88

18

2022( )y 11 11

10

No.
PT
v20101166 (PMDA)
2021/03/11 15:30 32 COVID-19
BNT162B2 : EP9605 : 2021/06/30
32
164

2021/03/11 16:30

2021/03/11 16:30

2021/03/11 18:00

Body temperature 2021/03/11 36.8 ;




C-reactive protein

2021/03/11

White blood cell count 2021/03/11

2021/03/11 16:30

2021/03/11 16:30

2021/03/11

20ML 1

2021/03/11

18:00

2021/03/11

36.8

2.5

5MG

WBC/CRP

1A+

bnt162b2

100mg 1




PMDA

2021/06/02

2022/08/22

v20101166

PMDA




447

2021/03/25

COVID-19 COVAES
v20102007
2021/03/22 15:30 32 6 COVID-19 BNT162B2
EP9605 2021/06/30
32 6
COVID-19 COVID-19
2021/03/22 36.9
10
CovID 4
2021/03/22 16:00 30
2021/03/22
16:00 30

17:00




128/69

5mg
300mg

BNT162B2

BNT162B2

2021/05/27

COVID-19

20mg

90/ 02Sat 98

2021/03/21

BNT162B2

BNT162B2

500mL

0.3 mg

36.5

BNT162B

BNT162B2

BNT162B2

DCA




128/69

36.5
/ ;
; 30
2022/09/21
1
2021/05/27
DCA
2022/09/21

90/ 02Sat

30

2021/03/22

98%




3137

PMDA v21106227 PMDA

2021/05/12 15:00 66
BNT162b2 2 0.3ml
/ 66
36.2
COVID-19 1

2021/05/12 15:00

2021/05/12 15:15

2021/05/12 15:15
BUN Cr

2021/05/12 15:15

2

COVID-19

COVID-19




2021/05/12 15:15
CPK ;

2021/05/12 15:15 2022/09/05 ;

2021/05/12 15:15

2021/05/12 15:15 SP02
2021/05/12
Blood creatine phosphokinase: (2021/03/12) ; Blood creatinine:
(2021/03/12) ; Blood urea: (2021/03/12) ; Body temperature:
(2021/03/12) 36.2 : ; Oxygen saturation: (2021/03/12)
2021/05/12 15:15 15
2021/05/13
Sp02 CPK BUN Cr
2021/05/12 bnt162b2




67

2022/09/05

2021/07/12

2022/09/05

BNT162b2 /

2022/09/26




3415

PMDA

PMDA

v21106978

2021/05/14 10:33 94

2021/05/14 10:33 (

2021/05/14 10:45 (

2021/05/15 (

2021/05/14 10:33 (

10:45 (

12

10:55

11:19

11:22

: EY2173

12 )

12

92/60

22

46

49

COVID-19
1 2021/08/31

) COVID-19
12 )
)

) BNT162b2 0.3 cc

94 Sp02 99%

86/52

0.3cc

80/-

BNT162b2
0.3ml

36.8

BNT162b2 0.3ml

500mL

10




11:29 56
CT
2021/05/15
2022/08/23
2022/09/06

88/-

MRI

BNT162b2

11




v21112521.  (PMDA)
2021/05/31 79 COVID-19 BNT162b2
2 FA2453 2021/08/31
79
4974
: 2021/05/10 COVID-19 1 EX3617
2021/08/31 79
2021/05/31 /
2021/05/31 20:00
2021/05/31 20:00

12




2021/05/31 20:00

2021/06/04
2021/06/04
2021/06/04 COPD
2021/06/04
2021/06/06
2021/06/06
2021/06/04
/ COPD

(2021/05/31) 36.6

2021/06/04 2021/06/06
2021/06/04 / I 1l v4 V5 V6
2021/06/06 ST
ST
2021/06/04 88 % | 2021/06/04 3980.6 pg/mL.

T

13




2021/06/06

2021/05/31
2021/06/04 4
2021/06/06 6
/
CovID-19
PMDA
79 6
36.6
BNT162b2
( )
COPD

14




2021/05/31 BNT162b2

2

2021/05/31 20:00

2021/06/03

2021/06/04 A Sp02 88%

3980.6pg/ml.

COPD A

2021/06/05 2021/06/06

2021/06/06 11:35

ST

2021/06/06 12:36

CcT

COPD

CcT

COPD

15




COPD

2021/06/06

CcT

2021/05/31

2021/06/03

2021/06/04

2021/05/31

2022/06/04
I v4 V5 V6 T

CcT

2021/05/31

16




MRI

2021/06/09

2022/08/23

2022/09/01

PMDA

PMDA

v21112521

COPD

17




5516

(PVDA)

PMDA v21112547

2021/06/08 14:55
BNT162b2
73 9

2021/06/08

SR

2021/06/08 15:15 20

ST

2021/06/08

73 9
EY5423

36.6

CovID-19
31Aug2021

18




Minor

2021/06/08 ECG

ECG ST

V4 V5 V6

2021/06/08

ST

19




BNT162B2

2021 ECG

(2021/07/05) -

2021/07/28

2021/08/06

2022/08/23

ST

20




21




PMDA
; PMDA v21115382
2021/06/16 14:25 73 COVID-19 BNT162b2
FA5765 2021/09/30
; 73
2013
; 40
; 36.1
; 2 /05/20
/05/20
; /05/28
; /06/02
/06/02 /06/02
6849
; 4
2021/06/16 20:00 5 35
; 15
2021/06/16 18:00 3/5
19:00
19:30

22




20 00

20:00 36.3

20:30

Sp02 74

20:40

Spo2 74%

20:40

5L Sp02 97

20:43

20:53

21:25

2021/06/17 00:30

22 09

22:15

22:29

22:35

P 112 bpm

0.1 0.5mg

0.1 0.3mg

6L

0.3mL

BP

190 / 66mmHg

500 mL

23




22:39

22:51
23:11
/
2021/06/17 Xp
WBC 12600 CRP  0.40
2021/06/17
6.6-8.1 g / dl =8.5 0.4-1.5 mg
/dl =0.5 ALP IFCC 38-113 U /L =91 ALP JSCC
106-322 U / L = 258  AST 13-30 U / L =23 ALT 7-23 U /
L =16 -GTP 9-32 U/ L =24 CK 41-153 U / L =
63 44-132 U / L = 117 BUN 8-20 mg / dl =
10.1 0.46-0.79 mg / dl = 0.46 eGFR
ML / MIN =97.9 Na 138-145 mmol / L = 139 ClI
101-108 mmol / L = 100 K 3.6-4.8mmol /L = 4.8
4.1-5.1 9/ dl = 3.7 CRP 0.00-0.14 mg / dl =
0.40 73-109 mg / dl = 167 45-
80 x10 * 2 = 126 380-480 x10 * 4 = 416

24




12-16 g / dI = 13.0 34-42 = 40.6

10-35 x10 * 4 = 36.0 MCv 89-99 fl = 97.6
MCH 29-35 pg = 31.3 MCHC 31-36 g 7/ dl = 32.0
41-68 =94.8 25- 45 =4.9
2-9 = 0.1 1-5 =0.1
0-2 = 0.1

2021/06/18 11:00

2021/06/21
2021/06/24
/
/
2021/06/21
=6.6 g/ dl =0.9mg/dl ALP IFCC =71U/L ALP
JSCC =202U /L AST=18U/L ALT=11U/L -GTP=15U/7 L
CK=35U/L =169 U /L BUN = 10.5 mg / dl

=0.51mg / dl eGFR =87.4 ML / MIN Na =139 mmol /L CI = 105 mmol /

L K=4.1mmol /L =3.0g 7/ dl CRP = 3.21 mg / dl

= 107 mg / dl 81x10 * 2 = 376 x10 * 4

11.9g / dl = 36.2 = 25.5 x10 * 4 MCV
=96.3 fl MCH =31.6 pg MCHC = 32.9 g / dl =70.4
= 16.4 =5.8 =7.3 =0.1
2021/06 0

Sp02 74

2021/06/17

25




2021/06/21

2021/06/24
/
BNT162B2
( )
2021/07/09
2021/07/09
/
/
2021/06/17 =6.69/7/

26




dl

=0.9mg / dl
=6.6 g/ dl

2021/06/17

2022/09/01

2021/06/21

2021/06/21

=0.9mg / dl

27




6984

COVID-19

PMDA v21113655

2021/06/09 16:15

bnt162b2
2021/08/31
CovID 4
COVID-19

2021/06/09 16:23

2021/06/09

2021/06/09 16:31

2021/06/09 16:33

2021/06/09 19:00

BP 102/61

(PVDA)

