
7 2 6

SARS-CoV-2 RNA

6 4 24
1 SARS-CoV-2 RBD

mRNA 0.15 mg
6

5 11 SARS-CoV-2

SARS-CoV-2

12
1 0.6 mL

5 11
1 0.2 mL
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6 12 11

SARS-CoV-2 RNA

6 4 24
1 SARS-CoV-2 RBD

mRNA 0.15 mg

SARS-CoV-2

SARS-CoV-2 mRNA
SARS-CoV-2 mRNA

12
1 0.6 mL

5 11
1 0.2 mL

SARS-CoV-2 mRNA
SARS-CoV-2 mRNA
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1.
2020 1 COVID-19

SARS-CoV-2 SARS-
CoV-2 WHO 2023 5 5 COVID-19

Public Health Emergency of International Concern 1

COVID-19 SARS-CoV-2
2

2023 5 8 COVID-19
2 5 2024 3 31

SARS-CoV-2

COVID-19 https://www.who.int/publications/i/ite
m/WHO-2019-nCoV-Sci_Brief-Children_and_adolescents-2021.1 2024 12 3

J Pediatric Infect Dis Soc 2021; 10: 1097-100
SARS-CoV-2 Front Ne

urosci 2023; 27; 17: 1085082
SARS-CoV-2 S RBD mRNA

18 1 1
SARS-CoV-2 2023 8 2

5 SARS-CoV-2 XBB.1.5
1 3 1

XBB.1.5 1 1 XBB.1.5 12
2023

11 28
5 11 2 BA.4-5 / 214

5 11
6 SARS-CoV-2

JN.1 1 4

JN.1 1 1
JN.1 2024 9 2

5

6 3 6 0306 4 0306 1 12

1 https://www.who.int/news/item/05-05-2023-statement-on-the-fifteenth-meeting-of-the-international-health-regulations-(2005)-emergency-committ
ee-regarding-the-coronavirus-disease-(covid-19)-pandemic 2024 12 3

2 https://cdn.who.int/media/docs/default-source/documents/ihr/covid-19_standing-recommendations_9-august-2023.pdf 2024 12
3

3 49 https://www.mhlw.go.jp/stf/newpage_34645.html 2024 12 3
4 2

https://www.mhlw.go.jp/stf/shingi2/newpage_00104.html 2024 12 3
5 20
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1 XBB.1.5
mRNA

2024 11
SARS-CoV-2

1 S RBD mRNA

2 BA.4-5 BA.4/BA.5
S RBD mRNA

1 XBB.1.5 XBB.1.5 S RBD
mRNA

1 JN.1 MAFB-6197a JN.1 S RBD
mRNA

2.

3.

4.

5.

6.
6.1

SARS-CoV-2 10

6.2

7.
1 1



5

1

214 5 11
5

11 a) 1

1
2 BA.4-5 10 μg

4
2 BA.4-5 20 μg

3
2

2 BA.4-5 76

2 BA.4-
5 79

1
2 BA.4-5

10 μg 20 μg

2
2 BA.4-5

20 μg 5 11
a) 2 BA.4-5

a 1 SARS-CoV-2 mRNA 10 μg

7.1 CTD 5.3.5.1-1 DS5670-214 2023 5
2023 12 2

5 11 1 2 3
5 11 1 6 3 2 204 102 6

2 BA.4-5
1 7

2 42

1
2 BA.4-5 10 μg 20 μg 1

7 2 BA.4-5 10 μg 4 2 BA.4-5 20 μg
3 2
BA.4-5 10 μg 72 2 BA.4-

5 20 μg 2 BA.4-5 20 μg 72
2 8

4 Day 29 SARS-CoV-2
BA.5.2.1 2

6 146 4 GMT 1.10
0.490 97.5% 204 1 1

10% 0.025 GMT
83.4% 90.4%

75.4%
7

8 72

2 BA.4-5 10 μg 20 μg 72
1 1



6

2 4 SARS-CoV-2 BA.5.2.1
214 1

2 BA.4-5 10 μg
4

2 BA.4-5 20 μg
3

Day 1 48.3 28.3, 320.0 56.6 7.1, 160.0
4 Day 29 1280.0 226.3, 3620.4 2560.0 905.1, 5120.0

