
 
 

 



4 5 26

SARS-CoV-2

3 5 24

4 5 16

 

42 38

COVID-19

COVID-19
19,577 484 6,685.60

COVID-19

COVID-19 19,577 484 6,685.60

42 39

COVID-19

COVID-19
19,577 433 6,658.36

COVID-19

COVID-19 19,577 433 6,658.36

54 52

FAS

15,708 15,592

104 0.7% 136 0.9%

   4 <0.1%   13 <0.1%

FAS

15,708 15,592

104 0.7 136 0.9

   4 <0.1   13 <0.1

54 53

1

3,015 3,052
25 0.8% 7 0.2%
21 0.7% 5 0.2%
22 0.7% 4 0.1%

  8 0.3% 5 0.2%
  1 <0.1% 0

1

3,015 3,052
25 0.8% 7 0.2%
21 0.7% 5 0.2
22 0.7% 4 0.1

  8 0.3% 5 0.2%
  1 <0.1% 0

73 21 mRNA

SARS-CoV-2

mRNA

SRAS-CoV-2
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1.  
SARS-CoV-2 RNA

4
HCoV-229E HCoV-OC43 HCoV-NL63 HCoV-HKU1

SARS-CoV MERS-CoV 2019
SARS-CoV-2 Lancet 2020; 395: 565-74 Nat 

Microbiol 2020; 5: 536-44  
2019 12 31 WHO

2020 1 30 WHO
Public Health Emergency of International Concern 1

https://www.who.int/news/item/30-01-2020-statement-on-the-second-meeting-of-the-international-health-regula
tions-(2005)-emergency-committee-regarding-the-outbreak-of-novel-coronavirus-(2019-ncov) 20
22 3 13 3 11 COVID-192

https://www.who.int/director-general/speeches/detail/who-director-general-s-opening-remarks-at-the-media-b
riefing-on-covid-19---11-march-2020 2022 3 13 COVI
D-19

2022
3 27 479,311,589 6,122,118 https://www.

who.int/publications/m/item/weekly-epidemiological-update-on-covid-19---29-march-2022 2022
3 30 2022 3 29 6,410,635 27,831

https://www.mhlw.go.jp/stf/newpage_24876.html 2022 3 30  
SARS-CoV-2 2022 3 30

RNA SARS-CoV-2
5 11 COVID-19

SARS-CoV-2

2022 3 30 80%
40% https://www.kantei.go.jp/jp/headline/kansensho/vaccine.html
2022 3 30 SARS-CoV-2

SARS-CoV-2
COVID-19

SARS-CoV-2
 

SARS-CoV-2 S

26 E1 E3 E4

                                                        
1  WHO IHR  

 
 

2  https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/naming-the-coronavirus-disease-(covid-2019)-and-the-virus
-that-causes-it 2022 3 13  
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5 26
Ad26 ACE

2 SARS-CoV-2 S
SARS-CoV-2 S

SARS-CoV-2 2020 7
2020 8 COV1002

2021 2 2021 3
2022 3 100 WHO

2.
SARS-CoV-2 S

Ad26

2.1
2.1.1

MCB PER.C6 E1
E1

PER.C6 Ad26 S TetR
PER.C6 TetR MCB MCB

WCB WCB LVHD-CB
PER.C6 MCB WCB PER.C6 TetR MCB WCB LVHD-CB EOPC

ICH Q5D

PER.C6 TetR MCB WCB LVHD-CB MCB
WCB LVHD-CB MCB WCB

2.1.2
Ad26 S LVHD-CB

MVS MVS LVHD-CB WVS MVS
WVS LVHD-CB

MVS WVS MVS WVS
MVS

MVS WVS 1
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1 MVS WVS
MVS WVS

in vitro a

in vivo b

c

a
b
c

2.1.3
DNA

2.1.4
PER.C6 TetR

PER.C6 TetR

in vitro
in vivo

1

WVS

in vitro
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2.1.5
2

a a b c
f

2

a b

b c
c d
c e

e f

2.1.6
2.1.6.1

3

3

2.1.6.2

2.1.6.3
DNA

2.1.7
PCR

DNA
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pH
80

2.1.8
4

2

4 2022 3

a
e 4

f 3
a

2.2
2.2.1

9.22 log10 IU/mL 5 2.5 mL
5

80 β

2.2.2

20 5

2.2.3
5 A

A B C D
D

D
2

5

A B

B C
B D
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2.2.4

pH
80

2.2.5
6

2

6 2022 3

a

20 5
d C 3 3

D 3

   5 3
d C 3 3

D 3
a

2.R

2

2.R.1
β

2.R.1.1
β

2.R.1.2
β

3.
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5.2  
 
3.1  
3.1.1 CTD 4.2.1.1.1 2  
3.1.1.1 IgG CTD 4.2.1.1.1  

BALB/c 10 / 5 108 109 1010 vp/body
Ad26 Ad26 Empty 1010 vp/body

SARS-CoV-2  
 14 28 S IgG ELISA

S IgG  
 1010 vp/body 14 28 SARS-CoV-23

14 28
28 14  
 

3.1.1.2 S IgG T CTD 4.2.1.1.2  
BALB/c 6 3 1010 vp/body Th2

AlPO4 100 g/body S 4 50 g/body
AlPO4 100 g/body S T

S IgG  
 13 IgG IgG1 IgG2a ELISA

IgG2a/IgG1 Th1
 

 S T ELISpot ELISA ICS
13 S ELISpot

ELISA Th1 IFN-γ
Th2 IL-4 IL-5 IL-10

Th2 IL-5 IFN-γ
ICS IFN-γ CD8 T Il-2 CD4

T CD8 T  
 

3.1.2 CTD 4.2.1.1.3  
NZW 5 / 5×109 5×1010 vp/body

8 2 SARS-CoV-2
 

 SARS-CoV-2 S IgG ELISA S

                                                        
3 SARS-CoV-2/human/NLD/Leiden-0001/2020 Leiden-0001  
4 T4 foldon

S  
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IgG 56 2 S
IgG 2 14

98  
 SARS-CoV-25

56 2 SARS-CoV-2
2 14

98  
 PBMC ELISpot S T

S 21
Th1 IFN-γ 2

14 IFN-γ
 

 
3.1.3 CTD 4.2.1.1.4  

6 / 109 1010 vp/body Ad26 Empty
1010 vp/body 2 28 SARS-CoV-2

 
 28 2 28 SARS-CoV-2

S IgG SARS-CoV-26 ELISA

 
 28 2 28 SARS-CoV-27 102 TCID50/100 l

8

 
 
3.1.4 CTD 4.2.1.1.6  

6 10 1011 vp/body
SARS-CoV-2

 
 12 27 35 53 S IgG RBD

IgG ELISA  

                                                        
5 SARS-CoV-2/human/NLD/Leiden-0008/2020 Leiden-0008 D614G B.1  
6 28 SARS-CoV-2/human/NLD/Leiden-0001/2020 Leiden-0001 2 28

SARS-CoV-2/human/NLD/Leiden-0008/2020 Leiden-0008  
7 BetaCoV/Munich/BavPat1/2020 G614  
8 4 4

Ⅱ 3 4  
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 12 27 SARS-CoV-29

10 12 27
27 12  

 4 8 SARS-CoV-2 2 PBMC S
ELISpot S

Th1 IFN-γ SARS-CoV-2
IFN-γ IFN-γ

 

 6 SARS-CoV-211 105 TCID50

RNA
12  

 
3.2  

CTD 4.2.3.2.1 5.2
 

 
3.R  

 
 
3.R.1  

 
S

in vivo SARS-CoV-2
IgG2a/IgG1 IFN-γ CD8 T

Th1 SARS-CoV-2
 

SARS-CoV-2 Th1
SARS-CoV-2

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

 
 

 

                                                        
9 Seattle Washington D614 GFP SARS-CoV-2

 
10 Wuhan/WIV04/2019 SARS-CoV-2 S

 
11 SARS-CoV-2 USA-WA1/2020 D614  
12 /

6  
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3.R.2 SARS-CoV-2
SARS-CoV-2

2022 3 2 WHO VOC SARS-CoV-2
B.1.1.7 B.1.351 P.1 B.1.617.2 AY.1

AY.2 B.1.1.529 BA.1 BA.2 SARS-
CoV-2

SARS-CoV-2
2 NHP Mink Cluster5

S D614G N439K Y453F S477N N501Y
SARS-CoV-2 D614G

J Exp Med 2021; 218: e20202756 D614G
5 8 J Exp Med 2021; 218: e20202756 NHP

D614G Nature 2020; 586: 583-8 J Exp Med 2021; 218: e20202756 Nature 2021; 596: 
423-7

2
NHP

IFN-γ 4
https://cdn.who.int/media/docs/default-source/blue-print/an

imal_dan-barouch_whoconsultation_omicron_immunity_14feb2022.pdf?sfvrsn=5540f88c_7 2022
3 8 VOC

COV3001 7.2.2 71 D614G
D614G

3.6 3.4 1.6 bioRxiv posted online July 
1, 2021. doi: https://doi.org/10.1101/2021.07.01.450707, preprint

VOC
VOC

VOC

7.R.2.5
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3.R.3
SARS-CoV MERS-CoV

VAERD J Virol 2015; 89: 2995-3007 Hum Vaccin Immunother 2016; 
12: 2351-6 VAERD

VAERD SARS-CoV MERS-CoV RSV
Th2

CD4 T CD8 T
J Virol 1986; 57: 721-

8 J Clin Microbiol 1986; 24: 197-202 3.1.1 3.1.2 3.1.3 3.1.4
SARS-CoV-2 Th1

3.1.3 3.1.4

VAERD

7.R.3.4

4.
Ad26 HIV Ad26.ENVA.01 RSV

Ad26.RSV.preF

4.1 CTD 4.2.2.3.1 2
Ad26.ENVA.01 Ad26.RSV.preF

7

7 Ad26.ENVA.01 Ad26.RSV.preF

vp/

NZW
5

11 61 91 5 1010 Ad26.ENVA.01 DNA
DNA

PCR 1 μg DNA

50 copies/μg DNA 10 
copies/μg DNA

NZW
5

11 90 120 a
180 b

1 1011 Ad26.RSV.preF DNA
DNA

PCR
28.6 copies/μg DNA

7.1 copies/μg DNA
a 120
b 180
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Ad26.ENVA.01 DNA
DNA 11 6.1 101

1.2 104 copies/μg DNA 7/10 10 7
91 1.2 102 copies/μg DNA 1/10 DNA

11 1.2 102 8.7 103 copies/μg DNA 10/10 91 5.0 101 1.8 103 copies/μg 
DNA 2/10 DNA 11 5.0 101 1.2 102 copies/μg DNA

4/10 61 DNA 11
10 1 DNA 61 DNA

 
Ad26.RSV.preF DNA

DNA 11
3.9 101 6.3 103 copies/μg DNA 4/10 90 2.8 102 copies/μg DNA 1/10

120 DNA DNA 11
6.3 101 3.9 102 copies/μg DNA 9/10 180 3.8 101 copies/μg DNA 1/10

DNA 11 3.7 101 1.2 102 copies/μg DNA 6/10
120 10 1 DNA 90 180

DNA DNA 11 2.9 101 
copies/μg DNA 1/10 90 DNA 11

10 1 DNA 90 DNA
 

DNA  
 
4.R  

 
 

4.R.1  
Ad26 Ad26.ENVA.01 Ad26.RSV.preF

 
 

Ad26
CD46 Ad26.ENVA.01

Ad26.RSV.preF

Ad26 E1
Ad26.ENVA.01

Ad26.RSV.preF  
Ad26.ENVA.01 Ad26.RSV.preF
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S

Ad26
 

 
 

S  
Ad26.ENVA.01 Ad26.RSV.preF 90 91 Ad26

DNA 10 2 4
180 DNA

DNA
S

DNA  
 

Ad26 Ad26.ZEBOV

Ad26 DNA Ad26
HIV Ad26.Mos4.HIV

Ad26 DNA
Ad26.RSV.preF

DNA
8

Ad26 DNA
 

 
Ad26.ENVA.01

Ad26.RSV.preF
Ad26.ZEBOV Ad26.Mos4.HIV

Ad26.ENVA.01 Ad26.RSV.preF
 

Ad26  
Ad26
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5.