26

26

COVAES

COVID-19
EX3617

PEG

JCS30

28




2021/06/09 16:15

2021/06/09 16:23

CA JCS30

2021/06/09 16:25 16:23 ) 0.5mL IM PV 206G
SP02 (r.a)99% ECG sinus rhythm

2021/06/09 16:28 CA SP02(r.a)98%
2021/06/09 16:30 ( 120mg 100mL)100mL/h
2021/06/09 16:31 ABG BP 102/61

2021/06/09 16:33 BP 95/61 HR 81 SPO2(r.a)100%
2021/06/09 16:35 BP 113/72 HR 74 SP02(r.a)100% JCS O
pH 7.572 pco2

23.8 p02 135.1 759 37.0 Hct 34.9 Hb 11.9 HCO3-act
22.0

2021/06/09 18:00

2021/06/09 19:00 BP 121/71 HR 91 SPO2(r.a)99%%

2021/06/10 00:00 D

2021/06/10 06:00 BP 116/68 HR 66 SPO2(r.a)98%

2021/06/10 07:00 8

2021/06/10 10:00

2021/06/12

36.5

29




2021/06/09 16:23( 8 )

2021/06/09 8 )
2021/06/09
1 JCS 20
0.5A
120mg  100mL/H
100-110 ECG: sinus, GCS 45.6, JCSO
CovID-19
JCS30 BP
102/61 2021/06/09
2021/07/06 2021/06/09 16:23
( )
2021/06/10
/ /
2021/06/09 ECG T

2021/06/09 LDH (IFCC): 132.0 U/L (124-222); AST (GOT): 14 U/L (13-
33); ALT (GPT): 8 U/L (6-27); ALP (IFCC): 45.0 U/L (38-113); y-GTP: 10 U/L

(10-47); : 10.7 mg/dl (8.0-22.0); : 0.57 mg/dl (0-40-
0.70); eGFR: 104.1; (NaF): 81 mg/dl (70-109); CRP : 0.01 mg/dl
(0.0-0.3); NaCl: > 142 mmol/L (138-146); :3.5L (3.6-

30




4.9); NaCL:
9500);

> 101 mmol/L (99-109);

7000 ul (3

: 4,050,000 ul (3,500,000-5,000,000);

12.0 g/dl (12.0-16.0);

36.5 % (36.0-46.0);
29.6 PG (27.0-34.0);

315,000 /1 (120,000-320,000);

: pCO2 23.8 L

108.0); 759
: Hb 11.9 g/dL;

: BE(B) 1.2 mmol/L;
ct02(a)16.8vol%;

: HCO3-std 26.0 mmol/L;

SARS-CoV-2 1gG
(
Minor /
AND
OR 1 (Major)
) 1
(
(2021/07/06):

: MCV 90.1 FI (85-99);

(32.0-46.0);

: HCO3-act 22.0 mmol/L;

: BB 47.9 mmol/L;

2 MCHC 32.9 g/dl (31.0-36.0);

: pH 7.572 H (7.380-7.46
1 p02 135.1 H (74.0-
37.0 ; . Het 34.9%;

- s02 99.2%;

> ctCo2 (P) 22.7mmol/L;

: BE (ecf) 0.0 mmol/L;

: FiO2 21.0%; SARS-CoV-2 IgM
):
( )
AND 1 (Major)
AND 1 (
(Minor) ) 2
/
);
/
bnt162b2

500-

: MCH

0);

31




2022/09/30
IME

32




(PVDA)

PMDA v21116354
2021/06/24 14:00 77 77 77 6
COVID-19 BNT162b2
EX3617 2021/11/30 2 2
2021/06/24 36.1
2016
2016 PCI
/
COVID-19 BNT162b2
7147
1

; 2021/06/24 14:30 30

2016/04

2021/06/24 2

14:42

33




15:06

JCS

2021/11/19

ADL

300

BNT162B2

2021/08/06

34




2021/06/24 14:37

2021/06/24 14:44

JCS 300 02 10L Sp02 100
PR 30 HR 84 BT 36.9

2021/06/24 15:06

E1VIM4 100
12 ST
X CcT

2022/09/05

VF

PCI
ACS

2021/06/24 Vi-v4 ST
2021/06/24

JSC 300

BP 111/75

Dr.car

AVF

2016

ST

35




#6 ISR
LCx 4PDRentrop

CcT MRI

2021/08/06 09:16

2021

2021/10/06

2021/10/06

2021/11/19

CT0

Impella CP

36




The patient was placed on an artificial ventilator and he was

receiving hypothermia therapy The patient was placed on an artificial

ventilator and he was receiving therapeutic hypothermia

2022/08/23
2022/09/05
PCI
4PD 1]
11 #6
CTO LCx
1] #6 ISR
LCx

4PDRentrop
ISR
4PD
CT0
4PDRentrop I1

37




7333

COVID-19
PMDA
v21116391
75
2021/06/22
2015/03/06
2015/01/16
2015/02/10
CovVID-19 4
CoVID-19
60mg
4mg 1
( ) 60mg 40mgl
5mg 3
35mg 1

36.4

(COVAES)
PMDA

2017/07/21

2.5mg 2

20mg1

1

0D15mg 1
2015/11/20
0.5 1 3

38




2021/06/22 10:00

BNT162B2

1

2021/06/23

2021/06/24

2021/06/25

2021/06/25

2021/06/25

2021/06/25

2021/06/25 12:20

2021/06/25 12:30

2021/06/25 13:01

2021/06/25 13:18

75
FA7338
37.7

2
3

3 2 20

3 2 30

3 3 1

Asytole

COVID-19
2021/12/31

39




2021/06/25 COVID-19

2021/06/23

2021/06/25

2021/06/25 13:18

1100g  600g
500

2021/06/25

40




COVID-19 0.01pg/ml
-A SP-A
43.8ng/ml ;
-D SP-D
110ng/mL 37.7
BNT162B2
6
PR ID PR id 6103632

PFIZER-BIONTECH COVID-19

NTM

1.00pg/ml

1961U/ml

204 .7ng/ml

445 _4ng/ml

LOE

465U/ml

FA7338

CAPA

41




PR 1d 6103632

PFIZER-BIONTECH COVID-19

FA7338

NTM

CAPA

CITI Offline Contractor

DEV-045/SoftBox

42




202106/30 2021/07/01
(COVAES) PMDA
v21117191

2021/07/30  2021/08/02

CITI Offline Contractor

2021/09/13

2022/02/03

COVID-19

CAPA

COVID-19

43




SARS-CoV-2 (2021/06/25) 0.0 0.01
COVID-19 0.0pg/ml 1.00pg/ml
COVID-19 0.01pg/ml 1.00pg/ml

2022/08/31

Stimulated

Report

44




8520

(PVDA)
PMDA v21117776

2021/07/04 13:30 84 2 BNT162B2
FC3661 2021/09/30 2
1
1
2021/07/04 14:00 30
CPK
30 60
2021/07/04
Blood creatine phosphokinase: (2021/07/04) CPK ; 1 (2021/07/04)

45




BNT162B2

2022/07/04 13:30 2

2022/07/04 at 13:30
30 60

2021/07/04
CT MRI

(2022/09/22)

2022/09/26

46
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10252

143 20

158
21 158 24
43 2021

132 ; "Myopericarditis after COVID-19 mRNA Vaccination™, Circulation

Journal, 2022; Vol:86, pgs:472

, DO1:10.1253/circj.CJ-21-0683

PMDA v21121170 PMDA

2021/06/21 49
EY5420

2021/05/31
2021/11/30

2021/06/23

2021/06/25

2021/06/25

2021/06/25

2021/06/28

2021/07/01

COVID-19 BNT162B2 2
2021/08/31 49
1 EY5420
COVID-19
2021/06/23
/ ;
/
2021/06/30 ;

48




2021/07/02

2021/07/02
2021/07/17 15

2021/07/02

Auscultation: (2021/07) pericardial friction rub; Biopsy: (2021/07/02) ;

Biopsy heart: (2021/07/02)
(2021/07)
eosinophils; ;