,

FDA Guidance 
for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine 
Clinical Trials 2007 9

7 9

37.5

28 9

52 9

7 3

3 7 214 1
2 BA.4-5 10 μg

4
2 BA.4-5 20 μg

3

100 4 0 100 3 0
0 0 0 0

50.0 2 0 0 0
0 0 0 0

100 4 0 100 3 0
50.0 2 0 33.3 1 0

0 0 33.3 1 0
50.0 2 0 33.3 1 33.3 1
25.0 1 0 33.3 1 33.3 1
50.0 2 0 33.3 1 0

0 0 0 0
0 0 0 0
0 0 0 0

% MedDRA/J Ver.26.1

28 4

9 7 Day 1 8
28 Day 1 29 Day 9
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4 28
214 1

2
BA.4-5 10 μg

4

2
BA.4-5 20 μg

3

2
BA.4-5 10 μg

4

2
BA.4-5 20 μg

3
50.0 2 66.7 2 50.0 2 0
50.0 2 0 50.0 2 0
25.0 1 0 0 0
25.0 1 0 0 0
25.0 1 0 0 0
25.0 1 0 0 0
25.0 1 0 25.0 1 0
25.0 1 0 25.0 1 0
25.0 1 0 25.0 1 0
25.0 1 0 25.0 1 0
25.0 1 0 25.0 1 0
25.0 1 0 0 0

0 33.3 1 0 0
0 33.3 1 0 0

% MedDRA/J Ver.26.1

2
1 2 BA.4-5

20 μg 2 BA.4-5 20 μg 5 11 2
BA.4-5 1

10 155 2 BA.4-5 76 2 BA.4-
5 79 11 2 BA.4-5 1 154

FAS FAS
2 BA.4-5 1 153 2 BA.4-5 75

2 BA.4-5 78 FAS
2 BA.4-5 1

2 BA.4-5 3 149 2 BA.4-5 74 2
BA.4-5 75 PPS

4 SARS-CoV-2 BA.5.2.1
GMT 4
2 2 BA.4-5 2

BA.4-5
2 BA.4-5 2 BA.4-5 GMT

95%CI 0.67
2 BA.4-5 2 BA.4-5

10 SARS-CoV-2 SARS-CoV-2 SARS-CoV-2
RT-PCR SARS-CoV-2

COVID-19 SARS-CoV-2 N

11



8

95%CI 10%
5 GMT 95%CI

0.67 95%CI 10%
2 BA.4-5 2 BA.4-5

5 4 SARS-CoV-2 BA.5.2.1
214 2 PPS

GMT
95%CI a

GMT
95%CI a 95%CI b c

%
95%CI d

%
2 BA.4-5

74 67
1644.228

1346.417, 2007.912 1.636
1.221, 2.190

92.5
83.4, 97.5 2.6

-7.8,13.82
BA.4-5 75 59

1005.274
812.690, 1243.494

89.8
79.2, 96.2

GMT 10 0.5
a GMT GMT 95%CI

SARS-CoV-2
b 4 4
c 95%CI Clopper-Pearson
d SARS-CoV-2 Mantel-Haenszel 95%CI SARS-CoV-2

Newcombe-Wilson score

FDA Guidance 
for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine 
Clinical Trials 2007 9

7 9

37.5

28 9

52 9

7 6

6 7 214 2
2 BA.4-5

75
2 BA.4-5

79

86.7 65 2.7 2 88.6 70 0
16.0 12 0 15.2 12 0
25.3 19 1.3 1 16.5 13 0
20.0 15 0 10.1 8 0
85.3 64 0 86.1 68 0
46.7 35 1.3 1 25.3 20 0
10.7 8 0 11.4 9 0

37.3 28 4.0 3 29.1 23 1.3 1
16.0 12 4.0 3 12.7 10 1.3 1
24.0 18 0 17.7 14 1.3 1
21.3 16 0 17.7 14 0