5.1

CTD 4.2.3.2.1 5.2
0.5℃

5.2 CTD 4.2.3.2.1
8

8

mL/body mL/body CTD

NZW

4
1 /2 3

3

0 a 1 b. c

1d e

C 1 4.2.3.2.1

a 0.9%
b 1 1011 vp/dose
c 1 mL/site 1  
d 31 50 S IgG
e

5.3
Ad26

5.4
6

5.5 CTD 4.2.3.5.2.1
9
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9  

   
   

mL/body    
mL/body  

 
CTD 

 

 
 

NZW  
 

7
20  

3  
0 a 1b, c 

 
1d  
 

 
1d  
 
F1  
1d  

1 
 

1 
 
 
F1 1 

4.2.3.5.2.1 

a 0.9%  
b 1 1011 vp/dose 
c 1 mL/site 1  
d 29 28 28 29

28 F1 S IgG  
 

5.6  
CTD 4.2.3.2.1

CTD 4.2.3.5.2.1
5.2  

 
5.R  

 
 
5.R.1  

 
 

ICH
27 6 23

Ad26
Ad26 SARS-CoV-2 Ad26.ENVA.01

Ad26.RSV.preF PCR 10 
copies/μg DNA Ad26.ENVA.01 7.1 copies/μg DNA Ad26.RSV.preF

Ad26 DNA 4.1  
 

 
 

 
6.  
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7.  
10

 

10  

 
 
   *  **  

 
 COV1002   

20 55
65

a 
250  5 1010 vp 1 1011 vp 2

2  
 

 

 COV1001  / a 
18 55

65
a 

810  5 1010 vp 1 1011 vp 1
2 2  

 
 

 COV3001  18 b 44,325  5 1010 vp 1  
 
 

 

 COV3009  18 b 31,835  5 1010 vp 2 2
 

 
 

 
 

 COV2001  a

18 55
65

 
599  

1c  
 1.25 1010 vp 2.5 1010 vp 5 1010 vp

2 2  
 5 1010 vp 1 1011 vp 1

2 1  
 5 1010 vp 1 3

2  

 
 

12 17
 33  

2d  
2.5 1010 vp 5 1010 vp 1
2 2  

 DMID 21-0012 
e 

SARS-CoV-2
f 12

18
 

150  5 1010 vp 1   
 

* DMID 21-0012 SARS-CoV-2  
**  
a 65  
b COVID-19  
c 2 4 1 1.25 1010 vp 1

 
d 16 17 2.5 1010 vp

 
e SARS-CoV-2  
f 30 μg 2 100 μg 2

5 1010 vp  

 
7.1  
7.1.1 CTD 5.3.1.1.2 COV1002 2020 8 2022 3

2020 12 28 1 2021 2 22 2  
20 55 65 250 200 50

13

3  
5 1010 vp 1 1011 vp 2 2

2 1 20 55
2 65 5 1010 vp 1 1011 vp

2 2 1  

                                                        
13  
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250 1 125 5 1010 vp 51 1 1011 vp 50
24 2 125 50 49 26 1

FAS
1 249 1

2 124 50 49 25 PPI
COV3001 7.2.2

2020 10 11 27
1 2 2

2 1 73 88 78
3 2020

12 1 2
PPI

SARS-CoV-2 SARS-CoV-2 14

SARS-CoV-2 11

11 SARS-CoV-2 50% GMT a PPI
1 20 55 2 65

5 1010 vp 1 1011 vp 5 1010 vp 1 1011 vp
51 50 24 50 49 25

GMT
95%CI LLOQ LLOQ LLOQ LLOQ LLOQ LLOQ

1

14

50 50 24 50 49 25
GMT

95%CI
277

225, 342
375

277, 509 LLOQ 152
120, 193

204
156, 267 LLOQ

50 47 2 45 44 1
%

95%CI b
100

93, 100
94

83, 99
8

1, 27
90

78, 97
90

78, 97
4

0, 20

28

50 49 24 50 49 25
GMT

95%CI
269

228, 318
375

306, 460 LLOQ 311
259, 374

405
323, 507 LLOQ

49 47 0 49 49 0
%

95%CI b
98

89, 100
96

86, 100
0

0, 14
98

89, 100
100

93, 100
0

0, 14

2

14

43 31 23 48 45 23
GMT

95%CI
1049

828, 1329
1470

1156, 1870 LLOQ 504
404, 627

651
501, 847 LLOQ

43 31 1 48 45 0
%

95%CI b
100

92, 100
100

89, 100
4

0, 22
100

93, 100
100

92, 100
0

0, 15

28

43 31 23 48 45 23
GMT

95%CI
1088

817, 1449
1671

1155, 2418 LLOQ 429
335, 550

478
374, 610 LLOQ

43 31 1 48 45 0
%

95%CI b
100

92, 100
100

89, 100
4

0, 22
100

93, 100
100

92, 100
0

0, 15
LLOQ 58

a 4
b Clopper-Pearson

                                                       
14 COVID-19 SARS-CoV-2 Victoria/1/2020
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FDA Guidance for Industry Toxicity Grading Scale for Healthy 
Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 9 15

67 69 11.1

38 7
28

1
7 12 13

12 7 FAS
1

1 20 55 2 65
5 1010 vp
51

1 1011 vp
50 24

5 1010 vp
50

1 1011 vp
49 26

/ 42 82.4% 43 86.0% 2 8.3% 18 36.0% 23 46.9% 1 3.8%
3 5.9% 1 2.0% 0 1 2.0% 1 2.0% 0

0 3 6.0% 0 0 1 2.0% 0
1 2.0% 2 4.0% 0 0 2 4.1% 0

2
1 20 55 2 65

5 1010 vp
43

1 1011 vp
31 23

5 1010 vp
48

1 1011 vp
45 24

/ 36 83.7% 24 77.4% 0 16 33.3% 18 40.0% 2 8.3%
1 2.3% 1 3.2% 0 1 2.1% 1 2.2% 0
1 2.3% 1 3.2% 0 0 2 4.4% 0
1 2.3% 1 3.2% 0 0 3 6.7% 0

13 7 FAS
1

1 20 55 2 65
5 1010 vp
51

1 1011 vp
50 24

5 1010 vp
50

1 1011 vp
49 26

37 72.5% 44 88.0% 1 4.2% 11 22.0% 17 34.7% 4 15.4%
34 66.7% 37 74.0% 2 8.3% 7 14.0% 13 26.5% 0
27 52.9% 37 74.0% 0 8 16.0% 12 24.5% 0

a 13 25.5% 37 74.0% 0 2 4.0% 5 10.2% 0
8 15.7% 7 14.0% 0 4 8.0% 3 6.1% 0

2
1 20 55 2 65

5 1010 vp
43

1 1011 vp
31 23

5 1010 vp
48

1 1011 vp
45 24

20 46.5% 19 61.3% 0 5 10.4% 8 17.8% 3 12.5%
20 46.5% 14 45.2% 0 11 22.9% 7 15.6% 3 12.5%
14 32.6% 10 32.3% 0 2 4.2% 4 8.9% 1 4.2%

a 3 7.0% 10 32.3% 0 0 0 0
5 11.6% 4 12.9% 0 0 1 2.2% 0

a 38

28 1 5
1010 vp 41.2% 21/51 23.5% 12/51 1 1011 vp 46.0% 23/50

                                                       
15 Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials | FDA 2022

3 31
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38.0% 19/50 12.5% 3/24 0/24 2 5 1010 vp 34.0%
17/50 14.0% 7/50 1 1011 vp 30.6% 15/49 6.1% 3/49

15.4% 4/26 15.4% 4/26 2
14 15

14 28 2 FAS
1

1 20 55 2 65
5 1010 vp
51

1 1011 vp
50 24

5 1010 vp
50

1 1011 vp
49 26

2 3.9% 4 8.0% 0 0 0 0
2 3.9% 3 6.0% 0 0 0 0
2 3.9% 0 0 0 1 2.0% 0
1 2.0% 1 2.0% 0 0 2 4.1% 0
1 2.0% 2 4.0% 0 0 1 2.0% 0

0 2 4.0% 0 0 0 1 3.8%
0 2 4.0% 0 1 2.0% 0 0
0 2 4.0% 0 0 1 2.0% 0
0 2 4.0% 0 0 0 0
0 1 2.0% 0 3 6.0% 1 2.0% 2 7.7%
0 1 2.0% 0 1 2.0% 3 6.1% 1 3.8%
0 0 0 2 4.0% 0 0
0 0 0 2 4.0% 0 0
0 0 0 0 2 4.1% 0

2
1 20 55 2

5 1010 vp
43

1 1011 vp
31 23

5 1010 vp
48

1 1011 vp
45 24

2 4.7% 1 3.2% 0 2 4.2% 0 1 4.2%
2 4.7% 0 0 0 0 0
2 4.7% 0 0 0 0 0
2 4.7% 0 0 0 0 0

15 28 2
FAS

1
1 20 55 2 65

5 1010 vp
51

1 1011 vp
50 24

5 1010 vp
50

1 1011 vp
49 26

1 2.0% 4 8.0% 0 0 0 0
1 2.0% 2 4.0% 0 0 0 0

0 2 4.0% 0 0 0 1 3.8%
0 2 4.0% 0 0 0 0
0 2 4.0% 0 0 0 0
0 2 4.0% 0 0 0 0
0 1 2.0% 0 3 6.0% 1 2.0% 2 7.7%
0 1 2.0% 0 0 0 1 3.8%
0 0 0 0 2 4.1% 0

2
1 20 55 2 65

5 1010 vp
43

1 1011 vp
31 23

5 1010 vp
48

1 1011 vp
45 24

2 4.7% 1 3.2% 0 2 4.2% 0 1 4.2%
1 2.3% 3 9.7% 0 0 0 0
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1 5 1010 vp 1
2 1 1011 vp 1

7.2
7.2.1 CTD 5.3.1.1.1 COV1001 2020 7

2020 10 30 1a 2020 12 14 1b 3
18 55 65 1,045 860

185 16

12
5 1010 vp 1 1011 vp 2 2

1 2 18
55 3 65

16 1 3 5
2 1a

2 1 3

16 COV1001
1

Day 1
2

Day 57
1* 3 5 1010 vp 2 5 1010 vp 5 1010 vp

1a 75
1b 5
3 75

5 1010 vp 1 5 1010 vp
1 1011 vp 2 1 1011 vp 1 1011 vp
1 1011 vp 1 1 1011 vp

2a 5 1010 vp 1 4 ** 5 1010 vp 120
15

2b 5 1010 vp 2 4 ** 5 1010 vp 5 1010 vp 120
15

* 1a 1b
** 2a 1 2b 2 6 12 24

5 1010 vp 1 3
2a 1 2b 2 6 12 24

1

1a 380 1b 25 3 405 1a
377 5 1010 vp 2 77 5 1010 vp 1 75 1 1011 vp 2
75 1 1011 vp 1 73 77 1b 25 5

5 5 5 5 3 403 81 80 82 79 81 1
FAS

1a 369 74 75 74
71 75 3 398 79 80 82 78 79 PPI

                                                       
16
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SARS-CoV-2 PPI
125 25 17

COV3001 7.2.2
2020 10 11 27

3 15 2 2
2 1 78 107

87
7 2020 11 3 2

PPI

1a 3 SARS-CoV-2 SARS-
CoV-2 18

1a 3 SARS-CoV-2 17
18

17 SARS-CoV-2 50% GMT a 1a PPI
5 1010 vp

2
5 1010 vp

1
1 1011 vp

2
1 1011 vp

1

1 2
5 1010 vp 5 1010 vp 1 1011 vp 1 1011 vp
5 1010 vp 1 1011 vp

25 25 25 25 25
GMT

95%CI LLOQ LLOQ LLOQ LLOQ LLOQ

1 28

25 24 25 25 25
GMT

95%CI
224

168, 298
224

158, 319
354

220, 571
215

169, 273 LLOQ

22 23 23 24 0
%

95%CI b
88

69, 97
96

79, 100
92

74, 99
96

80, 100
0

0, 14

2

14

24 24 25 24 22
GMT

95%CI
827

651, 1052
321

237, 434
1266

913, 1757
388

303, 497 LLOQ

24 24 25 24 1
%

95%CI b
100

86, 100
100

86, 100
100

86, 100
100

86, 100
5

0, 23

28

24 24 24 24 22
GMT

95%CI
849

664, 1086
338

230, 496
1229

886, 1706
377

283, 503 LLOQ

24 24 24 24 1
%

95%CI b
100

86, 100
100

86, 100
100

86, 100
100

86, 100
5

0, 23
LLOQ 58

a 4
b Clopper-Pearson

                                                       
17
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18 SARS-CoV-2 50% GMT a 3 FAS*

5 1010 vp
2

5 1010 vp
1

1 1011 vp
2

1 1011 vp
1

1 2
5 1010 vp 5 1010 vp 1 1011 vp 1 1011 vp
5 1010 vp 1 1011 vp

25 24 25 25 25
GMT

95%CI LLOQ LLOQ LLOQ LLOQ LLOQ

1

14

12 11 14 11 12
GMT

95%CI
242

110, 532
184

98, 343
209

121, 361
133

71, 249 LLOQ

10 10 13 8 0
%

95%CI b
83

52, 98
100

69, 100
93

66, 100
73

39, 94
0

0, 26

28

25 25 25 25 25
GMT

95%CI
298

200, 444
258

163, 410
261

168, 406
173

132, 225 LLOQ

24 23 21 23 0
%

95%CI b
96

80, 100
96

79, 100
84

64, 95
92

74, 99
0

0, 14

2 14

3 3 3 3 3
GMT

95%CI
658

LLOQ,23233
349

LLOQ,17219
771

126, 4721
289

81, 1029 LLOQ

3 3 3 3 0
%

95%CI b
100

29, 100
100

29, 100
100

29, 100
100

29, 100
0

0, 71
LLOQ 58

* 2 FAS
2

a 4
b Clopper-Pearson

67 69 11.1

38 7
28

1
1a 3 7

19 20 1b 1a
3
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19 7 1a FAS
1

5 1010 vp
2

77

5 1010 vp
1

75

1 1011 vp
2

75

1 1011 vp
1

73 77

5 1010 vp 5 1010 vp 1 1011 vp 1 1011 vp
/ 48 62.3% 49 65.3% 57 76.0% 59 80.8% 7 9.1%