MB Blood pressure measurement: (2021/07/02)

95/67 mmHg; (2021/07) 95/67 mmHg;  : (2021/06/25) 38.0

(2021/07/02) 37.1 : : (2021/07) 37.3

; Brain natriuretic peptide: (2021/07/02) ; Brain natriuretic
peptide: (2021/07) 1113.0 pg/mL; cardiac function test: (2021/07/02)
; 1 (2021/07/02) (2021/07)
1 (2021/07/01)

CT 2021/07/02

49




C-reactive protein: 0.4

(2021/07/02) 19.78 mg/dl ; (2021/07) 19.78 mg/dl; 2021/11/16 0.05
mg/dl; : (2021/07/02) : (2021/07/02)
: (2021/07)
T V1-2 R ;2021711716
73.9%

Ejection fraction: (2021/07/02) 43 %

E1A-
3 ; (2021/07) 33 %, : ; (2021/07) 58 %, 112
; (2021/11/16) 73.9 %
2021/07/02 R Q R
Q ;
2021/11/16)R ST
2021/07/02 1.2ug/ml 1 (2021/07)
; Haematology test: ( ) s
; Heart rate: (2021/07/02) 93 bpm; (2021/07) 93, : /
; Histology: ( ) ;
( ) , : ; ( ) ,
; (2021/07/02) ; (2021/07/02) ; (2021/07) 1301,
oms, ; (2021/07) 1176, o ms, 12 o ¢ ) ,
= ¢ ) , : ; MRI: ( )
; (2021/07/02) ;
(2021/07/02) ; T2
T1
1
; (2021/07) T2
, B 33% LGE
global native T1 1301 ms C ; (2021/07)
( : E), native T1 1176ms ( B, LGE, 12 ;
1 (2021/07/02) 97 %, s ; 2021/07/02

;sars-cov-2 test:

(2021/07) ;
Troponin: (2021/07/02) ; Troponin 1: 26.2 (2021/07/02)
4364.5 pg/mL : ng/mL  (2021/07) 4364.5 pg/mL; 2021/11/16 4.0 pg/mL;

Viral test: (2021/07)

50




49 BNT162b2-mRNA -BioNTech 2

11
4
37.3 95/67mmHg 93 /
V1-2 R
1113.0pg/ml B 4364 _5pg/ml
19.78mg/ml  C-
SARS CoV-2
MRI  CMR T2 33
LGE global native T1 1301 ms
2021/07/02

37.1 95/67mmHg
93bpm Sp02 97

51




( )
/
- BioNTech COVID-19 SARS-CoV2
/
2021/07/02
/
2021/06/25 2021/06/25 2021/06/25 2021/06/28
CRP 2021/07/02
19.78mg/dL D- 2021/07/02
1.2ug/ml 2021/07/02
T2 T1
1
2021/07/02
2021/07/02 43%
E1A-3 2021/07/01
2021/07/02 R Q
/

52




2021/07/02 /

2021/06/25 2021/06/25
2021/07/02
BNT162B2
12 CMR native T1
15
/ER
CK-MB T ESR
/

2021/06/28

1176ms

EKG

MR

2021/07/02

LGE

53




(2021/08/11)

2021/10/04

2021/10/25

2021/12/10

158

143

, 2021, 158

;24

54




43
2021 132

2021/12/31

2022/03/14

"Myopericarditis after COVID-19 mRNA Vaccination”, Circulation Journal, 2022;
Vol:86, pgs:472, DOI:10.1253/circj.CJ-21-0683.

2021/07
/ / /
2021/08/31 2021/11/30

2022/04/20
"Myopericarditis after COVID-19 mRNA Vaccination”, Circulation Journal, 2022;
Vol:86, pgs:472, DOI:10.1253/circj.CJ-21-0683.
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2022/06/10

2022/06/10

2022/09/09

2022/09/20

Troponin 1 CRP Echocardiography
Ejection fraction 2021/11/16
2021/08/31

vol 86(3)

Electrocardiogram

56




10451

41

2021/07/10 14:55

2021/07/10 15:10

2021/07/10

15:00

15:09

15:00

15:09

PMDA

v21121322
36.5
1

COVID-19 BNT162b2

FC9909 2021/09/30 1
41 3
15
2021/07/11

124/78 78 SP02 97

57




15:16

15:22

15:30

15:33

15:37

15:45

BNT162b2

0.3mg

2021/07/11

SP02 96
134/86
2
1
2
2021/07/10
/

15

CcT

144/58 78 SP02 94

146/68

2021/07/11

82

0.3mg

MRI

SP02 96

58




2022/09/06
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10481

COVID-19

-DLST 51 2021
Vol 51st pgs 183 PMDA v21120795 PMDA
2021/06/14 77 6 COVID-19 BNT162B2
EY0779 2021/11/30 2
77
2012 2018/07
2020/07
2014/04 2012/04
2018/07
2021/05/23 COVID-19 BNT162B2
EY2173 2021/11/30 1 1
77 1

Pfizer-BioNTech COVID-19

2021/06/16 2 2

la-d 1

60




4-5

2021/07/05 IgE RIST
173

2021/07/09 DLST

278 1U/mL

61




N/A not available or applicable

¢ 10

BNT162b2

SARS-CoV- 2
27-91
BNT162b2
3

S1

SARS-CoV-

LTT

5 BNT162b2 2
Si
LTT
LTT

IgE 278 1U/mL

LTT

2

178%

le

66

BNT162b2

/
17 12
9 1
10
LTT

[S1]: 121%; SI >1.8

S1

T IFN-y ELISpot3
LTT
LTT
SARS-CoV- 2
BNT162b2
SARS-CoV- 2

PSL

62




77

6cm

Key words: Comirnat COVID-19 SARS-CoV-2 erythema

transformation test

multiforme, lymphocyte

1 /
2
DLST
2 2
3 6cm
1A
B 1C
1D
WBC 9,680/uL (Neu 73.3% Lym 12.5% Eo 7.1%) Cr
1.17 mg/dL 1gG 839 mg/dL 1gA 216 mg/dL IgM 53 mg/dL IgE (RIST) 278 1U/mL
ASO 56 1U/mL
EIA PA 40 HSV
Igm 0.21 HSV 1gG 24.1 VzV IgM 0.25 Vvzv IgG 11.7 EBV  VCA

63




Igh 10

DLST

(E F

= 50 um

D

EBV  VCA 1gG 160 CMV IgM 0.11 CMV 1gG 20.1
- 1E
1F
5
6cm
1A B 1C
1D
- 1E
1F
1
2021 8 PubMed 6
2 American Academy of Dermatology
414 3 1
4 74.5

2)-4) Rowell

ex vivo

1

IFNy ELISPOT 6
T

DLST 5)
DLST
T

rapid expansion protocol 7
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DLST

S.1. 178%

2021/09/08

IgE 278 1U/mL -
2021/11/29
CovID-19 -DLST

2021 Vol 51st pgs 183

2022/02/14

9)

DLST

51
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-DLST Jpn J
Dermatol 2022 Vol : 132(1) pgs 69-73

2022/09/15
Erythema multiforme following vaccination for SARS-CoV-2: Report of a case and
review of the literature - Secondary Publication, Australasian Journal of

Dermatology, 2022; pp 1-4, DOI: 10.1111/ajd.13917

Dol
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10492

PMDA

2021/07/03 10:30 67
EY5423

2021/07/17 08:00

2021/07/17

2021/07/10

2021/07/17

I.avL V2-4

CPK  1300ug/ml

PMDA
v21121184

COVID-19

2021/08/31

14

14

V1-2

ST

BNT162b2
67

I.avL ST

67




2022/02/17

2021/07/17

2021/07/17

2021/07/17

0.299

2021/07/17

2021/07/17

2022/02/17

2021/07/03

2021/07/10

2021/07/17

2021/07/26

36.6

450u/L

50u/L

1.485ug/ml

V1-2

169/69mmHg

ST

71/

56

19/

244
15

0

Sp02 99%

/

68




2022/09/09

2021/07/10

/
D- 2021/07/17
1 2021/07/18 74 .544ng/mL
CK 2021/07/18 1325U/L CK-MB
113U/L
CRP 2021/07/19 1.53mg/dL
2021/07/17
50%
2021/07/17
ST R
/
/
10
B

