 2 2

20 31 16 15

30 55 19 36

40 73 35 38

—_— L _ L L 50 71 27 44
60 36 14 22

Day2 Day3 Day4 Day5 Day6 Day7 Day8
/ / / / / / / 270 113 157
837.5-38
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AE

Grade
AE 3
<20cm 20-50cm >5.0cm
<20cm 20-50cm >5.0cm
<20cm 20-50cm >5.0cm
AE
Grade
AE 1 2 3
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Data Cutoff Date
2022/9/22 7:00

1 n=66
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Data Cutoff Date
2022/9/22 7:00

Day9

0.00%
9.43%
3.77%
1.89%
1.89%
0.00%
9.43%
5.66%
5.66%

1.89%

n=53

Dayl10

0.00%
7.55%
3.77%
0.00%
1.89%
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5.66%
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3.77%

1.89%

Day10
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n=35

Dayl10
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AE

Data Cutoff Date
2022/9/22 7.00

n=84
0.1
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6.0
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AE




AE

Data Cutoff Date
2022/9/22 7:00

3 n=270
01
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(0.4%), (0.4%),
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(0.4%), (0.4%),
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26
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HI1IN1

SARS-CoV-2 H1NLpdm
RNA
H1N1
2022 2021-2022 2021-2022 2021-2022
( NHO,JCHO) ( ,NHO,JCHO, ( ,NHO,JCHO, ( , 2009 (NHO)
JOHAS, ) , ) NHO,JCHO)
(o5 1 2 3 3 3
66 44 270 19,806 3,035 13,220 1,170 554 21972
6.1 40.9 111 393 39.7 76.3 62.9 534 31
375 (17-148) (263-568) (76-155)| (386-399) (380-415)( (756-77.0) (60.1 -65.7) (49.2 -57.6) (2.9 -3.3)
o 227 15 21.6 211 59.8 434 29.2 05
380 (115 -37.8) (04-37) | (21.0-222) (196-226) | (59.0-60.7) (40.6 -46.3) (255 -33.2) (0.4 -0.5)
57.6 81.8 74.4 96.6 921 93.2 94.1 80.3 70.0
(448 -69.7) (67.3-91.8) (688-795)| (96.3-968) (91.0-930)| (92.7-936) (92.6 -95.4) (76.8 -83.6) (69.4 -70.6)
106 38.6 17.8 24.0 171 29.7 294 24.0 60.1
(44 -206) (244-545) (134-229)| (235-246) (158-185)( (28.9-30.5) (26.8 -32.1) (20.5 -27.8) (59.4 -60.7)
47.0 795 71.1 96.1 90.9 91.6 920 785 438
(346 -59.7) (64.7-902) (653-76.4) (958-964) (89.8-91.9)( (91.1-92.1) (90.3 -93.5) (74.9 -81.9) (43.1 -44.4)
106 364 115 20.7 16.4 239 31.1 155 36.0
(44 -206) (224-522) (79-159)| (202-21.3) (151-178)| (23.1-24.6) (28.5 -33.9) (12.6 -18.8) (35.4 -36.6)
7.6 18.2 10.7 20.5 11.3 231 237 14.8
(2.5 -16.8) (8.2 -32.7) (73-151) | (199-21.0) (102-125)| (224 -23.9) (213 -26.2) (11.9 -18.0)

7.6 40.9 15.6 253 25.2 352 373 235 282
(25-16.8) (263-56.8) (114 -204)| (247 -259) (237-268)| (344 -36.0) (345 -40.1) (20.0 -27.2) (27.6 -28.8)
9.1 432 9.6 17.0 133 175 185 14.6 34.6
(34-187) (283-590) (64-138)| (165-176) (121-146)| (16.9-18.2) (16.4 -20.9) (118 -17.8) (34.0 -35.2)
455 59.1 46.3 78.8 76.2 85.6 82.6 79.6 26.6
(331-582) (432-737) (40.2-524)| (782-794) (746-77.7)| (85.0-86.2) (80.4 -84.8) (76.0 -82.9) (26.1 -27.2)
31.8 65.9 374 72.0 69.0 80.9 75.6 72.6 19.0
(209 -44.4) (50.1-795) (31.6-435)| (71.4-726) (67.3-706)| (80.2-81.6) (73.1-78.1) (68.6 -76.2) (185 -19.5)
30.3 455 293 58.0 55.1 64.7 645 592 14.1
(19.6 -429 (304 -612) (239-351) (574-587) (53.3-568)| (63.9-655) (61.7 -67.3) (55.0 -63.3) (13.6 -14.6)
9.1 15.9 85 10.9 17.3 15.0 214 245 104
(3.4 -18.7) (6.6 -30.1) (55-125) | (105-113) (16.0-187)| (144 -156) (19.1 -23.8) (21.0 -28.4) (10.0 -10.8)

Data Cutoff Date Data Cutoff Date Data Cutoff Date
2022/9/22 7.00 2022/7/22 7.00 2022/6/17 7.00
1 3 1 AE
2 4 7 3 4
2 4 3 4 g b
2 4 12 (j [}
H1IN1 1 AE il b 38
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2022 4 19 2022 5 25
3 2022 6
17 2022 9 22 84 1 61 2 3
2022 5 27 2022 9 22 321 3
1 10 1.2% 20 14.3 30
23.8 40 179 50 214 60 13.1% 70 7.1% 80
1.2% 39.3% 60.7% 2 20 131 30
213 40 164 50 24.6 60 148% 70 82% 80
1.6% 10 37.7% 62.3%
3 10 1.9% 20 15.3% 30 212 40
252 50 243 60 87% 70 3.1% 80 0.3%
43.6% 56.4%
1 1 Day8 66 375
6.1% 38 O 47.0% 2 1
Day8 44 375 409% 38 22.7%
79.5% 3 3 1 Day8
270 375 11.1% 38 1.5
71.1%
PMDA
SAE 3
SAE 1 PMDA
2 1 19 577U/mL
125
178
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