0 0 1.3 1 0
8.0 6 0 6.3 5 0

% MedDRA/J Ver.26.1
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2 7

7 28 2
214 2

2
BA.4-5
75

2
BA.4-5

79

2
BA.4-5
75

2
BA.4-5

79
48.0 36 41.8 33 10.7 8 10.1 8
10.7 8 1.3 1 8.0 6 1.3 1
8.0 6 1.3 1 8.0 6 1.3 1
6.7 5 0 5.3 4 0
5.3 4 3.8 3 0 0
4.0 3 13.9 11 0 0
4.0 3 2.5 2 0 0
2.7 2 2.5 2 0 0
2.7 2 1.3 1 0 0
2.7 2 0 0 0
2.7 2 0 0 0
1.3 1 3.8 3 0 1.3 1
1.3 1 2.5 2 0 0

0 2.5 2 0 1.3 1
0 2.5 2 0 0

% MedDRA/J Ver.26.1

2 BA.4-5 1
2 BA.4-5 1

7.R
7.R.1

5 11

COVID-19 WHO
18 1

2023 8 WHO 2023 5 8
2

5 SARS-CoV-2

COVID-19
Front Neurosci 2023; 17: 1085082

JAMA 
Pediatr 2023; 177: 384-94

SARS-CoV-2 4 12

12 4 7 15
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5 11

SARS-CoV-2 SARS-CoV-2
2023 5 8 ICMRA COVID-19 13

SARS-CoV-2
12

1 2 BA.4-5
1 XBB1.5

1 XBB1.5 5 11 17
5 11

12 5 11
2 BA.4-5 1 XBB.1.5

12 SARS-
CoV-2 5

Early consideration 14 1
JN.1 5 11 1 JN.1

SARS-CoV-2 4

12 SARS-CoV-2

SARS-CoV-2 GMT
ICMRA

COVID-19 13 5 11 1 XBB.1.5
5 11 / 214

5 11 2 BA.4-5
5 11 2 BA.4-5 5 11

1 XBB.1.5

12 XBB.1.5
12 1 XBB.1.5

2 BA.4-5 5

13 https://icmra.info/drupal/en/covid-19/8may2023 2024 12 3
14 6 5 29
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11 17 12 1 XBB.1.5

6 JN.1
5

12 1 JN.1 12 5
11 1 JN.1 5 11 1
JN.1

1 JN.1 5 11

7.R.2
7.R.2.1 7.R.2.3 1 XBB.1.5 JN.1 5 11

SARS-CoV-2

7.R.2.1 5 11 2 BA.4-5
5 11 2 BA.4-5

5 11 2
BA.4-5 214 214 2 4

SARS-CoV-2 BA.5.2.1 GMT
5 11 2 BA.4-5 2 BA.4-5

7.1
214 2 BA.5.2.1

8 XBB.1 BQ.1
9 2 BA.4-

5
214 2 4 8 COVID-19 15

15 COVID-19 37.5°C
1 RT-PCR SARS-CoV-2 SARS-CoV-2
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8 SARS-CoV-2 BA.5.2.1 GMT GMFR
214 2 PPS