2021/07/18

2021/07/17

69




BNT162b2

2021/07/26
2022/02/17
/
/ /
10 ;
/ / / /
2022/03/04
2022/09/09
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10543

PMDA

PMDA 1 v21121924
2021/06/01 85 85 COVID-19
/
1
40 x20 55
40 x20 55
2021/06/01
CcT MRI
2021/09/23

bnt162b2

71




2022/09/02
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10821

PMDA

PMDA v21121924.
2021/06/22 85 CovID-19 BNT162b2
85 2
40 x 20-55
2021/06/01 COVID-19 BNT162b2
1
2021/06/22 BNT162B2 2
2021/07/06 15
40
55
2021/06/01
CT
2021/06/25 CcT
2021/07/07
BAL 62.7 6.7%
CcT MRI

X20

73




2021/07/08
500mgXx3

2021/07/29

2021/09/23

2022/09/02

48

1mg/Kg/

BNT162B2

74




11483

COVID 19 mRNA

2021/07/25 66
2

CovID

2021/07/04

2021/07/27

2021/07/30

2021/08/13

6

44
2022; Vol:44th pgs:173 v21123484(PMDA)
CovID-19 BNT162b2
/ 66
4
1
COVID-19 BNT162b2
/ Spo2 38
Sp02 2021/08/07
6 6
/ / p02

75




38

Blood beta-D-glucan: ( ) ; Blood test: ( )
; Body temperature: (2021/07/27) 38 , : ;

Computerised tomogram: ( ), : DAD
; (2021/08/07) DAD , : AIP pattern
; C-reactive protein ( 0.14): (2021/08/07) 8.70 mg/dl;

inflammatory response: ( ) ; Oxygen saturation: ( )60 ,

; ( ) 90 %, : 02 10L ; ( ) 92 %; (
90 %, : 15L . ; (2021/07/27) ; (2021/08/07) 30-40 %;
Oxygenation index: ( ) ; SARS-CoV-2 test: ( ) ;
(2021/08/06) ; (2021/08/07)
2021/08/13
2021/07/27 38

Sp02 Sp02
60 02 10L Sp02 90

12L Sp02  92%

2021/07/30

2021/08/06 COVID 19 PCR

CovID19
2021/08/07 ICU
mPSL 1000mg g24h 3
2021/08/07 Sp02 30-40%
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DAO pattern

2021/08/10

2021/08/11 PSL 30mg/
2021/08/13

BNT162b2

Park JY etal.Thorax 2021;0 1-3

/
COVID 19 mRNA
44 2022; Vol:44th pgs:173

Case Comment:

- BNT162b2
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2021/09/23

2022/09/05 CovID
mRNA 44
2022; Vol:44th pgs:173

202101162526 202101058608

202101162526 202101058608 invalid
202101058608
Sp02 3 COvID 19 2021/08/06
CRP 0.14 B
; Sp02
VT
MEI 2.
3.Sp02 4

5 8. ;

6

19
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11833

2022 71

2021/07/20 57

2021/07/25 10:00

2021/07/20 2

2021/07/25

PLT

2021/07/25

6,7 866

57 9

BMI 28.6

CovID-19

PMDA v21124106
COVID-19 BNT162b2
2
COVID-19
/
BNP D-dimer
/ / /
E4V4M6
TTS
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2021/07/25

APTT 32.7
4.09 1076/uL 12_4g/dl
0.039 1076/uL PT 73

1.1 316mg/dl

FDP 11.6ug/ml SARS-CoV-2

2021/07/26 HIT CT
CT
2021/07/29 MRI
6 V2-V6
2021/07/25
D-dimer
TTS

15600/uL
37.8%
PT-INR 1.18
D- 6.74ug/ml
CT
X
BNP
BNT162B2
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BNT162b2

2021/09/01

2021/11/29

2021/12/13

PT

MedDRA
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2022/02/10

2022/09/26

2022 71 6,7 866

E4VAM6

TTS

82




13224

CovID-19

2021/07/12 13: 45 81

2021/09/30

1975

2013

(2013 )

CovID 4

COVID-19

COVAES

81

COVID-19
EW0201

1979
2013/12/12

BNT162B2

COVID-19

83




2021/07/14 8:00 2

ST
2021/07/14
2021/07/14
2021/07/14 8:00AM
2021/07/14
BNT162b2

2021/07/27

2021/07/14

MRI

2021/07/14

2021/07/14

Spo2

2021/07/20

CK

7

CRP

84




ST T

QT
2021/07/14 2
Sp02 ST
BP 174/113 P 108 Sp02
74 5L 2 2
X CTR54.2
HR98 SR |1 AVB NAD ST Il 11lavFv6e ST avLv3-5 QRS0.103
WBC 10900 CRP 0.5 T TnT
dyskinesis
CAG
2021/07/15
45 4%
2021/07/27
50 75 mg LD HD 2 mg
0D15mg 10mg
2021/07/20 HR71 SR NAD PR 0.203 ST I 1lavF
QRS0.102 2

85




2021/07/20

2021/07/27 X CTR49.8

HR62 SR NAD PR0.220 NAD 1
/
82
2021/07/14
2021/09/22
EKG
/
/
CK-MB T
D
/
ST Spo2
2021/07/27
2021/07/20

ST T
2021/07/20
PR
/ER
I CRP C
MR
2021/07/27

I 1Havrvs

ESR
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2021/09/27

50
2 mg
2021/07/27

2022/05/31

2022/06/13

bnt162b2

bnt162b2

2021/09/30 2021/12/31

75 mg LD HD
0D15mg 10mg
50 75 mg LD
2 mg 0D15mg
2021/07/27

10mg

HD
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1975 1979

(2013 )

2022/09/09

2022/09/21

2022/09/22

82

2022/09/30

2021/07/14 2021/07/20

CRP
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13332

2021/09/07

2021/06/10

0.3ML(L

2021/06/10

2021/09/07

CovID

) cT

370

100 ml

CovID-19
) )
2021/06/10
CT
(
BNT162b2
2021/06/10 2021/06/10 (

BNT162b2(

89




(08:00)
oD 25mg
(08:00) (18:00)
4
Img(
35mg 1
2021/05/31

oD 30 mg OPE

500 ug
(18:00) 2021/05/31

oD 25mg 2
(18:00)

70

3%

25mg 2

16mg

100mg

(08:00) (18:00)

img[

68 (2.50/ ) 2 2x/  2021/05/31
(21:00)
2 2/ 2021/05/31
4 v (18:00)
) 4 I/ (08:00) 2021/05/31
1x/ a 1 Y[ 1(08:00)
1 1/ (18:00)
5 ug[ 1
3 3/ (08:00) (13:00)
2x/  2021/05/31 (08:00)

[

2x/

@ /) 10

J40g/ ) 1 1-2x/

(08:00)

(18:00) 2021/05/31

1x/

(08:00) 2021/05/31

100mg[ ] 2

2x/

] 2Cap 1Ix/ (18:00)
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2021/05/31

20mg 1 1/ (08:00) 2021/05/31

.59/ ) 2 2/ (08:00)
(21:00) 2021/05/31

oD 25mg 2 2/ (08:00) (18:00)
2021/05/31
4 4 v (08:00) (18:00)
1mg( ) 4 I/ (08:00)  2021/05/31
( )
2018/09
:2018/09/03 2018/09/28
2014710
:2014/11/25
HBV
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2021/06/10 10:36

2018/11/05

2014

2021/06/09

2021/06/10

30

BNT162b2
2019/04/30
10 cT
1
500 ml DIV 40mg + 20ml
(
( )

CcT
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PFfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

Dr

CT 226

:2021/06/10 10:30

:CT

(370)

:100ml

197/47 P:87 Sp02:98%

SARS-CoV2

93




:10:30:

10:36:

Sp02:98% BP

BP
10:42:
22G
Dr
10:45:

BP:142/70 P:66
2021/06/10
(

S CcT

CcT

Dr

Dr
BP:150/72 P:65 Sp02:98%

S 500 ml DIV

SoP2:96%

2021/06/10 XX( )01

)1

CovID

12021/06/10 09:42

BP:77/44 P:88

40mg + PS 20 ml 1V
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CA19-9-15 CEA 2.7 CA125 34  2019/09/25 CF np ( )

2020/10/09 CT Th8 2021/06/10 CT
150
F 500 40 1iv.