2 2.6% 0 3 4.0% 2 2.7% 0
1 1.3% 0 1 1.3% 1 1.4% 0

36 46.8% 36 48.0% 53 70.7% 49 67.1% 11 14.3%
34 44.2% 33 44.0% 45 60.0% 54 74.0% 12 15.6%
28 36.4% 33 44.0% 43 57.3% 46 63.0% 2 2.6%
17 22.1% 18 24.0% 17 22.7% 26 35.6% 3 3.9%

a 11 14.3% 14 18.7% 29 38.7% 29 39.7% 0
2

5 1010 vp
2

74

5 1010 vp
1

74

1 1011 vp
2

74

1 1011 vp
1

67 74

5 1010 vp 1 1011 vp
/ 49 66.2% 5 6.8% 54 73.0% 7 10.4% 1 1.4%

2 2.7% 0 2 2.7% 0 0
1 1.4% 0 3 4.1% 0 0

36 48.6% 16 21.6% 36 48.6% 14 20.9% 10 13.5%
25 33.8% 15 20.3% 34 45.9% 10 14.9% 7 9.5%
19 25.7% 3 4.1% 33 44.6% 4 6.0% 2 2.7%

5 6.8% 8 10.8% 11 14.9% 5 7.5% 2 2.7%
a 3 4.1% 0 14 18.9% 1 1.5% 0

a 38

20 7 3 FAS
1

5 1010 vp
2

81

5 1010 vp
1

80

1 1011 vp
2

82

1 1011 vp
1

79 81

5 1010 vp 5 1010 vp 1 1011 vp 1 1011 vp
/ 36 44.4% 26 32.5% 32 39.0% 31 39.2% 5 6.2%

2 2.5% 1 1.3% 1 1.2% 1 1.3% 1 1.2%
0 1 1.3% 1 1.2% 3 3.8% 0

26 32.1% 25 31.3% 30 36.6% 33 41.8% 12 14.8%
23 28.4% 22 27.5% 31 37.8% 25 31.6% 11 13.6%
17 21.0% 16 20.0% 22 26.8% 23 29.1% 5 6.2%

4 4.9% 3 3.8% 7 8.5% 4 5.1% 5 6.2%
a 4 4.9% 3 3.8% 6 7.3% 7 8.9% 0

2
5 1010 vp

2
81

5 1010 vp
1

80

1 1011 vp
2

82

1 1011 vp
1

79 81

5 1010 vp 1 1011 vp
/ 41 53.2% 3 3.8% 50 62.5% 11 14.1% 9 11.4%

1 1.3% 0 1 1.3% 1 1.3% 0
1 1.3% 1 1.3% 0 0 0

23 29.9% 15 18.8% 29 36.3% 15 19.2% 17 21.5%
20 26.0% 10 12.5% 27 33.8% 16 20.5% 16 20.3%
17 22.1% 7 8.8% 17 21.3% 8 10.3% 8 10.1%

1 1.3% 4 5.0% 4 5.0% 7 9.0% 6 7.6%
a 1 1.3% 0 2 2.5% 0 1 1.3%

a 38

28 21
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21 28 FAS
5 1010 vp

2
5 1010 vp

1
1 1011 vp

2
1 1011 vp

1
1a 77 75 75 73 77

16 20.8% 21 28.0% 29 38.7% 30 41.1% 17 22.1%
9 11.7% 13 17.3% 20 26.7% 17 23.3% 5 6.5%

1b 5 5 5 5 5
4 80.0% 3 60.0% 5 100% 4 80.0% 3 60.0%
1 20.0% 0 5 100% 3 60.0% 0

3 81 80 82 79 81
20 24.7% 17 21.3% 23 28.0% 32 40.5% 23 28.4%

5 6.2% 8 10.0% 10 12.2% 14 17.7% 3 3.7%

1a 3 2
22 25 1b

2 1 1011 vp 2
80.0% 4/5 60.0% 3/5 20.0% 1/5 1 1011 vp 1

60.0% 3/5 40.0% 2/5 40.0% 2/5 1
1 1011 vp 1

22 28 2 1a FAS
5 1010 vp

2
77

5 1010 vp
1

75

1 1011 vp
2

75

1 1011 vp
1

73 77

0 3 4.0% 1 1.3% 1 1.4% 5 6.5%
3 3.9% 3 4.0% 6 8.0% 11 15.1% 1 1.3%

a 2 2.6% 2 2.7% 3 4.0% 1 1.4% 1 1.3%
2 2.6% 2 2.7% 2 2.7% 2 2.7% 0
1 1.3% 2 2.7% 0 1 1.4% 2 2.6%

0 2 2.7% 0 1 1.4% 0
0 2 2.7% 0 0 0

4 5.2% 1 1.3% 0 1 1.4% 0
1 1.3% 1 1.3% 2 2.7% 0 1 1.3%

0 1 1.3% 1 1.3% 2 2.7% 1 1.3%
3 3.9% 0 1 1.3% 3 4.1% 1 1.3%
2 2.6% 0 0 1 1.4% 0

0 0 2 2.7% 0 0
0 0 1 1.3% 3 4.1% 0
0 0 1 1.3% 2 2.7% 1 1.3%

0 0 2 2.7% 1 1.4% 0

a 38

23 28 2 1a FAS
5 1010 vp

2
77

5 1010 vp
1

75

1 1011 vp
2

75

1 1011 vp
1

73 77

3 3.9% 3 4.0% 6 8.0% 11 15.1% 1 1.3%
a 2 2.6% 2 2.7% 3 4.0% 1 1.4% 1 1.3%

2 2.6% 2 2.7% 1 1.3% 2 2.7% 0
0 2 2.7% 1 1.3% 0 2 2.6%
0 2 2.7% 0 0 0
0 1 1.3% 1 1.3% 2 2.7% 1 1.3%
0 0 2 2.7% 0 0
0 0 1 1.3% 3 4.1% 0

a 38



26 
 

24 28 2 3 FAS  

 5 1010 vp 2
81  

5 1010 vp 1
80  

1 1011 vp 2
82  

1 1011 vp 1
79  

 
81  

 1 1.2%  2 2.5%  6 7.3%  6 7.6%  1 1.2%  
 1 1.2%  2 2.5%  2 2.4%  0 1 1.2%  

 0 2 2.5%  0 1 1.3%  0 
 0 2 2.5%  0 0 0 

 2 2.5%  1 1.3%  0 0 0 
 1 1.2%  1 1.3%  2 2.4%  0 2 2.5%  
 0 1 1.3%  4 4.9%  2 2.5%  1 1.2%  

 0 1 1.3%  1 1.2%  0 2 2.5%  
 0 1 1.3%  1 1.2%  2 2.5%  1 1.2%  

 3 3.7%  0 2 2.4%  3 3.8%  1 1.2%  
 2 2.5%  0 0 0 0 

 2 2.5%  0 3 3.7%  1 1.3%  1 1.2%  
 2 2.5%  0 0 0 1 1.2%  

 0 0 0 3 3.8%  1 1.2%  
 0 0 3 3.7%  0 2 2.5%  

 0 0 2 2.4%  1 1.3%  0 
 0 0 0 3 3.8%  0 

 0 0 0 2 2.5%  1 1.2%  
a 0 0 0 2 2.5%  0 

 
a 38  

 
25 28 2 3 FAS  

 5 1010 vp 2
81  

5 1010 vp 1
80  

1 1011 vp 2
82  

1 1011 vp 1
79  

 
81  

 1 1.2%  2 2.5%  6 7.3%  6 7.6%  0 
 0 2 2.5%  0 0 1 1.2%  

 0 1 1.3%  1 1.2%  2 2.5%  1 1.2%  
 

1a 1 1011 vp 1 1
1 1011 vp 2 1 1

1b 5 1010 vp 2 1 3 5 1010 vp 1
1 1 1a

2
1a 3

2 1 1 1011 vp 1
1 COVID-19

 
 

7.2.2 CTD 5.3.5.1.1 COV3001 2020 9
2021 1 22 2021 7 9  

18 40,000 20,000 19

20 8

                                                        
19 2 14 COVID-19 28

COVID-19 VE 95%CI 30% VE 50%
2.5% 90% VE 60% 154

60,000 30,000 30,000
40,000 20,000 20,000

 3 2020 12 14  
20  
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210

SARS-CoV-2

6
1  4 2021 2

22  
5 1010 vp  

18 60 60 COVID-19
BMI 30 kg/m2

HIV B
18 40 20% 60

30%  
44,325 22,174 22,151 43,783

21,895 21,888 FAS
6,736 3,356

3,380 FAS
4,462 SARS-CoV-2 4,217 2,151 2,066

SARS-CoV-2 PCR 238 107 131 69 33
36 39,321 19,630 19,691 PP

 
2020 10 11

DSMB
7.R.3.2

 
SARS-CoV-2

14 COVID-19
21  1 2020 9 15

COVID-19
SARS-CoV-2

28 COVID-19
 3 2021 12 14 2

COVID-19 22

SSG DSMB 1
2

truncated SPRT VE
                                                        
21 RT-PCR SARS-CoV-2  
22 28 COVID-19 42 60 28

COVID-19 6 28 COVID-19 5 3
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60% VE 30% 0.025 90%

SSG DSMB
28 COVID-19

154
8 8

8

COVID-19 26 27
CSAC

26 COV3001 COVID-19
RT-PCR

SARS-CoV-2

1
• 20
• SpO2 1 93% a

•
•
•

2
• 38.0
• 90
•
•
•
• 1
•
•
• b

•
•

a SpO2

b 2 1
2

27 COV3001 COVID-19 a

RT-PCR
SARS-CoV-2

1
• 30 125 1 SpO2

93% b PaO2/FiO2 300 mmHg
• ECMO
• 90 mmHg 60 mmHg
•
• ICU
•

a COVID-19 25
3 COVID-19 CSAC COVID-19

b SpO2

2 8 DSMB
PP 14
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28 COVID-19 VE
95%CI 28 FAS COVID-19

1 14 28 VE
50% 95%CI

30% FDA Guidance for Industry: 
Development and Licensure of Vaccines to Prevent COVID-19 2020 6

28 14 28
COVID-19 VE PP

/
COVID-19

VE % a

95%CI
14 19,630 116 3,116.57 66.9

59.03, 73.4019,691 348 3,096.12
28 19,630 66 3,102.00 66.1

55.01, 74.8019,691 193 3,070.65
SPRT 2.5%
a VE 1 COVID-19 100 %

1 COVID-19 FAS

4 2021 2 22 123
COVID-19 VE 95%CI

14 56.3 51.30, 60.84 % 28
52.9 47.06, 58.08 %

67 69 11.1
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38 7
28

1
2

7 50.3%
1,687/3,356 19.5% 658/3,380 55.2%
1,853/3,356 35.1% 1,188/3,380 29

29 7

3,356 3,380
245 7.3% 131 3.9%

1,634 48.7% 565 16.7%
178 5.3% 53 1.6%

1,286 38.3% 729 21.6%
1,308 39.0% 805 23.8%
1,115 33.2% 432 12.8%

478 14.2% 329 9.7%
a 302 9.0% 20 0.6%

a 38

28 13.1% 440/3,356
12.0% 407/3,380 7.2% 242/3,356

4.6% 154/3,380 28 1%
30

30 28 1%

3,356 3,380 3,356 3,380
72 2.1% 82 2.4% 38 1.1% 33 1.0%
67 2.0% 19 0.6% 56 1.7% 8 0.2%
64 1.9% 77 2.3% 48 1.4% 48 1.4%
49 1.5% 58 1.7% 28 0.8% 31 0.9%
42 1.3% 22 0.7% 41 1.2% 22 0.7%
40 1.2% 38 1.1% 10 0.3% 9 0.3%
35 1.0% 24 0.7% 16 0.5% 10 0.3%
33 1.0% 35 1.0% 9 0.3% 8 0.2%
33 1.0% 33 1.0% 12 0.4% 4 0.1%
26 0.8% 35 1.0% 14 0.4% 20 0.6%

3 COVID-19
1 16 COVID-19 3 COVID-19 COVID-19

2
COVID-19 1
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0.4% 90/21,895 0.6% 137/21,888
7 2

4 1
2 1

 
 