BA.5.2.1
2

BA.4-5
74

2
BA.4-5
75

2
BA.4-5

74

2
BA.4-5
75

Day 1
73 75 73 75

GMT
95%CI a

72.421
50.366, 104.134

79.274
53.783, 116.845

317.345
226.872, 443.897

368.174
260.380, 520.595

4 Day 29
67 59 67 59

GMT
95%CI a

1692.483
1310.447, 2185.893

965.504
729.071, 1278.609

3316.202
2607.950, 4216.798

2874.621
2310.323, 3576.750

GMFR
95%CI a

26.421
19.534, 35.736

18.098
13.184, 24.843

11.732
8.696, 15.828

11.313
8.457, 15.134

b

95%CI c %
92.5

83.4, 97.5
89.8

79.2, 96.2
82.1

70.8, 90.4
86.4

75.0, 94.0
GMT 10 0.5×
a 95%CI t
b 4 4
c 95%CI Clopper-Pearson

9 SARS-CoV-2 XBB.1.5.6 BQ.1.1.3 GMT GMFR
214 2 PPS

XBB.1.5.6 BQ.1.1.3
2

BA.4-5
74

2
BA.4-5
75

2
BA.4-5

74

2
BA.4-5
75

Day 1
73 75 73 75

GMT
95%CI a

37.073
27.214, 50.504

57.101
37.874, 86.089

65.233
47.464, 89.654

83.019
57.820, 119.199

4 Day 29
67 59 67 59

GMT
95%CI a

783.048
579.353, 1058.360

488.448
359.324, 663.971

900.376
662.739, 1223.222

982.676
746.611, 1293.380

GMFR
95%CI a

24.581
18.738, 32.244

13.894
10.103, 19.108

15.191
11.552, 19.977

16.967
12.396, 23.221

b

95%CI c %
95.5

87.5, 99.1
86.4

75.0, 94.0
88.1

77.8, 94.7
89.8

79.2, 96.2
GMT 10 0.5×
a 95%CI t
b 4 4
c 95%CI Clopper-Pearson

214 2 1 XBB.1.5
212 16 5 11 12 2

BA.4-5 10 12 2
BA.4-5 60 μg 5 11 2 BA.4-5 20 μg

GMT 2 BA.4-5

16 5 11 17 9
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10 SARS-CoV-2 BA.5.2.1
214 2 212 A B PPS

2 BA.4-5
5 11

74
12 17

33
18 64

656
65

132
Day 1  

73 33 656 132
GMT
95%CI a

72.421
50.366, 104.134

160.034
85.085, 301.002

67.558
59.450, 76.771

45.611
35.325, 58.893

4 Day 29  
67 30 603 126

GMT
95%CI a

1692.483
1310.447, 2185.893

1222.199
842.632, 1772.744

515.033
464.219, 571.408

362.173
286.071, 458.521

GMFR
95%CI a

26.421
19.534, 35.736

7.998
4.964, 12.885

8.276
7.481, 9.155

8.156
6.700, 9.928

b

95%CI c %
92.5

83.4, 97.5
73.3

54.1, 87.7
73.1

69.4, 76.6
76.2

67.8, 83.3
GMT 10 0.5×
a 95%CI t
b 4 4
c 95%CI Clopper-Pearson

7.R.2.2 12 1 XBB.1.5 JN.1
12 1 XBB.1.5 JN.1

1 XBB.1.5 237

1 XBB.1.5
1 / / 146

SARS-CoV-2
5 7 19 1

XBB.1.5 212 2
BA.4-5 SARS-CoV-2

5 11 17
1 XBB.1.5 ICMRA COVID-19

13 1 XBB.1.5
2 BA.4-5 212 1 XBB.1.5

12 17 1 XBB.1.5
7 237 28

20 1 XBB.1.5
60 μg 1 XBB.1.5 1

4 SARS-CoV-2 XBB.1.5.6 GMT
4 2

1 XBB.1.5 1 XBB.1.5

1 XBB.1.5 1 XBB.1.5 GMT 95%CI

17 SARS-CoV-2 SARS-CoV-2
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0.67
1 XBB.1.5 1 XBB.1.5 95%CI

10%
11 GMT 95%CI

95%CI 1 XBB.1.5
1 XBB.1.5 4

8 COVID-19 1 XBB.1.5 2 1
XBB.1.5 3 COVID-19
12 1 XBB.1.5

1 2 SARS-CoV-2

11 4 SARS-CoV-2 XBB.1.5.6
237 PPS

GMT
95%CI a

GMT
95%CI a 95%CI b c

%
95%CI d

%
1 XBB.1.5

362 362
1691.877

1527.122, 1874.405 1.218
1.059, 1.401

87.3
83.42, 90.54 4.5

-0.70, 9.711
XBB.1.5 363 363

1388.927
1253.021, 1539.573

82.9
78.65, 86.65

GMT 10 0.5
a GMT GMT 95%CI

SARS-CoV-2 SARS-CoV-2

b 4 4
c 95%CI Clopper-Pearson
d SARS-CoV-2 SARS-CoV-2 Mantel-Haenszel

95%CI SARS-CoV-2 SARS-CoV-2 Newcombe-Wilson score

1 JN.1
12 1 XBB.1.5

1 JN.1
6 5 23

0523 1 0523 3 SARS-CoV-2
5

Early consideration 14

7.R.2.3 5 11 1 XBB.1.5 JN.1
5 11 1 XBB.1.5 JN.1

146 212 214
237 ICMRA COVID-19 13

12 1 XBB.1.5 JN.1
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5 11 1 XBB.1.5 JN.1