< >: < > ( )

(2020709729 ) A # pStage Il A Capecitabine
2018/09/03 CS Adenocarcinoma(tubl
tub2) Group 5 biopsy
2018/09/28 (3) T
Th8 2020 10 ~°~ "7 GERD™#” 2021/11/25
T “""RA “#HBV
HBV-DNA H - “KL-6
-- CK P
9
12 cT GF
cT
CcT

1 27 CF

2 1
< >2018/11/05: Capecitabine ( 1 ) 1500 mg/

2018/11/29: H-F

2018/12/03: Capecitabine ( 2 ) 1200mg/
2019/01/07: Capecitabine ( 3 ) 900 mg/

2019/01/24: Capecitabine ( 4 ) 900mg/

2019/02/18: Capecitabine ( 5 ) 900mg/
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2019/03/14: Capecitabine ( 6 ) 900mg/

2019/04/11: Capecitabine ( 7 ) 900mg/
2019/04/30: Capecitabine (8 ) 900mg/
2020/10/09: Th8
IC 2018/10/25:
Capecitabine
MTX
2021/06/10
/
2022/09/06
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13370

(PVDA)

121103557 PMDA 12210004096 PMDA

121103557 PMDA

2021/06/17 75
1 0.3ml /

2021/06/26
/ MRI

2021/06/26

12210004096 PMDA

BNT162b2

97




2021/06/27

2021/06/30
/ MRI
/
/
2021/07/01 5 /3m m3
2021/06/30 2021/07/01
2021/07/07
2021/07/01 mg / dL 80

2021/07/01

2021/07/01 80mg/dl

/3m m3

5

BM

2021/07/02
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2021/06/26 9

2021/06/17 BNT162B2

2021/06/26

2021/06/27

2021/06/30 MRI

2021/07/01

MRI

2021/07/02 MRI

2021/07/07 MRI

2021/07/08

4
SS-A SS-B 2021/07/01 5/3m m3  2021/07/01
80 mg / dL 2021/07/02
MRI
2021/06/30 MRI 2021/07/01 MRI
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2022/09/30

2021/06/26

2021/06/26

2021/06/26

2021/06/27

2021/06/30

2021/07/01

2021/07/02

2021/07/07

19/

MRI

SS-A

SS-B
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2021/07/07

2021/07/08
4 SSA
5/3m m3 2021/07/01
2021/10/22
2022/09/30

PMDA

SSB
80mg/dl
/
PMDA
12210004096
/

2021/07/01
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13401

2021/09/03 45 COVID-19

2021/09/03
2021/09/04 1
2021/09/05 2
AS
2021/09/05

BNT162B2

BNT162B2

102




2021

10

2022/09/26

75

45

9 3

27

2022; Vol:75th

Stevens Johnson

SJS
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13469

PMDA

2021/07/13 13:40 64

/

61

2021/07/13

2021/07/13 13:46

13:52

14:00 100mg

14:16

ST

15:08

15:35

2021/07/13

2021/07/14

2021/07/15

PMDA

V21127364

ST

CovID-19
64

36.5

0.3mg

BNT162b2
1
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2021/08/01 19

2021/07/13 13:46

2021/07/13

CcT MRI

2021/07/13 13:40

BNT162b2

ST
ST

ST Kounis

BNT162B2

105




2021/11/11

2022/09/21
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14039

PMDA
v21127120
2021/09/16 17:05 55 COVID-19
FF9944 2022/02/28
55

36.7

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

4
2021/08/26 17:05 COVID-19 BNT162b2
FF2782 2022/02/28 1

BNT162b2

SARS-CoV2

PMDA

107




2021/09/16 17:15

2021/09/16 17:20

2021/09/16 17:05 2

17:15

17:20

17:32

Sp02  99%

2021/09/16 17:10 5

2021/09/16 17:05 2
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2 5
15
17:10
97" 98%
17:05
17:20
17:32
977 98%
17:50

CcT

Vital

MRI

(2021/09/16) 99 %

Vital

10

1107120/70s

Spo2

Spo2
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Spo2

oD

0D60mg

AND AND
OR

@ 3 <«

17:32

2021

>AND<2

>>

2021

11C




2021/10/08

2021/11/23

2021/12/03

2022/08/23

2022/09/15
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14324

2021/09/09

FF3620

0.3ml

2020

2021/08/19
(69

COvID

69

(69

CovID-19
2022/02/28

35.6

CovID-19
FF5357

2014/01/11

BNT162B2

1 0.3ml

BNT162B2
2021/11/30




2021/09/09 2

2021/09/27

2021/09/09 2

2021/09/23

2022/09/28

2021/09/08

2021/09/09 2

2021/09/21

CRP

2021/09/23

14

BNT162B2
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2021/09/08
2021/09/21

2021/11/19

2021/09/21 DIV

2021/09/23 05:00

2021/09/09

2020

ADL

2021/09/10

BNT162B2

114




2021/09/23

BNT162B2
2021/10/19
FF5357
NTM
CAPA
2021/10/25

11&




CAPA

2021/10/04

2021/10/19

2021/10/25

2021/11/19

CAPA

11€




2022/09/28

2021/11/30

2021/09/27




14454

PMDA v21121932

2021/06/25 15:00 86 COVID-19 2
BNT162b2 FA5765 2021/09/30 86
; 5 TAVI
; PCI ;
1 HEX3617
2021/08/31 2021/05/26 86 COVID-19
2021/06
2021/06
2021/06/25 Sp02 70% /Sp02
74%
2021/06/25
2021/06/25
2021/06/26 A/G
1.1(L) 1.32-2.23
2021/06/26 ALP

(IF) 123 IU/L (H) (38-113)/ALP (JS ) 349 IU/L (H) (106-322)

11€




ALT 83 1U/L (H) (10-42)

AST 143 1U/L (H) (13-30)

2021/06/26

72.0 pg/mL (H) (0-18.4)

2021/06/26

2021/06/26

BNP

2021/06/26 BUN 43.8 (H) mg/dL (8-
20)
2021/06/26 CRE 1.91 mg/dL
(H) (0.65-1.07)
2021/06/26 CRP 3.58
mg/dL (H) (0-0.14)
2021/06/26
2021/06/26 LDH (IF) 507
IU/L (H) (124-222)
2021/06/26 MCHC
30.3% (L) (31.7-35.3)
2021/06/26 PT-INR
2.03 (H) (0.89-1.13)
2021/06/26 TP 5.8 g/dL (L) (6.6-
8.1)
2021/06/26 16
2021/06/26
2021/06/26
2021/06/26 205 mg/dL

(H) (73-109)




2021/06/26

2021/06/26
2021/06/26
(  JCS 111-200)
2021/06/26
31.4% (L) (40.7-50.1)
2021/06/26
g/dL (L) (13.7-16.8)
2021/06/26
2021/06/26
2021/06/26
2021/06/26
2021/06/26
(L) (15.8-34.8)
2021/06/26
2021/06/26
(L) (435-555)
2021/06/26
(H) (3.6-4.8)
2021/06/26
0.231 ng/mL (H) (0-0.014)
2021/06/26

9.5

14.2 x 1074/ul

40/

345 x 10™M4/ul

K 5.0 mEqg/L

115 x 1072/ul
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(H) (33-86)

Sp02 70 /Sp02 74% /
(  JCS 111-200) /

40/

Activated partial thromboplastin time (24-32): (2021/06/26) 31.1 ; Alanine

aminotransferase (10-42): (2021/06/26) 83 1U/I, : (H); Albumin globulin
ratio (1.32-2.23): (2021/06/26) 1.1, : (L); Aspartate aminotransferase
(13-30): (2021/06/26) 143 1U/1, : (H); Band neutrophil count: (2021/06/26)

3.0; Basophil count: (2021/06/26) 0.0; Basophil percentage: (2021/06/26)