7.R.3
28 7

COVID-19 2

1 55 COVID-19 
13 COVID-19 7 4 3
2

COVID-19

1
1.1% 235/21,898 1.6% 358/21,890

10 2

1 1

1 2
 

 
7.2.3 CTD 5.3.5.1.2 COV3009 2020 11

2021 6 25  
18 30,000 15,000 23

24 10

125
SARS-CoV-2

                                                        
23 14 COVID-19 VE 95%CI 30%

2.5% 90% VE 65% 104
30,000 15,000 15,000  

24  
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1
2 1 1  4 2021 3 12

 
5 1010 vp 56 2 2

 
18 59 60 COVID-19

BMI 30 kg/m2

HIV B
 

31,835 15,976 15,859
31,300 15,708 15,592 1 25) FAS

6,067 3,015 3,052
FAS 16,808 1 14,549 7,053

7,496 SARS-CoV-2 3,478 1,757 1,721
2 14 SARS-CoV-2 1,819 SARS-

CoV-2 PCR 100 43 57 1,472 637 835
14,492 7,484 7,008 PP

 
1 SARS-CoV-2

2 14 COVID-19
VE COVID-19

26 SSG IDMC
1

truncated SPRT VE 65%
VE 30% 0.025 90%

SSG IDMC
14 COVID-19 104

 4 2021 3 12 90%

2021 6 25 90% IDMC
COVID-19 COV3001

CSAC  

                                                        
25 5 55  
26 60 2 14 COVID-19 6 2

14 COVID-19 20 2  
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1 SARS-CoV-2
2 14 COVID-19 VE

95%CI 31 COVID-19

2 VE 95%CI
30%

31 2 14 COVID-19 VE PP
/

COVID-19
VE % a

95%CI
7,484 14 1,729.99 75.2

54.55, 87.307,008 52 1,594.98
a VE 1 COVID-19 COVID-19 100 %

2 / COVID-19 PP

67 69 11.1

/
38 7

28
2 2

7 32
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32 7
1 2

3,015 3,052 1,559 1,425
1,634 54.2% 556 18.2% 877 56.3% 225 15.8%

263 8.7% 142 4.7% 128 8.2% 56 3.9%
167 5.5% 52 1.7% 88 5.6% 18 1.3%

1,355 44.9% 760 24.9% 641 41.1% 293 20.6%
1,291 42.8% 749 24.5% 558 35.8% 270 18.9%
1,172 38.9% 468 15.3% 541 34.7% 186 13.1%

546 18.1% 316 10.4% 225 14.4% 100 7.0%
a 150 5.0% 14 0.5% 38 2.4% 4 0.3%

a 38

28 18.6% 560/3,015
13.7% 418/3,052 11.0% 333/3,015

7.1% 217/3,052 28 1%
33

33 28 1%

3,015 3,052 3,015 3,052
129 4.3% 119 3.9% 98 3.3% 92 3.0%

73 2.4% 23 0.8% 70 2.3% 21 0.7%
32 1.1% 10 0.3% 30 1.0% 10 0.3%
31 1.0% 15 0.5% 31 1.0% 15 0.5%
29 1.0% 8 0.3% 24 0.8% 3 0.1%

140 4.6% 120 3.9% 101 3.3% 82 2.7%
100 3.3% 86 2.8% 81 2.7% 67 2.2%

42 1.4% 32 1.0% 27 0.9% 27 0.9%

4
1 13 COVID-19 COVID-19 3

1 1
1

36
COVID-19 9 6
2 COVID-19 1

2 COVID-19 2 SARS-CoV-2 2
1

0.7% 104/15,705 0.9%
136/15,558 8

1 3
1

5
1 9 COVID-19 5
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2 COVID-19
HIV 1 1

1
 

 
7.R  
7.R.1  

SARS-CoV-2 ICMRA27 WHO28 29

2 9 2
SARS-CoV-2 30

 
• SARS-CoV-2 COVID-19

 
• 

 
• 

 
 

COVID-19 2 COV3001 COV3009
COV1001

COV1002  
 

 
SARS-CoV-2

1
COV3001

COV1002
2

COV3009 2

 

                                                        
27 COVID-19 2020 3 18 2020 6 22  
28 Target Product Profiles for COVID-19 Vaccines, WHO R&D Blueprint, 29 April 2020 An international randomised trial of candidate vaccines 

against COVID-19, WHO R&D Blueprint, 28 May 2020  
29  FDA Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19, CBER FDA, June 2020 EMA EMA considerations 

on COVID-19 vaccine approval  
30  https://www.pmda.go.jp/files/000236327.pdf 2022 4 1  



36
 

7.R.2
7.R.2.1

COV3001
3 2020 12 14 2

SARS-CoV-2 14 Day 
15 SARS-CoV-2 PCR

COVID-19
SARS-CoV-2 28 Day 

29 SARS-CoV-2 PCR
COVID-19

COVID-19 COVID-19
26 27

COV3001 COV1001
14

14
1 2020 9 15 COV3001 COVID-19

14
28 COVID-19 2

3 2020 12 14 2

COV3001 COVID-19 FDA
Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19, 2020 6

COVID-19 26
COVID-19 80 90%

COVID-19 34
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34 COV3001 COVID-19
RT-PCR

SARS-CoV-2
1 COVID-19

• 38.0
•
•
•
•
•
•
•

•
•
•
•
•
•
•
•

COVID-19 COV3001
COVID-19 COVID-19 26 27

COVID-19 COVID-19
COV3001

14 COVID-19 4
COV3001 COVID-19 COVID-19

COV3001

COVID-19 COV3001
2 COVID-19 WHO

14
31 14
28

COVID-19 SARS-CoV-2
COVID-19

COV3001
14 COVID-19

COV3001 COVID-19

7.R.2.2

COV3001 2 7.R.2.1 VE 28
COVID-19

                                                       
31 WHO R&D Blueprint, novel Coronavirus, May 2020
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14
COVID-19 116 3,453.14

349 3,417.14 VE 95%CI 67.1 59.43, 73.35 %
28 COVID-19

66 3,438.14 194 3,390.75 VE 95%CI 66.5
55.72, 74.67 % VE

SARS-CoV-2 14
COVID-19 117 3,116. 46 351 3,095.92 VE

95%CI 66.9 59.07, 73.37 % 28
COVID-19 66 3,102.00 195 3,070.53 VE
95%CI 66.5 55.50, 75.05 %

COV3001 COVID-19 COVID-19
PCR

1,197 PCR
COVID-19 147

PCR 215
PCR 171 COVID-19
VE 95%CI 14 144 3,115.00

438 3,090.73 67.4 60.53, 73.17 % 28 93 3,100.47
272 3,065.82 66.2 57.07, 73.58 %

COV3001 35 36

HIV
COVID-19 COVID-19

14 5 28 2
4 HIV

2 28
COVID-19 VE

COVID-19

VE COVID-19
94.5% 86/91 SARS-CoV-2 B.1.351

7.R.2.5
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35 14 COVID-19  
COV3001 PP  

 
  VE %  

95% CI   
COVID-19 

   
COVID-19 

  
 19,514 116 3,116.57 19,544 348 3,096.12 66.9 59.03, 73.40 c 

 
18 64  15,544 107 2,530.27 15,552 297 2,511.23 64.2 55.26, 71.61  
65   3,970   9   586.31  3,992  51 584.89 82.4 63.90, 92.38  

  10,861  59 1,740.21 10,832 180 1,719.65 67.6 56.31, 76.28  
  8,649  57 1,375.67  8,708 168 1,375.84 66.1 53.92, 75.33  

a 

 12,123  62 1,976.98 12,133 196 1,962.31 68.6 58.03, 76.79  

  3,362  30  496.00  3,361 70 492.75 57.4 33.82, 73.21  

   714   5   99.55   649  6 90.86 23.9 -199.14, 81.64  
  1,028  4  166.97  1,080 30 171.63 86.3 61.11, 96.49  

 
 1,634  13  279.23  1,621 32 275.82 59.9 21.39, 80.67  

 
  7,922  45 1,323.72  7,962 148 1,321.45 69.6 57.37, 78.76  

  9,119  32 1,414.94  9,086 135 1,394.15 76.6 65.45, 84.63  
  2,473  39   377.91  2,496  65 380.52 39.6 8.77, 60.46  

b 
  7,777  47 1,139.96  7,798 126 1,133.67 62.9 47.76, 74.05  
 11,737  69 1,976.62 11,746 222 1,962.45 69.1 59.40, 76.80  

a  
b 1 2 HIV COPD

 
c 95%CI 

 
36 28 COVID-19  

COV3001 PP  

 
  

VE %  
95% CI   

COVID-19
    

COVID-19
   

 19,306 66 3,102.00 19,178 193 3,070.65 66.1 55.01, 74.80 c 

 18 64  15,378 60 2,518.73 15,253 170 2,490.11 65.1 52.91, 74.45  
65   3,928  6  583.27  3,925  23  580.54 74.0 34.40, 91.35  

  10,764 33 1,733.12 10,649 103 1,706.86 68.4 52.88, 79.36  
  8,538 33 1,368.18  8,525  90 1,363.17 63.5 45.01, 76.26  

a 

 11,994 37 1,968.07 11,912 106 1,947.53 65.5 49.35, 76.91  

  3,330 15  493.85  3,300  45  487.98 67.1 39.80, 82.95  

   689  2   97.93   626   3   89.22  
  1,018  1  166.05  1,055  14  169.69 92.7 52.02, 99.83  

 
 1,628 10  278.59  1,604  19  274.66 48.1 -17.29, 78.45  

 
  7,899 27 1,321.95  7,880  79 1,315.64 66.0 46.75, 78.88  
  8,958 19 1,403.79  8,835  67 1,377.40 72.2 53.12, 84.22  

  2,449 20   376.26  2,463  47  377.61 57.3 26.51, 76.03  
b   7,684 27 1,133.60  7,626  52 1,121.67 48.6 16.69, 68.98  

 11,622 39 1,968.40 11,552 141 1,948.98 72.6 60.71, 81.30  
COVID-19 6 VE  

a  
b 1 2 HIV COPD

 
c 95%CI 
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COVID-19
COV3001 COVID-19

VE 14 COVID-19
14 60 VE 95%CI 76.7 54.56, 89.09 %

28 COVID-19 5 34
VE 95%CI 85.4 54.15, 96.90 %

ICU ECMO COVID-19
VE 95%CI 14 2 8

75.0 25.28, 97.41 % 28 0 5
6 VE

COV1001 5 1010 vp 28 18 55
1a 65 3 17 18

5 1010 vp 14
95%CI 3 5 1010 vp

14 28
COV3001

380 252 128 28
ELISA SARS-CoV-2 S 32 37

28 S
COV1001 5 1010 vp ELISA SARS-CoV-2 S

GMC 95%CI 5 1010 vp 1 5 1010 vp 2 1
28 478 379, 603 EU/mL 586 445, 771 EU/mL COV3001

37 COV1001 1 28
SARS-CoV-2 S Spearman

1a 3 0.84 0.72

37 SARS-CoV-2 S GMC ELISA
COV3001

88 30 114 74 50 24
84 30 114 74 50 24

GMC EU/mL
95%CI

LLOQ
LLOQ, 

LLOQ

LLOQ
LLOQ, 

LLOQ

LLOQ
LLOQ, 

LLOQ

LLOQ
LLOQ, 

LLOQ

LLOQ
LLOQ, 

LLOQ

LLOQ
LLOQ, 

LLOQ

1

28

80 28 86 49 48 23

GMC EU/mL
95%CI

388
297, 506

LLOQ
LLOQ, 

LLOQ

402
321, 505

LLOQ
LLOQ, 

LLOQ

412
306, 554

LLOQ
LLOQ, 

LLOQ
50.3

                                                       
32 COV3001 SARS-

CoV-2 SARS-CoV-2
3
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COV1001 SARS-CoV-2 S
COV3001 COV1001 S

COV1001 1002 COV1002
5 1010 vp SARS-CoV-2 11

20 55 1 65 2
COV1001 5 1010 vp

17 18 SARS-CoV-2 S ELISA
COV1002 5 1010 vp 1 28 S GMC

95%CI 1 488 382, 623 EU/mL 2 321 242, 424 EU/mL
COV3001 5 1010 vp 28 37 COV1001

COV3001 COV1002
COV1001 SARS-CoV-2

COV3001 COVID-19

COV3001 5 1010 vp 1 COVID-19
COV1002 5 1010 vp 1

SARS-CoV-2
COV1002

GMT COV1001 COV1002
5 1010 vp 1 S COV1001
COV3001 S

COVID-19

SARS-CoV-2 COVID-19
COV3001 COVID-19

COV3001
COVID-19 VE COVID-19

COVID-19 SARS-CoV-2
7.R.2.4



42
 

7.R.2.3

COV3001 2021 1 22
2021 7 9

38 39 VE VE
COVID-19 VE

38 14 COVID-19 VE
COV3001 PP

VE % a 95% 
CICOVID-19 COVID-19

COVID-19 19,577 484 6,685.60 19,608 1,067 6,440.18 56.3 51.30, 60.84
18 64 15,441 438 5,571.99 15,437 944 5,363.61 55.3 49.92, 60.21
65 3,959 46 1,113.61 3,961 123 1,076.57 63.8 48.88, 74.81

COVID-19 19,577 495 6,683.78 19,608 1,082 6,437.40 55.9 50.95, 60.46
56 6,774.58 205 6,625.15 73.3 63.94, 80.49

429 6,685.60 862 6,440.18 52.1 46.11, 57.40
11 6,683.78 15 6,437.40 29.4 -64.57, 70.66

a VE 1 COVID-19 100 %

39 28 COVID-19 VE
COV3001 PP

VE % a

95% CICOVID-19 COVID-19

COVID-19 19,577 433 6,658.36 19,608 883 6,400.36 52.9 47.06, 58.08
18 64 15,222 393 5,549.90 15,053 790 5,330.47 52.2 46.01, 57.77
65 3,891 40 1,108.46 3,871 93 1,069.89 58.5 39.25, 72.09