7.R.1 7.R.2.1 7.R.2.3 1
XBB.1.5 JN.1 5 11 SARS-CoV-2

1 XBB.1.5 JN.1 1

1 XBB.1.5 JN.1 RBD

RNA 1

1 XBB.1.5 JN.1

5 11 2 BA.4-5

SARS-CoV-2 BA.5.2.1 GMT

5 11 2 BA.4-5 2 BA.4-5

5 11 2 BA.4-5 SARS-CoV-2 BA.5.2.1

GMT 12

12 1 XBB.1.5 JN.1

12 1 XBB.1.5 SARS-CoV-2

XBB.1.5.6 GMT 1

XBB.1.5 1 XBB.1.5

7.R.3
7.R.3.1 7.R.3.2 5 11 1 XBB.1.5 JN.1

12
1 JN.1

7.R.3.1
7.R.3.1.1 5 11 2 BA.4-5

5 11 2 BA.4-5

214 2 12
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12 214 2
 2 BA.4-5

75
2 BA.4-5

79
 86.7 65 88.6 70

 2.7 2 0
 37.3 28 29.1 23

 4.0 3 1.3 1
 48.0 36 41.8 33

 0 0
 10.7 8 10.1 8

 0 0
 0 0

 1.3 1 1.3 1
 0 0

%  

214 2 2 BA.4-5 86.7%
2 BA.4-5 88.6%

2 BA.4-
5 85.3% 2 BA.4-5 86.1% 46.7%

25.3% 6 2 BA.4-5 2.7% 2/75
1

2 BA.4-5 2 1
4 2 BA.4-5 1.5 1 3 2

BA.4-5 3 1 9 2 BA.4-5 2 1 6
2 BA.4-5 2

BA.4-5

2 BA.4-5 37.3% 28/75
2 BA.4-5 29.1% 23/79 2 BA.4-5

24.0% 17.7%
21.3% 17.7% 6 2 BA.4-

5 4.0% 3/75 3 2 BA.4-5 1.3% 1/79
1

2 BA.4-5 2 1 8 2
BA.4-5 2 1 6 2 BA.4-5 2 1 5

2 BA.4-5 1 1 12
2 BA.4-5
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214 2 2 BA.4-5 48.0%
2 BA.4-5 41.8% 2

BA.4-5 10.7% 2 BA.4-5 1.3%
8.0% 1.3% 6.7% 0% 5.3% 3.8% 4.0%

13.9% 7
2 BA.4-5 10.7% 2 BA.4-5 10.1%

8.0% 1.3% 8.0% 1.3% 5.3%
0% Day 9 29

2 BA.4-5 10.7% 8/75
8 5 1

2 BA.4-5 1.3% 1/79
1

2 BA.4-
5 2.7% 2/75 1 2 BA.4-5 3.8% 3/79

2 1

214 2 28
29 2 BA.4-5 1
2 BA.4-5 1

5 11 12
214 2 212 18 5 11 12

2 BA.4-5 13
5 11

18 5 11 17 10
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13 5 11 12 2 BA.4-5
214 2 212

5 11
75

12
349

86.7 65 89.4 312
2.7 2 2.3 8

37.3 28 43.0 150
4.0 3 2.3 8

48.0 36 15.5 54
0 1.1 4

10.7 8 6.3 22
0 0.9 3
0 0

1.3 1 0.3 1
0 0

%

5 11
12 5 11

12
5 11

12 5 11
2 BA.4-5 2

BA.4-5 14 5 11

12
2 BA.4-5 2 BA.4-5

2 BA.4-5

14 214 2 212
5 11 12

2
BA.4-5
75

2
BA.4-5

79

2
BA.4-5
349

2
BA.4-5

352
10.7 8 1.3 1 1.4 5 0.3 1
10.7 8 1.3 1 0.9 3 0
6.7 5 1.3 1 0 0
6.7 5 0 0.6 2 0
1.3 1 0 0.3 1 0
1.3 1 0 0 0