0.4 %; Blood albumin (4.1-5.1): (2021/06/26) 3.0 g/dl, : (L); Blood
alkaline phosphatase (106-322): (2021/06/26) 349 1U/1, : (H); Blood
alkaline phosphatase (38-113): (2021/06/26) 123 1U/1, : (H); Blood

bilirubin (0.4-1.5): (2021/06/26) 1.5 mg/dl; Blood calcium (8.8-10.1):
(2021/06/26) 8.8 mg/dl; Blood chloride (101-108): (2021/06/26) 101 mEg/1;
Blood creatine (0.65-1.07): (2021/06/26) 1.91 mg/dl, : (H); Blood creatine
phosphokinase (59-248): (2021/06/26) 88 1U/1; Blood creatine phosphokinase MB
(0-25): (2021/06/26) 20 1U/1; Blood glucose (73-109): (2021/06/26) 205 mg/dl,
: (H); Blood lactate dehydrogenase (124-222): (2021/06/26) 507 1U/1,
(H); Blood potassium (3.6-4.8): (2021/06/26) 5.0 mEg/l, : (H); Blood
pressure measurement: (2021/06/26) ; Blood sodium (138-145):
(2021/06/26) 145 mEqg/1; Blood test: (2021/06/26) ; Blood urea
(8-20): (2021/06/26) 43.8 mg/dl, : (H); Brain natriuretic peptide (0-
18.4): (2021/06/26) 72.0 pg/mL, : (H); Coma scale: (2021/06/26) 111-200;
Computerised tomogram: (2021/06/26) ; (2021/06/26) ;
(2021/06/26) ; C-reactive protein (0-0.14): (2021/06/26) 3.58
mg/dl, : (H); Eosinophil count: (2021/06/26) 0.0; Eosinophil percentage:
(2021/06/26) 0.6 %; Erythroblast count: (2021/06/26) 1.0; Full blood count:
(2021/06/26) 0.0; Gamma-glutamyltransferase (13-64): (2021/06/26) 27 1U/1;

Glomerular filtration rate ( 90): (2021/06/26) 26.6 ml/ /1.73m2,

: (L); Haematocrit (40.7-50.1): (2021/06/26) 31.4 %, > (L); Haemoglobin
(13.7-16.8): (2021/06/26) 9.5 g/dl, : (L); Heart rate: (2021/06/26) 40 ;
Imaging procedure: (2021/06/26) ; Immunoglobulins:
(2021/06/26) 1G ; clinical chemistry: (2021/06/26) ;
(2021/06/26) ; (2021/06/26) ; (2021/06/26) ; Lymphocyte

count: (2021/06/26) 29.0; Lymphocyte morphology abnormal: (2021/06/26) 0.0;
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Lymphocyte percentage: (2021/06/26) 29.0 %; Mean cell haemoglobin (27.5-33.2):
(2021/706/26) 27.5 pg; Mean cell haemoglobin concentration (31.7-35.3):
(2021/06/26) 30.3 %, : (L); Mean cell volume (83.6-98.2): (2021/06/26)
91.0 fL; Metamyelocyte count: (2021/06/26) 0.0; Monocyte count: (2021/06/26)
5.0; Monocyte percentage: (2021/06/26) 6.2 %; Myeloblast count: (2021/06/26)
0.0; Myelocyte count: (2021/06/26) 2.0; Neutrophil count: (2021/06/26) 61.0;
Neutrophil percentage: (2021/06/26) 63.8 %; Oxygen saturation: ( ) 80
, : ; (2021/06/25) 70 ; (2021/06/26) 74 %; Platelet count
(15.8-34.8): (2021/06/26) 14.2 x 10°4 /mm3, : (L); Promyelocyte count:
(2021/06/26) 0.0; Protein total (6.6-8.1): (2021/06/26) 5.8 g/dl, :(L);
Prothrombin time (0.89-1.13): (2021/06/26) 2.03, > (H); Red blood cell
count (435-555): (2021/06/26) 345 x 10™M/uL, : (L); Red cell distribution
width: (2021/06/26) 18.7 %; Red cell distribution width: (2021/06/26) 61.0 fL;

Troponin T (0-0.014): (2021/06/26) 0.231 ng/ml, : (H); White blood cell
count (33-86): (2021/06/26) 115 x 1072/uL, :(H)
2021/06/26
Sp02 70% /Sp02 74% /

Sp02 70%  /Sp02 74%
/ BNT162b2

LOE

PR ID

PR ID 6067949
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-BIONTECH COVID-19

2021/08/30

FA5765

2021/09/16

CAPA

EP2163

CAPA
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2021/09/28

2021/10/04

2022/09/01

124




14471

PMDA

2021/08/25 09:00

2021/08/25
150

2021/08/25

2021/08/25 16:00

2021/08/25 16:00

2021/08/25 21:00

2021/08/25 21:00

72

v21128690

72
FF9942

COVID-19 BNT162b2
2021/11/30 1

140

125




2021/08/25

2021/08/25 35.0

72

CovID

2021/08/25

2021/08/28

2021/08/28

2021/08/25 97

2021/08/27

140

21:00

150

80;

394g

126




2021/08/25

99%

2021/08/25

140

2021/08/25 16:00 7

2021/08/26

2021/08/25 21:00

2021/08/28

150

80

20

Spo2

97
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MB

C- CRP

ESR

CK-MB
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2022/08/25

2021 8

BNT162b2

BNT162b2

2021/11/19

2022/02/14

129




2021/08/28

2022/03/02

2022/03/09

2021/08/25

130




2022/08/25

202101314104  PV202200044748

202101314104
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14724

v21128464 PMDA
2021/09/30 11:25 46 COVID-19
BNT162B2 FF2018 2022/03/31
2
1
2021/09/30 11:25
/
2021/09/30 11:45
/
2021/09/30 11:45
2021/09/30 12:00
80/50/ 90/53

2021/09/30 11:45

2021/09/30 12:10

2021/09/30 11:45

46

BP

PMDA
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2021/09/30 11:45

2021/09/30 14:30

/ /

2021/09/30

2021/09/30
2021/09/30
/ /
BP 80/50/ 90/53
/
/
:( 16:00
2021/09/30 100/60 11:45 20
2021/09/30 100/60 12:20 2021/09/30 90/53

2021/09/30 90/53

133




200ml 0.2mL 90 /

90/53 ; 2021/09/30 80/50 12:00 35
2021/09/30 116/60 12:30 2021/09/30 110/70 12:45
2021/09/30 90/60 13:00 2021/09/30 112/60 13:30 ;
2021/09/730 92/64 15:00 2021/09/30 90/60

2021/09/30 36.2 2021/09/30 36.2

200ml
0.2mL 90 / 90/53 36.2
2021/09/30 37.1 15:00
2021/09/30
2021/09/30 90 7/
200ml 0.2mL 90 /
2021/09/30 90 / 12:30 2021709730 76 / 15:00
2021/09/30 60 /
2021/09/30 100% 11:45 20
2021/09/30 100% 12:30 2021709730 97% 15:00 Troponin I:
(20217/09/30) I I
200ml 0.2ml 1/2A
1/72A1V
0.2mL 0.5mg
0.2mL 0.5mg
1A IV
1A IV /
/ /
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2021/10/22

2021/11/15

2022/08/23

2022/09/05

135




14921

BNT162b2 1
25 2022 ; 25 217 PMDA
v21129985 PMDA

2021/07/28 74 74 1 COVID-19
BNT162b2 FC9873 2021/09/30
2 74
4
20
(
) ( 100 )
2021/08/04
2021/08/04
2021/08/04
COVID-19 COVID-19
1
1
2021/07/28 36.6

136




2021/08/01

2021/08/01

2021/09/09

2021/08/05

2021/08/31

2021/08/05

TTS

2021/08/05

2021/08/19

2021/07/29

CT

2021/08/17

2021/09/09
86

4
BNT16282
84
4 73000
BNT162B2
56
8
BNT162B2
AT-3 FFP
27
8
22
39 2021/08/01
20
BNT162B2

2021/08/05

137




2021/08/19 40,000

M-PSL1g
PSL 0.8mg/kg
HHV-6  DNA HHV-6
2021/10/12 76
BNT162b2
Y
2021/08/05
2021/08/19

Alanine aminotransferase (7-23):
(2021/08/05) 403 ueq/L 1 7; 1 23; 1 (2021/08/05)
; Aspartate aminotransferase (13-30): (2021/08/05) 999 ueqg/I
1 13; : 30; ;(2021/08/19)
HHV-6  DNA; ; (2021/08/19) HHV-6
DNA;

:(2021/08/19) HHV-6  DNA;
(2021/08/05) 119; Blood bilirubin (2021/08/05)0.86;

124-222 2080ueq/L; ; 2021/08/05
3122ueq/L 124; 222; (2021/08/19) HHV-6
DNA; 2021/07/28 36.6 ; (2021/07/29) 39 ;