COVID-19 19,577 443 6,656.82 19,608 895 6,398.29 52.4 46.63, 57.64
46 6,733.82 176 6,542.13 74.6 64.70, 82.06

388 6,658.36 707 6,400.36 47.2 40.21, 53.51
10 6,656.82 12 6,398.29 19.9 -102.28, 69.00

a VE 1 COVID-19 100 %

COV3001 SARS-CoV-2
Wuhan B.1 D614G

4 5.5

SARS-CoV-2 Nature Med 2021; 27: 1205-
11 Nature 2021; 593: 130-5 SARS-CoV-2

COVID-19
COV3001

COVID-19 VE VE
40
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40 COVID-19 VE
COV3001 PP

19,577 19,608
VE %

95%CICOVID-19 COVID-19

2 14 19,577 82 748.66 19,608 88 749.83 6.7 -27.54, 31.77
15 28 19,400 51 1,483.44 19,398 184 1,480.09 72.3 62.10, 80.13
29 56 19,113 119 2,877.42 18,924 306 2,837.44 61.7 52.46, 69.23
57 17,586 314 6,460.98 17,090 573 6,158.91 47.8 39.95; 54.62
57 112 17,586 157 5,040.02 17,090 308 4,860.10 50.8 40.24; 59.70
113 11,379 157 4,900.35 10,572 265 4,529.34 45.2 33.04; 55.34

COVID-19
33 COV4002 2021

3 1 8 17 18 422,034
34 1,645,397 COVID-19 183

PCR VE 95%CI 76 75, 
77 % COVID-19 VE 95%CI 81 78, 82 % COV3001

14
COVID-19 VE 95%CI 72.9 65.74, 78.70 % COVID-19 VE

95%CI 69.0 37.31, 85.82 % COVID-19
VE 95%CI 73.8 0.94, 95.31 % COV4002

MMWR 2021; 70: 1088-93 MMWR 2021; 70: 1291-
3

5 1010 vp COV1001 1a
3 8 9 COV2001 6 SARS-CoV-2

SARS-CoV-235 SARS-CoV-2 S
ELISA 41 42 COV1001

SARS-CoV-2 S 18 55 1a
1 3 8 2 3

65 3 1
9 COV2001

SARS-CoV-2 S 1
2 5 6 1

S

                                                       
33 Health Verity
34

35 SARS-CoV-2/ Victoria/1/2020
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41 5 1010 vp 1  
COV1001 a 1a PPI 3 5 1010 vp 1 FAS  

SARS-CoV-2  
 1a 5 1010 vp 1 PPI  3 5 1010 vp 1 FAS*  

 
GMT 

95%CI   
GMT 

95%CI  
 25 LLOQ 24 LLOQ 
 14    11 184 98, 343  

28  24 224 158, 319  25  258 163, 410  
56  25 310 228, 422  24  180 120, 270  
70  24 321 237, 434  25  183 117, 289  
84  24 338 230, 496  25  185 111, 309  
238  22 226 154, 331  22 126 72, 222  

S  
 1a 5 1010 vp 1 PPI  3 5 1010 vp 1 FAS  

 GMC 95%CI   GMC 95%CI  

 75 LLOQ LLOQ, LLOQ  79 LLOQ LLOQ, LLOQ  
 14    63 108 81, 145  

28  69 478 379, 603  80  294 238, 364  
56  73 662 518, 844  75  366 289, 462  
70  67 612 471, 795  79  367 290, 466  
84  70 658 502, 862  78  348 272, 444  
238  68 471 345, 642  70  385 245, 605  

58 50.3  
a 2021 7 21  

 
42 5 1010vp 1 COV2001 PPI  

 5 1010vp 1 80  
SARS-CoV-2  S  

 GMT 95%CI   GMC 95%CI  

 38 LLOQ LLOQ, LLOQ  79 LLOQ LLOQ, LLOQ  
 14  38 184 129, 262  77 131 99, 173  

28  38 262 215, 318  75  353 275, 455  
56  35 281 192, 413  72  476 369, 615  
63  37 200 140, 286  76  488 379, 628  
70  37 206 154, 274  75  442 341, 573  
84  36 220 153, 317  74  455 352, 589  
168  33 171 109, 268  73  331 245, 446  

58 50.3  
a 2021 5 11  
 

COV3001 COVID-19
COV1001

 

 
COV3001
COVID-19 VE COV1001

3 1
8 COV4002

COVID-19 VE
VE

7.R.2.5
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SARS-CoV-2
VE

7.R.2.4
COV3001 Ad26

1
2 2

COV3009
2

2
COV3009 5 1010 vp 1 2 5

1010 vp 2 2
14 COVID-19 VE 95%CI 75.2

54.55, 87.30 % 31 43 COVID-19 VE 100
32.62, 100 % 1 2

37 75 FAS 8,594/8,653 99.3% 8,037/8,075
99.5% PP

43 2 COV3009 PP

VE % a

95% CI b
COVID-19 COVID-19

COVID-19 7,484 14 1,729.99 7,008 52 1,594.98 75.2 54.55, 87.30

18 64 5,358 11 1,556.34. 5,008 45 1,442.03 77.4 54.52, 89.44
65 666 3 173.65 607 7 152.94 62.3 -65.34, 93.70

COVID-19 7,484 60 1,729.35 7,008 113 1,593.37 51.1 29.50, 66.45
0 1,730.72 8 1,598.87 100.0 32.62, 100.00

14 1,729.99 44 1,594.98 70.7 45.46, 85.15
0 1,729.99 1 1,594.92

COVID-19 6 VE
a VE 1 COVID-19 100 %
b COVID-19 COVID-19 COVID-19 95%CI

VE 44
VE CI

VE VE SARS-
CoV-2

COVID-19 469 319 68.0%
6.0% 19/319 36)

22.9% 19/83 38.2%

                                                       
36 SARS-CoV-2 Wuhan-Hu1 D614G
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14.2%
VE

44 2 14 COVID-19
COV3009 PP

VE %
95% CICOVID-19 COVID-19

7,484 14 1,729.99 7,008 52 1,594.98 75.2 54.55, 87.30 c

18 64 5,358 11 1,556.34 5,008 45 1,442.04 77.4 55.53, 89.44
65 666 3 173.65 607 7 152.94 62.3 -65.34, 93.70

3,320 9 958.29 3,139 29 900.45 70.8 36.72, 87.86
2,702 5 771.24 2,474 23 693.91 80.4 47.40, 94.19

a

5,014 5 1,407.78 4,608 32 1,277.23 85.8 63.35, 95.69

352 1 122.40 383 2 133.48

327 0 96.42 301 5 88.82

151 6 48.47 158 12 48.91 49.6 -45.24, 84.46

2,966 5 833.34 2,813 15 779.24 68.8 9.78, 91.14
2,232 1 632.40 1,999 14 559.74 93.7 58.45, 99.85

407 2 140.98 400 5 141.10 60.0 -144.53, 96.19
280 6 84.97 269 16 78.83 65.2 6.40, 88.85
139 0 38.30 134 2 36.07

b
2,116 5 592.77 2,008 21 550.31 77.9 39.77, 93.49
3,908 9 1,137.23 3,607 31 1,044.67 73.3 42.61, 88.83

a
b

1 2
   
c 95%CI

2
COV3009 2 2

S ELISA GMC 95%CI
1 28 2 2 14 367 295, 456 EU/mL

518 422, 635 EU/mL 2220 1794, 2748 EU/mL

COV1001 1a 18 55 3 65
5 1010 vp 2 45

2 2 14 2
GMFR 1a 2.9 2.3, 3.8 3 4.1 3.1, 5.4

3
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45 5 1010 vp 2
COV1001 b 1a PPI 3 FAS

1a 18 55 3 65

GMT 95%CI GMFR 95%CI GMT 95%CI GMFR 95%CI

25 LLOQ LLOQ, 
LLOQ 25 LLOQ LLOQ, 

LLOQ 
1 28 25 224 168, 298 3.8 2.8, 5.0 25 298 200, 444 4.8 3.3, 6.9
2 a 25 288 221, 376 4.9 3.7, 6.3 24 223 139, 359 3.8 2.6, 5.6

2
14 24 827 651, 1052 13.9 10.9, 17.7 24 903 567, 1438 14.5 9.4, 22.5
28 24 849 664, 1086 14.3 11.2, 18.3 24 973 587, 1611 15.6 9.7, 25.0
6 24 465 348, 620 7.8 5.9, 10.4 0 LLOQ (-;-)

a 1a 2 1 53 63 3
78 107 87

b 2021 7 21

COV1002 1 20 55 2 65 5
1010 vp 1 2 5 1010 vp 2

2 2 14 2
GMFR 95%CI 1 2.2 1.8, 2.8 2 1.7 1.3, 

2.4 2
46

46 5 1010 vp 2 2 COV1002 PPI
1 20 55 2 65

GMT 95%CI GMFR 95%CI GMT 95%CI GMFR 95%CI

51 LLOQ LLOQ, 
LLOQ 50 LLOQ NE, NE

1 14 50 277 225, 342 4.7 3.9, 5.8 50 152 120, 193 2.8 2.3, 3.4
28 50 269 228, 318 4.6 3.9, 5.4 50 311 259, 374 5.4 4.6, 6.5

2 45 456 373, 559 7.8 6.4, 9.5 49 281 204, 386 4.9 3.6, 6.7
2 14 43 1049 828, 1329 17.9 14.2, 22.7 48 504 404, 627 8.7 7.0, 10.8

28 43 1088 817, 1449 18.6 14.0, 24.7 48 429 335, 550 7.4 5.8, 9.5

5 1010 vp 1 2
SARS-CoV-2 COVID-

19

Ad26
COV3001 2 2 COV3009

COVID-19 COV1001 2
2 SARS-CoV-2

COVID-19 SARS-CoV-
2

Nature Med 2021; 27: 1205-11 SARS-CoV-2
N Engl J Med 2021; 385: 1393-1400

COVID-19 COVID-19
COVID-19 VE
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VE 7.R.2.3
SARS-CoV-2 SARS-CoV-2

COVID-19 SARS-CoV-2

7.R.2.5

VE
SARS-CoV-2 COV3001

14 28 COVID-19
SARS-CoV-2 COVID-19 714 512 SARS-

CoV-2 96.4% 190/197 37) 94.5% 86/91
B.1.351 69.4% 86/124 P.2 30.6% 38/124

VE 35 36
28

VE VE COV3001

COV3001

WHO VOC VOI VE
47 COVID-19

VE VE 14 VE
28 VE VE

COV3001 5.5
VE 95%CI

                                                       
37 SARS-CoV-2 Wuhan-Hu1 D614G
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47 14 28 COVID-19  
a VE COV3001 PP  

 14  28  
  

VE %  
95%CI  

  

VE %  
95%CI  

 19,577  19,608  19,577  19,608  
 6685.6  6440.2  6658.4  6400.4  

 
COVID-19  COVID-19  COVID-19

 COVID-19  

 484 1,067 56.3 51.30, 60.84  433 883 52.9 47.08, 58.08  
b  32 108 71.5 57.31, 81.39   30  69 58.2 34.96, 73.72  

 265 454 43.8 34.43, 51.86  239 413 44.4 34.61, 52.76  
VOCs       

c  9  29 70.1 35.13, 87.55    9  29 70.2 35.27, 87.58  
c 36  56 38.1 4.20, 60.43   23  46 51.9 19.06, 72.19  
c 74 112 36.4 13.87, 53.20   74 112 36.5 14.05, 53.30  

 11  10 -6.0 -178.30, 59.15   11  10 -5.7 -177.71, 59.23  
VOIs d       

 34  93 64.8 47.32, 76.95   25  67 64.1 42.45, 78.30  
 38  57 35.8 1.49, 58.56   38  57 35.9 1.69, 58.65  
 43  46 10.0 -39.53, 41.98   43  46 10.1 -39.23, 42.11  

  8  17 54.7 -10.83, 83.07    5  14 65.7 -0.86, 90.32  
 0   4    0   4  
  0   0    0   0  
  0   0    0   0  
  0   0    0   0  

a COV3001 WHO VOC VOI SARS-CoV-2  
b Wuhan-Hu1 reference sequence + D614G 
c previously circulating VOCs 2022 3 9  
d previously circulating VOIs 2021 7 6

2021 9 21 2022 3 9  

 
COV3009 COVID-19 42

7 35 SARS-CoV-2 6
5 1010 vp 2 14

COVID-19 VE 95%CI
94.2 62.91, 99.86 % 63.1 27.86, 91.56 %

2 14 3 2 1
 

South Africa Medical Research Council SAMRC 18
COV3012

28 COVID-19
VE 95%CI COVID-19 COVID-19

86 57, 100 % 62 42, 76 % 82 74, 89 % 67 62, 
71 % Lancet 2022; 399: 1141-53 COV3001

COV3009 COV3012
COV3021 18 1

6 9 2021 11
2021 11 15 12 20 COVID-

19 VE 95%CI 2 0 13 14 27 1 2
63 31, 81 % 84 67, 92 % 85 54, 95 % medRxiv published online Dec 29, 2021. 

doi: https://doi.org/10.1101/2021.12.28.21268436, preprint  
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COV1001 1a 5 1010 vp 1
SARS-CoV-2 48