0 0 0.3 1 0.3 1
2.7 2 3.8 3 0.6 2 0.9 3
1.3 1 2.5 2 0.3 1 0
1.3 1 1.3 1 0.3 1 0.9 3

%
5 11 214 2 MedDRA/J Ver.26.1 12 212
MedDRA/J Ver.26.0

5 11 2 BA.4-5
2 BA.4-5
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5 11 12 2 BA.4-
5

7.R.3.1.2 12 1 XBB.1.5 JN.1
12 1 XBB.1.5 JN.1

18 1

/ / 146

1 5 7 19

12 1 XBB.1.5

2 BA.4-5 2 BA.4-5

5 11 17

12 1 XBB.1.5

1 XBB.1.5 1 2

BA.4-5 1 XBB.1.5

12 1 XBB.1.5

237 28 20

15

15 237
 1 XBB.1.5

393
1 XBB.1.5
384

 91.9 361 88.3 339
 3.6 14 3.1 12

 46.6 183 46.9 180
 1.8 7 2.6 10

 19.6 77 19.3 74
 0 0

 8.1 32 3.6 14
 0 0

 0 0
 0 0.5 2

 0 0
%  

7 16
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16 7 237
1 XBB.1.5

393
1 XBB.1.5
384

91.9 361 3.6 14 88.3 339 3.1 12
14.0 55 1.5 6 9.9 38 2.1 8
17.8 70 1.8 7 14.6 56 1.3 5
14.2 56 0.8 3 12.0 46 1.0 4

89.3 351 0.5 2 85.7 329 0.5 2
29.3 115 0.3 1 31.5 121 0.3 1
21.6 85 0 13.8 53 0

46.6 183 1.8 7 46.9 180 2.6 10
16.0 63 0.5 2 16.7 64 0.8 3

30.5 120 0.8 3 35.9 138 1.3 5
17.8 70 0.8 3 24.7 95 0.8 3
1.0 4 0 1.0 4 0

17.3 68 0.3 1 19.0 73 0.3 1
% MedDRA/J Ver.26.1

28 4
17

17 28 4
237

1
XBB.1.5

393

1
XBB.1.5

384

1
XBB.1.5

393

1
XBB.1.5

384
19.6 77 19.3 74 8.1 32 3.6 14
3.8 15 2.1 8 0.3 1 0
2.3 9 0.3 1 2.0 8 0.3 1
1.5 6 0.3 1 1.5 6 0.3 1
1.5 6 0 1.5 6 0
1.3 5 2.1 8 0.3 1 0.5 2
1.3 5 0.5 2 0.5 2 0

COVID-19 1.0 4 1.0 4 0 0
1.0 4 0.3 1 1.0 4 0.3 1
1.0 4 0.3 1 1.0 4 0.3 1

% MedDRA/J Ver.26.1

1 XBB.1.5
1 XBB.1.5 0.5% 2/384 1

237 12 1 XBB.1.5 1
XBB.1.5

1 JN.1 7.R.2 1 JN.1

7.R.3.1.3 5 11 1 XBB.1.5 JN.1
5 11 1 XBB.1.5 JN.1
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7.R3.1.1 7.R3.1.2 5 11 1 XBB.1.5
JN.1 5 11 1 XBB.1.5

JN.1 2 BA.4-5 12

214 5 11 2 BA.4-5 5 11
2 BA.4-5

212 12 2 BA.4-5
5 11 2 BA.4-5

5 11 1 XBB.1.5 JN.1
1 XBB.1.5 JN.1 1

2 BA.4-5 12 1 XBB.1.5
12 5 11

1 XBB.1.5 JN.1
1 JN.1

7.R.3.2

SARS-CoV-2 RNA
5 11 12

104 6 7
19 1 2

BA.4-5 1 XBB.1.5
20

5 11 12

RMP

SARS-CoV-2 RNA 10 20
MMWR 2022; 71: 517-23 Vaccine 2022; 40: 5153-9 J Infect Chemother 

19 https://www.mhlw.go.jp/stf/shingi2/newpage_00109.html 2024 12 3
20 104 6 7

1 XBB.1.5 1
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2024; S1341-321X(24)00209-5 5 11 SARS-CoV-2 SARS-CoV-2
RNA 12 MMWR 
2022; 71: 517-23 104