2021/08/05 ; C-reactive protein ( 0.14): ( )
(2021/08/05) 8.54 mg/dl : 0.14;
(2021/08/20) v 9-32
2021/08/05 116ueq/L 9; 32;
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51000 /mm3; (2021/08/05) 73000 /mm3;

HHV-6 DNA

40,000

(3300-8600): (2021/08/05) 13000/

8600

ALT119

ALT403 ALP119

2021/11/01

40000

WBC

13000

; Platelet count: (

HHV-6
40000 ; 2021/08/19
; White blood cell count

-3300;

)

139




2021/12/06

2021/12/10

2022/09/05

2022 ; 25

217

BNT162b2
25

140




2021/09/30

RMH

2022/09/21

2022/09/29

CRP

2021/12/31

2021/12/31

2021/09/30

PEARL

PVX
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15548

€4591006

2021/03/15 64
EP2163
mL 63 2
EP2163
63 1

2016/04/01

1mg

2021/01/19
15mg

2021/10/20

2021/10/20

CoVID-19 BNT162b2
2021/05/31 0.3
2021/02/22 BNT162b2
2021/05/31 0.3 mL
2010/02/03 2021/01/19
0.1mg
250mg
50mg
0D 2.5mg
10mg 2021/01/19
100mg 2021/01/19
OD OD 1.5mg
0D
219
2021/11/02

142




SARS-CoV-2

2021/11/02

2021/10/20

X Xp MRI
cT

2021/10/22

2021/10/25

B12

2021/10/26

2021/11/02 S

2021/ 10/ 25 2021 /11702

2021/11/04

2021/10/20

S/C 3mm

C4591006

Is
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2021/11/02

2022/09/13

C4591006
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15984

15

v21130582 PMDA

2021/10/24

FJ1763

2021

BNT162B2

2021/10/25 2

2021/10/26 2

2021/10/27 2

2021/10/27 16:20 2

/

2021/10/27 19:50 2

2021/10/29 09:00

2021/10/24

COVID-19

15

2022;

2022/04/30

175(4), :627-632 PMDA

15
BNT162B2

2021/10/03
FJ5790

38

COVID-19

2022/03/31

145




2021/10/25 38

2021/10/26 36 1

38

2021/10/27

200mg

2021/10/27 19:50

12
CK-MB  48u/L T 0.455ng/mL ST
T
2021/10/28 08:50 CK-MB 43u/L T 0.768ng/mL ST
2021/10/27
2021/10/28 16:50 MRI

2021/10/28 23:50

200mg

2021/10/29 01:30

146




2021/10/29 09:00 CK-MB 29u/L T 0.958ng/mL

2021/10/29 16:00

2021/10/27 2 3

2021/10/29 2 5

2022/09/12

Alanine aminotransferase: ( ) 27 1U/1, : ; Antinuclear
antibody: ( ) 40, : ; Aspartate aminotransferase: ( )
55 1U/1, : ; Blood albumin: ( ) 4.5 g/dl, : ; Blood
bicarbonate: ( ) 22.2 mmol/L, : ; Blood bilirubin: ( ) 1.3
mg/dl, : ; Blood calcium: ( ) 9.3 mg/dl, : ; Blood
chloride: ( ) 101 mEg/I, : ; Blood creatine phosphokinase: (

) 609 1U/1, : ; Blood creatine phosphokinase MB: ( ) 48
1071, : ;i ( ) 43 1U/1, : ) 4 (

2 ); ( ) 29 1U/1, : 5 ( 3 );
( ) 11 1u/1, : 9 ; Blood creatinine: ( ) 0.57 mg/dl,
; Blood lactate dehydrogenase: ( ) 276 1U/1, : ;
Blood lactic acid: ( ) 1.69 mmol/L, : ; Blood phosphorus: (
) 2.5 mg/dl, : ; Blood potassium: ( ) 3.4 mEg/I,
; ¢ ) 118/80 mmHg, : ¢ )
, : 4 ( 2 ); Blood sodium: ( ) 135 mEg/I,
; Blood urea: ( ) 9.0 mg/dl, : ; = ¢ ) 38.4
, : 1 i ( ) 38.2 , : 2 i (C )
38.0 , : 3 ¢ ) 36.8 , ;
( ) ; ( )

; ( ) 50 %; X ( ) ; C-
reactive protein: ( ) 6.15 mg/dl, : ;i ( ) 4.89
mg/dl, : 4 ( 2 ); ( ) 1.99 mg/dl,

5 ( 3 ); ( ) 0.18 mg/dl, : 9

; 2 ( ) ,

o ¢ ) ; Ejection fraction: ( ) 58.2 %;
= ¢ ) ST ,  I-11, avL, avF, V2, v3 ST , V4-V6
ST ,avR vl ST , Q .
( 1a); ( ) ST , : 4 3 ( )T
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, 4 V3-V5 T ( 4
C 2 »N:( ) V3-V5 T , 5 ¢
) V3-V6 T ,
o ¢ ) T , 43
, ; Haemoglobin: ( ) 16.
mg/dl, ; ( ) 95, / o
) 57, / (12 ): ( ) ;
4 «C 2 )« ) , 43
; 2 ( ) , I 1 ,
; 2 ( ) . 9 ;
Lymphocyte percentage: ( ) 6.4 %, ;  (
) , T2
« 2 4 «c 2 );
( ) , CK-MB T (TnD)
( ) , 9 ; Neutrophil percentage: (
85.1 %, ; N-terminal prohormone brain natriuretic peptide: (
) 227 pg/mL, ; = ¢ )
o ¢ ) 99 %, ; PCO2: ( ) 34.6 mmHg,
; pH body fluid: ( ) 7.42, ; o ¢ )
, 1,

; Platelet count: ( ) 26.1,
x10"4/mm3 ; Protein total: ( ) 7.5 g/dl, ; = ¢
) 22, / = ¢ ) 174 1U/ml, ;

Troponin T: ( ) 0.46 ng/ml, ;i ( ) 0.77 ng/ml,
4 ( 2 ); ( ) 0.96 ng/ml, 5
( 3 ); ( ) 0.02 ng/ml, 9 ; o ¢ )
; Visual analogue scale: ( ) 3/10, 2 ;
( ) 9710, 3 1 ( ) 2/10, 4 (
2 ); = ¢ ) ; White blood cell count: (
) 12600 /mm3,
2021/10/29 5

)
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2021/10/27 2021/10/29

BNT162B2
/ /
2021/11/16
2021/11/16
2022/09/12
15 2022;
:75(4),  1627-632 ;
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150




16062

115

2022; Vol:115th, pgs:3

Myocarditis in 13-Year-Old Monochorionic Diamniotic Twins After COVID-19

Vaccination

01360-z PMDA

Journal of Clinical Immunology 2022; DOI:10.1007/s10875-022-
v21130717 PMDA

2021/10/23 13:30 13 4 CovID-19

BNT162b2
2022/04/30 13

2021/10/23

2021/10/02

FJ7489

BNT162b2

2021/10/24

2021/10/23

2021/10/24

2021/10/25

/ FJ1763
4 2

36.6

CovID-19 BNT162b2
2022/04/30 13 1

4

151




2021/10/26

2021/10/26 ST CKB 62
BNP 23 CK -MB 23
7
MD
/
22 5
20 9 2021/10/26 63 3
562 3
132 5 89 9
MB 15 71071
91uU/1 9 2021/10/26 231U/1
2021/10/26 62 3
2021/10/23 36.6
18.4 ( )9.8pg/mL
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5.8 9 18.8pg/mL
2021/10/26 23pg/mL

2021/10/26

C- 0.96mg/dl 3

0.31mg/dl 5 0.06mg/dl 9
2021/10/26

ST 2021/10/26
AVF V3-V6 ST

2021/11/01 9

2021/10/26 2021/11/01
BNT162b2

13

2021/12/02

153




2022/02/08

2022/04/04

2022/05/09

2022;vol 115 pgs 3

2022/04/30 2022/07/31

2 2022/04/30

115

2022/07/31

154




FJ7489 2022/07/31
2022/04/30 2 FJ1763
2022/07/31 2022/04/30

2022/08/26
Myocarditis in 13-Year-Old Monochorionic Diamniotic Twins After COVID-19
Vaccination Journal of Clinical Immunology 2022; DOI:10.1007/s10875-022-
01360

HA
HA
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16063

, 2022; Vol:115th, pgs:3.