38

28 1/8 1/40 1/37 70
GMT 8

GMT GMT

48 5 1010vp GMT 95%CI
COV1001 a 1a

28 6 573.09 267.88, 1226.08 64.78 29.82, 140.71 14.02 7.78, 25.28 15.21 7.65, 30.25

70
6 403.32 170.26, 955.37 119.37 54.71, 260.46 40.78 23.52, 70.69 27.59 11.24, 67.74

14b 374.84 270.54, 519.35 112.72 82.19, 154.59 26.88 17.58, 41.09
8 6 224.17 125.17, 401.45 21.58 8.76, 53.16

a 2021 7 21
b 28 6

5 1010 vp 2 2
COV1001 1a 5 1010 vp 2 2

14 Day 71
GMT 95%CI 397.96 282.06, 561.50 108.52 80.72, 

145.90 GMT 1656.06 1046.03, 2621.87
5 1010 vp 70 Day 71 28 6

14 48 3.5 4
S

COV3001 1 8
Nature 2022; 603: 493-6

2 6 1

2 4 4
41

2 4 2
medRxiv published online Dec 29, 2021. doi: https://doi.org/10.1101/2021.12.02.21267198,

preprint

COV3001 5
1010 vp

COV3001

                                                       
38 COVID-19 SARS-CoV-2 Victoria/1/2020
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COV3001
COVID-19

COVID-19
5 1010 vp 2

COV3009
 

S SARS-CoV-2
Nature 2022; 

602: 664-70 Nature 2022; 603: 493-6  
COVID-19

COV3001
COV3012 COV3021

COVID-19

 
 
7.R.2.6  

 
Ad26 Ad26

Ad26 Ad26
10 80% Vaccine 2011; 29: 5203-59

J Virol 2010; 84: 10522-32  
Ad26 COV1001 1a 3

COV1002 COV3001
Ad26

Ad26 COV1001 1a 2.0%
2/100 3 16.3% 16/98 COV1002 1 20 55
3.2% 4/125 2 65 29.0% 36/124 COV3001
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2.0% 1/50 4.2% 1/24 32.5%
37/114 28.4% 21/74

COV1002 2 28 SARS-CoV-2
Ad26 49

Ad26 SARS-CoV-2
Ad26 SARS-CoV-2

49 Ad26 SARS-CoV-2 GMT
COV1002 2

Ad26 Ad26
5 1010vp 1 1011vp 5 1010vp 1 1011vp

35 38 15 15 11 10

95%CI
LLOQ

NE, NE
LLOQ

NE, NE
LLOQ

NE, NE
LLOQ

NE, NE
LLOQ

NE, NE
LLOQ

NE, NE
28

95%CI
278

222, 348
423

321, 559
LLOQ

NE, NE
406

296, 556
347

244, 494
LLOQ

NE, NE

COV1001 5 1010 vp 1 1011 vp 2 2
Ad26 Ad26 1

Ad26 1 28 70 2 28 SARS-CoV-2
N Engl J Med 2021; 384: 1824-35

Ad26 Ad26

Lancet HIV 2020; 7: e688-98 Lancet 2018; 392: 232-43
Ad26 SARS-CoV-2

COV1002 COV3001
Ad26

Ad26 SARS-CoV-2
Ad26

Ad26
COV1002

Ad26 Ad26
Ad26

7.R.3
COV3001 COV1002 COV3009

5 1010 vp
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7.R.3.1

7.R.3.1.1
COV3001

COV3001 50

50 COV3001 FAS

3,356 3,380 3,356 3,380
1,687 50.3% 658 19.5% 1,687 50.3% 658 19.5%

3 23 0.7% 6 0.2% 23 0.7% 6 0.2%
4 0 0 0 0

1,853 55.2% 1,188 35.1% 1,819 54.2% 1,131 33.5%
3 61 1.8% 21 0.6% 60 1.8% 20 0.6%
4 0 0 0 0

440 13.1% 407 12.0% 242 7.2% 154 4.6%
3 16 0.5% 16 0.5% 5 0.1%    1 <0.1%
4 3 0.1% 2 0.1% 0 0

FAS
21,895 21,888 21,895 21,888

90 0.4% 137 0.6% 7 0.03% 2 0.01%
3 0.01% 16 0.07% 0 0

3 4 67 69

29 3
51

3 4

51 3 COV3001

3,356 3,380 3,356 3,380
11 0.3% 2 0.1% 11 0.3% 2 0.1%

7 0.2% 2 0.1% 7 0.2% 2 0.1%
7 0.2% 2 0.1% 7 0.2% 2 0.1%

35 1.0% 9 0.3% 35 1.0% 9 0.3%
23 0.7% 9 0.3% 22 0.7% 9 0.3%
32 1.0% 6 0.2% 32 1.0% 5 0.1%

6 0.2% 6 0.2% 6 0.2% 6 0.2%
8 0.2% 0 8 0.2% 0

3 67 69

2 1 2 3
2 2

3 1 2
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30 3 0.6% 19/3,356
0.5% 18/3,380 5

1 1 1

4

COV3009
COV3009

52

52 COV3009 FAS
1 2

3,015 3,052 1,559 1,425
1,676 55.6% 653 21.4% 896 57.5% 252 17.7%

3    9 0.3%    6 0.2% 10 0.6% 3 0.2%
1,764 58.5% 1,138 37.3% 821 52.7% 442 31.0%

3 55 1.8% 14 0.5% 25 1.6% 5 0.4%

1,715 56.9% 1,081 35.4% 810 52.0% 423 29.7%

3 53 1.8% 14 0.5% 25 1.6% 5 0.4%
454 15.1% 332 10.9% 159 10.2% 120 8.4%

3 21 0.7% 16 0.5% 12 0.8% 7 0.5%

283 9.4% 179 5.9% 79 5.1% 49 3.4%

3 9 0.3% 5 0.2% 5 0.3% 1 0.1%
FAS

15,708 15,592
104 0.7 136 0.9

   4 <0.1 13 <0.1

3 67 69

32 3
53 4

53 3
COV3009

1 2

3,015 3,052 3,015 3,052 1,559 1,425 1,559 1,425
2 0.1% 1 <0.1% 2 0.1% 1 <0.1% 7 0.4% 2 0.1% 7 0.4% 2 0.1%
3 0.1% 4 0.1% 3 0.1% 4 0.1% 3 0.2% 1 0.1% 3 0.2% 1 0.1%
4 0.1% 1 <0.1% 4 0.1% 1 <0.1% 2 0.1% 0 2 0.1% 0

26 0.9% 7 0.2% 25 0.8% 7 0.2% 14 0.9% 2 0.1% 14 0.9% 2 0.1%
23 0.8% 5 0.2% 21 0.7% 5 0.2 10 0.6% 3 0.2% 10 0.6% 3 0.2%
23 0.8% 4 0.1% 22 0.7% 4 0.1 9 0.6% 1 0.1% 9 0.6% 1 0.1%

9 0.3% 5 0.2% 8 0.3% 5 0.2% 3 0.2% 0 3 0.2% 0
2 0.1% 0 1 <0.1% 0 1 0.1% 0 1 0.1% 0

3 67 69

1 2 1 2 3
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1 2 1 2
2 2 5

1 2 1
2

33 3 1
0.7% 21/3,015 0.5% 16/3,052 2

0.8% 12/1,559 0.5% 7/1,425
3 54

54 3
COV3009

1
3,015 3,052

3 9 0.3% 5 0.2%

5 0.2% 2 0.1%
1 <0.1% 2 0.1%
1 <0.1% 0

0 1 <0.1%
0 1 <0.1%
0 1 <0.1%

1 <0.1% 0
1 <0.1% 0

0 2 0.1%
1 <0.1% 1 <0.1%
1 <0.1% 0

2
1,559 1,425

3 5 0.3% 1 0.1%

1 0.1% 1 0.1%
1 0.1% 0
1 0.1% 0
1 0.1% 0
1 0.1% 0

3 67 69

1 2
2
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COV1002
COV1002 5 1010 vp 55

55 COV1002 FAS

1
1 2

5×1010 vp
51 24

5×1010 vp
51 24

5×1010 vp
50 26

5×1010 vp
50 26

42 82.4% 2 8.3% 42 82.4% 2 8.3% 18 36.0% 1 3.8% 18 36.0% 1 3.8%
3 1 2.0% 0 1 2.0% 0 0 0 0 0

45 88.2% 2 8.3% 45 88.2% 2 8.3% 13 26.0% 4 15.4% 13 26.0% 4 15.4%
3 4 7.8% 0 4 7.8% 0 1 2.0% 0 1 2.0% 0

15 29.4% 2 8.3% 7 13.7% 0 15 30.0% 4 15.4% 6 12.0% 4 15.4%
3 0 0 0 0 0 0 0 0

0 0 0 0 0 0 0 0

1 2.0% 0 0 0 0 0 0 0

2
1 2

5×1010vp
43 23

5×1010vp
43 23

5×1010vp
48 24

5×1010vp
48 24

36 83.7% 0 36 83.7% 0 16 33.3% 2 8.3% 16 33.3% 2 8.3%
3 0 0 0 0 0 0 0 0

28 65.1% 0 27 62.8% 0 13 27.1% 5 20.8% 13 27.1% 4 16.7%
3 1 2.3% 0 1 2.3% 0 0 0 0 0

12 27.9% 1 4.3% 6 14.0% 0 6 12.5% 3 12.5% 2 4.2% 1 4.2%
3 0 0 0 0 1 2.1% 0 0 0

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

3 67 69

COV1002 12 13
3 56

3
1 2 1 2

3
1 2
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56 3 COV1002 FAS

1 1 2
5 1010 vp 51 24 5 1010 vp 50 26

/ 1 2.0% 0 0 0
0 0 0 0
0 0 0 0
0 0 0 0

3 5.9% 0 0 0
2 3.9% 0 0 0
4 7.8% 0 1 2.0% 0

a 0 0 1 2.0% 0
1 2.0% 0 0 0

2 1 2
5 1010 vp 43 23 5 1010 vp 48 24

/ 0 0 0 0
0 0 0 0
0 0 0 0
0 0 0 0

1 2.3% 0 0 0
1 2.3% 0 0 0
1 2.3% 0 0 0

a 0 0 0 0
0 0 0 0

3 67 69
a 38

5
1010 vp 1 1 2 5 1010 vp 2

3 1 5 1010 vp
1 3.5 5 1010 vp 1 2

1 6
2 5 1010 vp 2 3

1

20 55 COV3001 COV3009
COV1002 1.0 mL

COV1002 COV3001
COV3009 COV1002

1 2

7.R.3.1.2
COV3001 57 58

COV3001 65 18 64
3
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57 COV3001 FAS
18 64 65

2,593 2,594 763 786
1,444 55.7% 505 19.5% 243 31.8% 153 19.5%

3 19 0.7% 4 0.2% 4 0.5% 2 0.3%
1,546 59.6% 941 36.3% 307 40.2% 247 31.4%

3 52 2.0% 12 0.5% 9 1.2% 9 1.1%

1,523 58.7% 895 34.5% 296 38.8% 236 30.0%

3 51 2.0% 12 0.5% 9 1.2% 8 1.0%
361 13.9% 327 12.6% 79 10.4% 80 10.2%

3 10 0.4% 13 0.5% 6 0.8% 3 0.4%
4    2 0.1% 2 0.1% 1 0.1% 0

202 7.8% 118 4.5% 40 5.2% 36 4.6%

FAS

17,636 17,586 4,259 4,302
60 0.3% 90 0.5% 30 0.7% 47 1.1%

    2 <0.1% 10 0.1%    1 <0.1% 6 0.8%

3 67 69

58 COV3001
18 64 65

2,593 2,594 763 786
210 8.1% 103 4.0% 35 4.6% 28 3.6%

3 6 0.2% 2 0.1% 1 0.1% 0
1,408 54.3% 439 16.9% 226 29.6% 126 16.0%

3 8 0.3% 0 3 0.4% 2 0.3%
160 6.2% 39 1.5% 18 2.4% 14 1.8%

3 6 0.2% 2 0.1% 1 0.1% 0
1,069 41.2% 574 22.1% 217 28.4% 155 19.7%

3 28 1.1% 4 0.2% 7 0.9% 5 0.6%
1,121 43.2% 649 25.0% 187 24.5% 156 19.8%

3 20 0.8% 5 0.2% 3 0.4% 4 0.5%
955 36.8% 331 12.8% 160 21.0% 101 12.8%

3 29 1.1% 1 <0.1% 3 0.4% 5 0.6%
398 15.3% 248 9.6% 80 10.5% 81 10.3%

3 3 0.1% 3 0.1% 3 0.4% 3 0.4%
284 11.0% 16 0.6% 18 2.4% 4 0.5%

3 7 0.3% 0 1 0.1% 0

3 67 69

COV3009 59
60 65 18 64
3
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59 COV3009 FAS
18 64 65