6 7 19

1 2 BA.4-5 1 XBB.1.5
SARS-CoV-2 RNA

12

7.R.4

WHO 2020 COVID-19 COVID-19
2023 5 5 SARS-CoV-2

2

SARS-CoV-2 5 9 N 91% S
96% 10 14 N 87% S 95%

85
21

COVID-19
Front Neurosci 2023; 17: 1085082

2024/25
2024 10 27

5 11

COVID-19

SARS-CoV-2 214
214

BA.4-5
XBB.1.5 5 11 1 XBB.1.5

12
214 7.R.2 7.R.3 5

11
6 SARS-CoV-2 JN.1

4 JN.1

21 https://www.mhlw.go.jp/content/10906000/001257066.pdf 2024 12 3
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12 2024 9 5 11 12
1 JN.1 1 JN.1

6 5 23
0523 1 0523 3

22

12 SARS-CoV-2

SARS-CoV-2
SARS-CoV-2

COVID-19 1
5 11

COVID-19

SARS-CoV-2
12

5 11 17
2 BA.4-5 214 1

XBB.1.5 7.R.1
6 JN.1

12 JN.1
5 11 1 JN.1

5 7 19 5 11 17
6 9 2 214

7.R.2 7.R.3
1 JN.1 5

11 COVID-19

12
SARS-CoV-2

7.R.5

22 2024 9 2
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214 1 5 11 214 1
146

10 μg
20 μg 214 1 20 μg

214 2 20 μg 214 2
SARS-CoV-2 BA.5.2.1 GMT

2 BA.4-5 2 BA.4-5
5 11 1 XBB.1.5

JN.1 12 2
BA.4-5 1 XBB.1.5 1

5 11 1 0.2 mL

12 1 0.6 mL

6 3 6 0306 4 0306 1 5

12
5 1 0.6 mL

XBB.1.5 JN.1
5 11

12 5 11 1 0.2 
mL

5 11 1 XBB.1.5 JN.1
7.R.2 7.R.3 2

BA.4-5 1 XBB.1.5 JN.1
12 5 11

1 0.2 mL

7.R.6

7.R.3 5 11
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12

5 11

5 11

5 11

7.R.3.2 12
5 11

8.
8.1

8.2 GCP

CTD 5.3.5.1-1 GCP

9. 1
1 XBB.1.5 JN.1 5 11

SARS-CoV-2
SARS-CoV-2
5 11
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2

7 2 5

SARS-CoV-2 RNA

6 4 24

1.

20 12 25 20 8

1 7.R.2 7.R.3
7.R.4 7.R.5 7.R.6

1.1
1 7.R.6

18
19

18

VAED
VAERD
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19

12
XBB.1.5

5 11

12
XBB.1.5

5 11

12
XBB.1.5

 
2.

13
8 1

SARS-CoV-2

12
1 0.6 mL

5 11
1 0.2 mL



i 

CI Confidence interval
COVID-19 Coronavirus disease SARS-CoV-2
DNA Deoxyribonucleic acid

FAS Full analysis set
FDA Food and Drug Administration
GMFR Geometric mean fold rise
GMT Geometric mean titer

ICMRA International Coalition of Medicines 
Regulatory Authorities

LNP Lipid Nanoparticle

MedDRA Medical Dictionary for Regulatory 
Activities ICH

mRNA Messenger RNA RNA
PPS Per-protocol set
RBD Receptor-binding domain
RNA Ribonucleic acid
RT-PCR Reverse Transcription Polymerase 

Chain Reaction
SARS-CoV-2 Severe Acute Respiratory Syndrome 

CoronaVirus-2
2

S Spike protein
WHO World Health Organization

Wuhan-Hu-1

RTU
2

BA.4-5
RTU 2

BA.4-5 2
BA.4-5

146 DS5670-146
212 DS5670-212
214 DS5670-214
237 DS5670-237

1 1

1 S
RBD mRNA

1 JN.1 MAFB-6197a JN.1 S
RBD

mRNA
1

XBB.1.5
XBB.1.5

S RBD
mRNA



ii

2
BA.4-5 BA.4 BA.5 S

RBD mRNA