1 2 1 2

2,402 2,408 1,370 1,245 613 644 189 180
1,465
61.0%

545
22.6%

820
59.9%

233
18.7%

211
34.4%

108
16.8%

76
40.2%

19
10.6%

3 7 0.3% 5 0.2% 9 0.7% 2 0.2% 2 0.3% 1 0.2% 1 0.5% 1 0.6%
1,511
62.9%

955
39.7%

742
54.2%

392
31.5%

253
41.3%

183
28.4%

79
41.8%

50
27.8%

3 48 2.0% 11 0.5% 24 1.8% 4 0.3% 7 1.1% 3 0.5% 1 0.5% 1 0.6%
1,478
61.5%

909
37.7%

733
53.5%

376
30.2%

237
38.7%

172
26.7%

77
40.7%

47
26.1%

3 47 2.0% 11 0.5% 24 1.8% 4 0.3% 6 1.0% 3 0.5% 1 0.5% 1 0.6%
362

15.1%
278

11.5%
137

10.0%
104

8.4%
92

15.0%
54

8.4%
22

11.6%
16

8.9%
3 15 0.6% 13 0.5% 8 0.6% 7 0.6% 6 1.0% 3 0.5% 4 2.1% 0

231
9.6%

153
6.4%

69
5.0%

45
3.6%

52
8.5%

26
4.0%

10
5.3%

4
2.2%

3 6 0.2% 5 0.2% 4 0.3% 1 0.1% 3 0.5% 0 1 0.5% 0
FAS

12,883 12,725 2,821 2,863
69 0.5% 94 0.7% 35 1.2% 42 1.5%
2 <0.1% 8 <0.1% 2 0.1% 8 0.3%

3 67 69

60 COV3009
18 64 65

1 2 1 2

2,402 2,408 1,370 1,245 613 644 189 180
234

9.7%
118

4.9%
121

8.8%
53

4.3%
29

4.7%
24

3.7%
7

3.7%
3

1.7%
3 2 0.1% 1 0.1% 6 0.4% 1 0.1% 0 0 1 0.5% 1 0.6%

1,432
59.6%

464
19.3%

806
58.8%

207
16.6%

202
33.0%

92
14.3%

71
37.6%

18
10.0%

3 3 0.1% 3 0.1% 3 0.2% 1 0.1% 0 1 0.2% 0 0
148

6.2% 48 2.0% 85 6.2% 15
1.2%

19
3.1%

4
0.6%

3
1.6%

3
1.7%

3 2 0.1% 1 0.1% 2 0.1% 0 2 0.3% 0 0 0
1,181
49.2%

639
26.5%

587
42.8%

266
21.4%

174
28.4%

121
18.8%

54
28.6%

27
15.0%

3 23 1.0% 7 0.3% 14 1.0% 2 0.2% 3 0.5% 0 0 0
1,128
47.0%

632
26.2%

510
37.2%

246
19.8%

163
26.6%

117
18.2%

48
25.4%

24
13.3%

3 20 0.8% 4 0.2% 10 0.7% 2 0.2% 3 0.5% 1 0.2% 0 1 0.6%
1,030
42.9%

398
16.5%

497
36.3%

166
13.3%

142
23.2%

70
10.9%

44
23.3%

20
11.1%

3 21 0.9% 4 0.2% 9 0.7% 1 0.1% 2 0.3% 0 0 0
474

19.7%
255

10.6%
204

14.9%
83

6.7%
72

11.7%
61

9.5%
21

11.1%
17

9.4%
3 8 0.3% 3 0.1% 2 0.1% 0 1 0.2% 2 0.3% 1 0.5% 0

137
5.7%

11
0.5%

36
2.6%

4
0.3%

13
2.1%

3
0.5%

2
1.1% 0

3 2 0.1% 0 1 0.1% 0 0 0 0 0
3 67 69

COV1002 55 56
1 20 55 2 65 3

7.R.3.1.1
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2 65 COV3001 COV3009
65 57 60 1 20 55

COV1002 COV3001 COV3009
55 57 59

7.R.3.1.3
COV1001 2021 7 21

12 7.2.1 2
2 1

1 1a 1 1011 vp 1
1 2a 5 1010 vp 

COV1002 1 2020 12 28 2 2021
2 22 2 7.1.1

COV2001 1 2021 5 11 2 2021
4 23 6

1 1
2.5 1010 vp 2 1

COV3001 2021 7 9
28 7.2.2 12 COVID-19

4 2 1
1

57
PF4

1.2%
436/35,618 18 3 2

1
7.2.2

7.R.3.2
COV3009 2021 6 25

4 6 2 COVID-
19 1

0.8% 191/23,755
12
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2
1

 
 

7.R.3.1.1 7.R.3.1.3 3

2
 

 
 

1 2 1 2

3

7.R.3.2  

 
 
7.R.3.2  

 

2021 4

2021 5 6 15 μL

 

 
 

  
COV3001 Brighton Collaboration

Vaccine 2007; 25: 5675-84 6
24 16 8 3

6 4
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4 1 Brighton Collaboration

COV3012 20
6

1

1 Brighton Collaboration
2

PBRER 20 20 39)

MedDRA SMQ
178 180 40 19 80

102 29
19 18 12 66 19

15 14 66

N
Engl J Med 2021; 384: 2092-101 N Engl J Med 2021; 384: 2124-30

HIT PF4 Fc
N Engl J Med 2021; 384: 2092

-2101 N Engl J Med 2021; 384: 2124-30 PF4
Blood Adv 2021; 5: 4256-64

16 PF4
Ann Intern Med 2021; 174: 1480-2

COV3001 2021 1 22
14 0.1% 10 0.1% 61

2
1 1 27

                                                       
39 62,358 20 33,584,049

20 20
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61 COV3001 FAS  

   
    

 4 5 2 1 
a 1 4 1 1 

 3 1 1 0 
b 4c 0 2 1 

 2 0 3 0 
 0 0 0 1 
 9 5 7 3 

a 1  
b 1  
c 2  
 

COV3001 2021 7 9

 
 Brighton Collaboration Brighton Collaboration. Interim case definition of thrombosis

 with thrombocytopenia syndrome (TTS). v 10.16.3, 2021 5 8 . https://brightoncollaboration.us/
wp-content/uploads/2021/05/TTS-Interim-Case-Definition-v10.16.3-May-23-2021.pdf 2022

4 3  
 CDC Tier1 Tier2 ACIP. Update: Thrombosis with thrombocytopenia syndrome (T

TS) following COVID-19 vaccination, 2021 5 12 . https://www.cdc.gov/vaccines/acip/meetings/d
ownloads/slides-2021-05-12/07-COVID-Shimabukuro-508.pdf 2022 4 3  

17 13 Brighton Collaboration
1 3

1 Brighton Collaboration 1 CDC

1

2020 10 DSMB

PF4
 

COV3009 6 9
2 6 1

1 Brighton Collaboration
3 1 3

CDC
2021 8 23 1

Brighton Collaboration 5 TTS CDC
 
COV1001 3 5

2 1
1 1011 vp 1 1 2021 7 21
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COV2001 2
1

PF4
PF4 40)

COV3001 20
58 32 26 41)

32 26 PF4 PF4 IgG 
ELISA42

58 7 6/32 19% 1/26 4%
PF4 PF4

PF4 6 3
1 PF4 PF4

3 PF4 PF4
3 PF4

• 10 PF4 OD 2.626 20
CDC Titer 1/2

Brighton Collaboration 1
• 39 85 PF4 OD

0.849
• 35 69 PF4 OD

0.612 13 SARS-CoV-2

PF4 1
PF4

PF4
PF4

PF4

PBRER 20 20
MedDRA SMQ

MedDRA HLT 206 454 107 93 6 18

                                                       
40 MedDRA SMQ
41

42 FDA 0.4
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35 40 36 50 63 51 64 60 65 34 9 1
205 451 5 65

47 38 32 15
12 11

10 8
7 6

5 179 68 61 32
3 111

MedDRA SMQ
2,709 3,726 1,477 1,146

86 17 1 18 35 325 36 50 677 51 64 832 65 641
18 3 212 2,645 3,611

50 826 601 517
370 169 113 102

80 63 55 52
1,688 493 287 217 14 1,027

Safety summary report 20 20
978 4,398 50 40

2 10 SARS-CoV-2

928 911 271 149 126
928 61 15 μL

33
834 163 28

61 28
28 3 62

834 106
3



66
 

62 Safety summary report 20 20
3

671 61
194 96 27

20 16 12 12
9 9 6 5
4 4 4 4

4 4 3 3
3 3 3 3

23 11
3 3

93 65 29
8 8 8
6 5 4 3

3

14 13
8 4 4

3 3
3 3

61 18 16
13 6 5

4 3 3
3

3

61 15 μL 51 18 64
50 18 90
19 4 2

50 1
12

40
5 9 3

3

COV3001 4
2 1

5 2 1
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PBRER 20 20

GBS
20 20 GBS MedDRA SMQ

255 263 55 22 87
2 239

7 6 6
4 133 41 15

5 1 68 GBS

GBS

ADEM
20 20 MedDRA SMQ

159 165 41 18
101 165 114 2

67 26 22 8 ADEM 7 4
3 2

54 42 19 6 2 42
ADEM

Summary safety report 20 20 ADEM
ADEM ADEM

ADEM

20 20 MedDRA PT
41 51

42.5 18 75 29
9 7 4 2

35 8 2 6
Summary safety report

20 20
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ADEM

7.R.3.3
7.R.3.3.1

COV3001 COV3009
63 64 2



69
 

63 * COV3001

1,135 1,164 2,221 2,216
487 42.9% 226 19.4% 1,200 54.0% 432 19.5%

3 7 0.6% 2 0.2% 16 0.7% 4 0.2%
563 49.6% 423 36.3% 1,290 58.1% 765 34.5%

3 15 1.3% 10 0.9% 46 2.1% 11 0.5%

547 48.2% 411 35.3% 1,272 57.3% 720 32.5%

3 15 1.3% 10 0.9% 45 2.0% 10 0.5%
147 13.0% 144 12.4% 293 13.2% 263 11.9%

3 4 0.4% 7 0.6% 12 0.5% 9 0.4%
4 0 1 0.1% 3 0.1% 1 <0.1%

64 5.6% 52 4.5% 178 8.0% 102 4.6%

* 1 2

3 4 67 69

64 * COV3009

1 2 1 2

1,257 1,297 599 550 1,758 1,755 960 875
637

50.7%
275

21.2%
290

48.4%
97

17.6%
1,039
59.1%

378
21.5%

606
63.1%

155
17.7%

3 5
0.4%

2
0.2%

6
1.0%

0 4
0.2%

4
0.2%

4
0.4%

3
0.3%

685
54.5%

467
36.0%

273
45.6%

174
31.6%

1,079
61.4%

671
38.2%

548
57.1%

268
30.6%

3 16
1.3%

9
0.7%

10
1.7%

5
0.9%

39
2.2%

5
0.3%

15
1.6% 0

659
52.4%

443
34.2%

268
44.7%

164
29.8%

1,056
60.1%

638
36.4%

542
56.5%

259
29.6%

3 15
1.2%

9
0.7%

10
1.7%

5
0.9%

38
2.2%

5
0.3%

15
1.6% 0

202
16.1%

149
11.5%

62
10.4%

48
8.7%

252
14.3%

183
10.4%

97
10.1%

72
8.2%

3 9
0.7%

10
0.8%

7
1.2%

4
0.7%

12
0.7%

6
0.3%

5
0.5%

3
0.3%

126
10.0%

85
6.6%

28
4.7%

19
3.5%

157
8.9%

94
5.4%

51
5.3%

30
3.4%

3 5
0.4%

1
0.1%

3
0.5%

1
0.2%

4
0.2%

4
0.2%

2
0.2% 0

* 1 2

3 4 67 69

7.R.3.3.2
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COV3001 2021 7 9
49 36

3 22 1
14 1

3 11
1

COV3009 2021 8 23 30
21 3 9

3
12 1 9

1 3 4
1 5

20
691 146

545 569 90 1
31 601

549 118 45

1

Ad26 2020 7 Zabdeno
RSV Ad26

COV3001 COV3009
200

1,042 Ad26

Ad26
Ad26
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SARS-CoV-2

SARS-CoV-2

7.R.3.4
SARS-CoV-2 VAERD VAED Vaccine 

2020; 38: 4783-91 Science 2020; 368: 945-6 VAERD VAED

COVID-19 VAERD VAED
VAERD VAED

3.R.3 COV1001
Th1 CD4 VAERD VAED

COV3001 VAED VAERD COVID-19

COVID-19 28 5
34 14 14 60

COVID-19 8 44
VAERD VAED

PBRER 20 20 Summary safety report
20 20

VAERD VAED
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7.R.3.5
7.R.3.2

ITP
MedDRA SMQ

HLT 20
2018 ITP Hematology 2018; v2018: 561-7

ITP ITP
COV3012 ITP 2 confirmed likely

1 ITP 217 suspected
151 likely 63 confirmed 3 4 suspected 3 likely
1 Likely 9 suspected 2 confirmed 3 ITP 34

7

ITP
ITP

ITP ITP

CLS
20 CLS 3

CLS CLS
20 20

CLS 7 3 4 62.1 50 92
1 7 4

1
CLS

CLS
CLS CLS

CLS

ITP

CLS
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7.R.4  
SARS-CoV-2

 
COV3001 COVID-19

COVID-19
COVID-19 2

2 COV3009 2 COVID-
19 COV3001

COVID-19
COVID-19 1 2

COVID-19
 

2 8

 
SARS-CoV-2

SARS-CoV-2 2

1
COVID-19

mRNA SRAS-
CoV-2 mRNA 1

1  
100 WHO

2021 10 2021 12

12 18 5 1010 vp SARS-CoV-2

NIH/NIAID DMID21-0012 CTD 5.3.5.1.4
50

49 51 150
14 SARS-CoV-2

GMFR
4.1 6.2 12.5

7

38
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28

36.0% 18/50 6.0% 3/50 30.6% 15/49
14.3% 7/49 39.2% 20/51 15.7% 8/51  

2021 9 24 1

 
COV2008

SARS-CoV-2
SARS-CoV-2

 
 

 
2022 3 31 SARS-CoV-2

SARS-CoV-2
COVID-

19 3
7.2.2 7.R.2.2 2

7.2.3 7.R.2.4

COVID-19 SARS-CoV-2

2 8

SARS-CoV-2
2 1

SARS-CoV-2
SARS-CoV-2

1 SARS-CoV-2
80% mRNA 99.9% mRNA

mRNA
SARS-CoV-2

mRNA
COVID-19

 
SARS-CoV-2
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7.R.5

7.R.5.1

COV1001 5 1010 vp 1 1011 vp 2
Ad26

COV1001 18 55 375 1 28
65 5 1010 vp 1

1011 vp Th1
1

COVID-19
COV3001 5 1010 vp

COV3001 5 1010 vp 7.R.2
7.R.3 SARS-CoV-2

5 1010 vp 1
COV3001

COVID-19 COVID-19 VOC

2001 5 1010 vp 1 2 3 2
65 2 14 28 GMT

GMFR 3 2

65 5 1010vp 2 3 2
COV2001 PPI

2 3

GMT 95%CI GMFR 95%CI GMT 95%CI GMFR 95%CI

38 LLOQ LLOQ, 
LLOQ 37 LLOQ

1 14 39 154 113, 211 2.9 2.2, 3.7
28 39 260 196, 346 4.4 3.3, 5.7

2 39 212 142, 314 3.7 2.6, 5.2 35 236 169, 328 4.1 3.0, 5.7

2
7 39 313 219, 446 5.6 4.0, 7.7 19 376 290, 488 6.5 5.0, 8.4
14 39 518 354, 758 8.8 6.1, 12.8 34 904 691, 1184 15.6 11.9, 20.4
28 38 424 301, 597 7.4 5.4, 10.2 37 694 473, 1018 12.2 8.4, 17.6

COV1001 2a 18 55 5 1010 vp
1 6 2 43

S ELISA 66 2

                                                       
43 HIV-1 SARS-CoV-2 D614G S
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GMFR 95%CI 2 28 5.6 2.5, 12.6

66 5 1010 vp 6 2 GMT S GMC
COV1001 2a PPI

S ELISA

GMT 95%CI GMFR 95%CI
GMC EU/mL

95%CI GMFR 95%CI
17 LLOQ 27 LLOQ (-;-)

1 28 17 150 77, 294 4.0 2.3, 7.2 27 420 322, 549 8.4 6.4, 10.9
2 17 319 131, 779 8.6 3.9, 19.0 20 798 441, 1443 15.9 8.8, 28.7
2 7 17 1136 703, 1835 27.0 16.7, 43.7 17 3779 2583, 5529 75.1 51.3, 109.9

28 15 2127 1426, 3171 50.6 30.4, 75.5 15 5108 3402, 7669 101.6 67.6, 152.5

5 1010 vp 2 2
1 COV3009

5 1010 vp 2 2
2

0.5 mL 1
2

COV1001 2 3 2
6 2

SARS-CoV-2

7.R.5.2
18 18

COV2001 12 17 2.5 1010 vp
5 1010 vp 2 16 17

2.5 1010 vp 12 17 5 1010 vp
5 1010 vp

18
.

COV3001 5 1010 vp COVID-19
COV1002

COV1001 COV3001
7.R.2.2

COV3001 COV3009 2
2 COVID-19 COV1002
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2 COV3001
COV1001

COVID-
19 7.R.2.3

SARS-CoV-2 COV3009
2 2

SARS-CoV-2 2

3
 

COV3009 2
COV1001

2
2 2

COV1001
COVID-19

 
SARS-CoV-2

SARS-CoV-2
SARS-CoV-2

COV2008

 

 
 

 
18 1 0.5 mL  

 
7.R.6  
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RMP

RMP
3,000 28

COVID-19 VAERD VAED

2 1
Safety summary report 1 PBRER

 
SARS-

CoV-2

 
 

 

28
ITP

SARS-CoV-2 SARS-CoV-2

28
 

ITP

 
 

 
8.  

2  
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9.
9.1

2

9.2 GCP
2

10. 1
SARS-CoV-2

COVID-19
COV3001 SARS-CoV-2

4 2 24 27

COVID-19 1

11.
11.1

FDA Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers 
Enrolled in Preventive Vaccine Clinical Trials, 2007 9 67 69

67

1 2 3 4

a

25 50 mm 51 100 mm > 100 mm
a 25 50 mm 51 100 mm > 100 mm
a b 25 50 mm 51 100 mm > 100 mm

a
b COV1002



80 
 

68 *

  
1  

 
2  

 
3  

 
4  

°C ** 38.0 38.4 38.5 38.9 39.0 40.0 > 40 
/  101 115 116 130 > 130  
/ *** 50 54 45 49 < 45  

mmHg  141 150 151 155 > 155  
mmHg  91 95 96 100 > 100  
mmHg  85 89 80 84 < 80  

/  17 20 21 25 > 25  
*  
**  
*** 60 100 /

 
 

69

 
1  

 
2  

 
3  

 
4  

1 2 /24  2 /24  
 

 

   

 

 

2 3 400 g
/24  

4 5 400
800 g/24  

6 800 g
/24

  

 
1  

 
2  

 
3  

 
4  
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2  
 

4 5 16  
 

 
 
SARS-CoV-2  

 
3 5 24  

 
 

 
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.1
 

 
1.2  

1 7.R.2
 

 

SARS-CoV-2

 
 COV1002 65 2 20 55 1

2
SARS-CoV-2

 
 COV3001

COVID-19
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1.3  

1 7.R.3  
SARS-CoV-2

 
 
1.4  

1 7.R.4
 

 SARS-CoV-2
SARS-CoV-2

 
 

SARS-CoV-2

 
 

 
 

 
 
1.5  

1 7.R.5
 

 SARS-CoV-2
2

 
 SARS-CoV-2

COV2008
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1 7.R.5

SARS-CoV-2 SARS-CoV-2
1

2 2

2 COVID-19 SARS-CoV-2

2

COV2008

1.6
1 7.R.6

70
71 72

70

71

COV3001
COV3009

/ a COV1001
COV2008
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72

90
3,000

COVID-19
7

1.7
1.7.1

1 e
f 73

73

a e 4
f 3

a

e f
e

f
f 3

f

1.7.2
1 A C D

1
D

E

D E
1 5 74

D E
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D E E

E F
F

D F D

D
E

E

74

A B

B C
B D

D E

B F

D F

D E
D E

E

1.7.3
1 6

75 1 C
9

D E E
E E F
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75

a

20 5
d C 3 9
f E 3
c F 3 12

   5 3
d C 3 9
f E 3
c F 3 12

a C
E F

E
C 9

E
F C

pH 9
C F

20 5 9
E

20 5 9
E

2. 1
1 1
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14 7  

  

 
NZW  

5  

Ad26.ENVA.01
DNA DNA
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DNA DNA

 
 

28 24   
48 44 

 
 

 
 

COVID-19 
   

 18 64  5,008 45 1,442.04 
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 383  2  133.48 

 

 
 

 
 

COVID-19 
   

 18 64  5,008 45 1,442.03 
a 

 

 383  2  133.46 

 

57 54   
64 13 14 102

29 19
18 12  

102
29 19

18 12  
67 4 12  12  
67 5   
68 62   

671  
 194 96 27

20 16
 

 

  
671  

 194 96 27
20 16

 
 

69 17 165 114  165 114  
69 19 2  2  
71 64 

 
* 1 2

 

* 1 2

 
 
 

3.  

22-36V-0003  
 
4.  
4.1  

 
 

4.2 GCP  

CTD 5.3.1.1.2-7 GCP
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5.  

8
 

 
 

SARS-CoV-2  
 

 
18 1 0.5 mL  

 
 

1.  
2. 

 
3. 
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Ad26 adenovirus type 26 26  
Ad26.ENVA.01 Ad26 vector encoding the Clade A 

envelope protein of HIV type 1 
HIV 1 Clade A

Ad26  
Ad26.Mos4.HIV Tetravalent HIV vaccine which is based on 

recombinant replication incompetent 
adenovirus serotype 26 (Ad26) vectors that are 
consist of Ad26.Mos1.Gag-Pol, 
Ad26.Mos2.Gag-Pol, Ad26.Mos1.Env, and 
Ad26.Mos2S.Env. 

HIV-1 4
Mos1.Gag-Pol Mos2.Gag-Pol Mos1.Env

Mos2S.Env
Ad26

4 HIV  
Ad26.RSV.preF Ad26 vector encoding the pre-fusion 

conformation-stabilized F protein [pre-F] of 
RSV A2 strain 

RSV A2 F
pre-F

Ad26  
Ad26.ZEBOV recombinant, replication-incompetent, 

adenovirus type 26 (Ad26) vector encoding the 
GP of EBOV Mayinga variant 

Zaïre Mayinga

Ad26  
ADEM Acute disseminated encephalomyelitis  
AlPO4 aluminum phosphate  
BMI Body mass index  
CD Clustr of differentiation  
CDC Centers for Disease Control and Prevention  
CI Confidence interval  
CLS Capillary leak syndrome  
COPD Chronic obstructive pulmonary disease  
COVID-19 Coronavirus disease-19 SARS-CoV-2  
COVxxxx  VAC31518COVxxxx  
CSAC Clinical Severity Adjudication Committee  
CTD Common Technical Document  
DNA Deoxyribonucleic acid  
DSMB Data Safety Monitoring Board  
D614G   S 614 G SARS-CoV-2

 
ECMO extracorporeal membrane oxygenation  
ELISA Enzyme-linked immunosorbent assay  
ELISpot Enzyme-linked immunospot  
EMA European Medicines Agency  
EOPC End of productions cells  
EU ELISA units  
FAS Full Analysis Set  
FiO2 fraction of inspired oxygen  
FDA Food and Drug Administration  
GMC Geometric mean concentration  
GMFR Geometric mean fold rise  
GMT Geometric mean titer  
HIV Human immunodeficiency virus  
HIV-1 Human immunodeficiency virus Type 1 1  
HLT High level term  



ii 
 

   

ICH 
International Council for Harmonisation of 
Technical Requirements for Pharmaceuticals 
for Human Use 

 

ICMRA International Coalition of Medicines 
Regulatory Authorities  

ICS intracellular cytokine staining  
ICU intensive care unit  
IDMC independent Data Monitoring Committee  
IFN-γ Interferon-gamma  
IgG Immunoglobulin G G 
IL Interleukin  
ITP Immune thrombocytopenia  
LLOQ lower limit of quantification  
LVHD-CB large volume high density cell bank PER.C6 TetR  
MedDRA Medical Dictionary for Regulatory Activities 

Japanese version 
ICH  

MERS-CoV Middle East respiratory syndrome coronavirus  
MCB Master cell bank  
mRNA Messenger ribonucleic acid  
MVS Master Virus Seed  
NE Not estimable  
NHP nonhuman primate(s)   
NIAID National Institute of Allergy and Infectious 

Diseases 
 

NIH National Institutes of Health  
NZW New Zealand White  
OD Optical density  
PaO2 partial pressure of oxygen  
PBMC peripheral blood mononuclear cells  
PBRER Periodic Benefit Risk Evaluation Report  
PCR Polymerase chain reaction  
PF4 Platelet factor 4 4  
PPI Per Protocol Immunogenicity  
PP  Per Protocol Set  
RBD Receptor binding domain  
RMP Risk management plan  
RNA Ribonucleic acid  
RSV Respiratory syncytial virus  
RT-PCR reverse-transcriptase polymerase chain 

reaction 
 

SAMRC South Africa Medical Research Council  
SARS-CoV severe acute respiratory syndrome coronavirus  
SARS-CoV-2 severe acute respiratory syndrome 

coronavirus-2 
2  

SMQ Standard MedDRA query MedDRA  
SpO2 Saturation of percutaneous Oxygen  
SPRT Sequential Probability Ratio Test  
SSG Statistical Support Group  
S  Spike protein  
TCID50 50% tissue culture infective dose 50%  
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TetR Tetracycline Repressor  
Th helper T cell T  
vp Virus particles  

VAERD vaccine-associated enhanced respiratory 
disease  

VE Vaccine Efficacy  
VOC Variants of Concern WHO  
VOI Variants of Interest WHO  
WCB Working cell bank  
WHO World Health Organization  
WVS Working Virus Seed  

    
  SARS-

CoV-2
26  

  Ad26.COV2.S 
 