PMDA v211307
2021/10/23 13:30 13 4
BNT162b2
13 2
2021/10/23 36.6
1
CovID 4
2
2021/10/02 COVID-19 BNT162b2
FJ7489 2022/04/30
13
COVID-19 2
2021/10/24 1

115

10

FJ1763

CovID-19
2022/04/30

156




ST

2021/10/26 3

2021/10/02 1

2021/10/23 2

2021/10/24
2021/10/24
2021/10/25 2021/10/26
ST CK 450 CK-MB 25 BNP 24.2
2021/10/26
2021/10/26 avF V3-V6 ST
Aspartate aminotransferase: ( ) 52, : Day 3, ¢ ) 23,
day 5; ( ) 21, : day 9, ; Blood creatine phosphokinase: ( )
450, : day 3, o ¢ ) 135, : day 5; ( ) 101, : day 9,
; Blood creatine phosphokinase MB ( 15): ( ) 25 1U/1,
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day 3, ¢ ) 13 1U/1, : day 5; ( ) 10 1u/1, : day 9,

; Blood test: ( ) o ¢ ) ; Body
temperature: (2021/10/23) 36.6, ; Brain natriuretic
peptide ( 18.4): ( ) 24.2 pg/mL, : day 3, o ¢ ) 9.0
pg/mL, : day 5; ( ) 5.8 , : day 9, ; C-reactive protein:
( ) 0.70, . day 3, ¢ ) 0.27, : day 5; ( ) 0.06,

: day 9, ; Echocardiogram: ( ) ; (2021/10/26) ;
Electrocardiogram: ( ) ST ¢ ) ¢ ) ST
(2021/10/26) avF V3-V6 ST , ; test abnormalities: ( )
7

2021/10/26 2021/11/01
bnt162b2
CK 450 CK-MB 25 BNP 24.2
ST
ST CK-MB 25 BNP 24.2
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ST MB

2021/10/26
2021/11/01 9
BNT162B2 BLA
125742 FDA BNT162B2 EUA
027034 FDA
2021/12/02
2022/02/08

159




2022/05/09

115 , 2022; Vol:115th, pgs:3.

2022/08/26
““Myocarditis in 13-Year-Old Monochorionic Diamniotic Twins After COVID 19
Vaccination””, Journal of Clinical Immunology, 2022, 10.1007/s10875-022-
01360
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2021/10/03

2021/10/02
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16321

2021/03/15 37

2021/2/22 36
2021/5/31;1

2021/11/01

2021/11/12

( ) COVID-19 BNT162b2
EP2163 2021/05/31 0.3ml 37
1
2021/10/02
6 2022/07/09
2021/3/16
1
COVID-19 BNT162b2 EP2163
0.3ml ;
2021/11/12
2021/11/06

C4591006
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2021/11/12

BNT162b2
/
1 2
COVID-19 SARS-CoV-2
COVID-19
2 2

28

12

163




COVID-19 SARS-CoV-2

COVID-19

2021/10

2021/11/10

2021/11/12
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2021/11/06

2021/11/10
2021/11/12
2021/12/10 CovID-19 BNT162b2
2022/04/30 0.3ml 3
BNT162b2
BNT162b2
37 3
2021/12/21 : €4591006
(2022/04/07): C4591006
1 2
3
BNT162b2 /

FJ1763
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(2022/06/03): €4591006

At risk

2022/07/19 C4591006

2022/09/02

C4591006
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Deep Vein Thrombosis and Pulmonary

Thrombosis After BNT162b2 mRNA SARSCoV2 Vaccination , Circulation
Journal ,2022;Vol:86 (7),pgs:1145, DOI:10.1253/circj.CJ-21-1055;  SARS-CoV2

14 , 133
2022; Vol:133rd.
PMDA v21131567
2021/11/19 16:45 14 COVID-19 BNT162b2
2 FK6302 2022/04/30 14

16513 '

2021/10 COVID-19 COVID-19
2021/11/19
2021/11/20 12:49

/ ;
2021/11/20 12:49

/
1vC ;

167




2021/11/30 10

2021/11/20

PF4

2021/11/20 309 mg/dl

38.0 ; 2021/11/20

X 2021/11/20

1vVC ;

CT

2021/11/20

2021/11/20

43.4 ug/ml

2021/11/20  43.4 ug/ml

2021/11/20

1vVC

30.5

; 2021/11/20

38.0 ;

;2021711720

PROC
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2021/11/20 116.3 ug/ml

2021/11/20 38.3 %

2021/11/20 13.7 g/dl

2021/11/20

2021/11/20 1.16

2021/11720 ;

98%; 2021/11/20 98%;

2021/11/20 182000 /mm3

2021/11/20 63 48;

2021/11/20 75.8

2021/11/20 4670000 /mm3

SARS-CoV-2 2021/11/20 ;
SARS-CoV-2 2021/11/20
2021/11/20

2021/11/20 10700/mm3

COVID-19
HPV

169




2021/12/06

(2021712717

2021/12/23

2021/12/20):

TTS
FU#6

E2B

170




2022/01/17

2022/01/19

2022/07/11

Deep Vein Thrombosis and Pulmonary
Thrombosis After BNT162b2 mRNA SARSCoV2 Vaccination , Circulation
Journal ,2022;Vol :86,pgs:1145,D01:10.1253/circj.CJ-21-1055

2 1 23
160cm 47kg 38.0 98%
18.2x104/mm3  D- 43.4ug/ml
CT

171




63% 48%
PROC

SARS-CoV-2

mRNA-1273
mRNA-
1273

2022/07/27

Deep Vein Thrombosis and Pulmonary Thrombosis After BNT162b2 mRNA SARSCoV2

Vaccination ,Circulation Journal,2022;Vol:86,pgs:1145,D01:10.1253/circj.CJ-
21-1055

TTS E2B
FU#11

(2022/09/26) : SARS-CoV2

172




14
, 2022; Vol: 133rd.

98
43.4

133

38.0
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16526

v21131561 PMDA

2021/08/11 73

2021/07/20

2021/08/11

2021/08/29 01:30

2021/08/31

2021/09/30

COVID-19

2016

COVID-19

CovID-19

18

20

50

BNT162b2

2

BNT162b2

2016

174




2021/07/20 2021/08/11

2021/08/29 02:00

2021/08/31
2021/08/31
/1
MRI
AQP4
2021/09/11
2
2021/08/31
BNT162b2
CoVID19
2021/12/21

2-/2-
5/uL
T2W1

MOG

2021/09/30

2-/2-
163mg/dL

1/1

175




2021/09/30

2022/09/26

21

2021/09/30

50
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16558

2022 70 56 PMDA

2021/11/08 16:00 18 covid-19
FH3023 2022/03/31
18

2021/10/18 COVID-19
2022/04/30

2021/11/09 03:00

2021/11/09 03:00

2021/11/09 03:00

2021/11/09 03:00
/

2021/11/09 03:00

2021/11/10 13:00

2021/11/10 13:00

/

2021/117/10 13:40
ECG

2021/117/10 13:40

coviD 19
70

V21131479 PMDA

BNT162b2

FK0108

38 /39

2021/12/07

2021/12/07

177




2021/11/11

2021/12/07 AST 54 1U/L
2021/11/11
2021/12/07 CK 467 1U/L
2021/11/11
2021/12/07 CKMB 27 1U/L
2021/11/11 2021/12/07

CRP 6.68 mg/dl

ST
2021/11/10 2021/11/16 6
ECG
2021/11/11 54 1U/1
467 1U/1 peak 2021/11/11 467
1U/1 peak CK
27 1U/1 peak 2021/11/11
27 1U/1
39 2021/11/08 36.5 ;
2021/11/09 38 03:00 ; 2021/11/09 37 ; 2021/11/09 39

XP 2021/11/10

CRP 2021/11/11 6.68 mg/dl

178




2021/11/10 /

2021/12/07 ECG

MRI

CovID19 PCR 2021/11/10

2021/11/10

2021/11
2021/12/07

2021/11/10

bnt162b2

2021/12/17

2022/01/06

2021/11/12
ST

2021/11/15

2021/11/10 2.99 ng/ml

2021/11/16

179




DSU

2022/10/03
coviD 19
70 2022 70
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16562

2022 ; 133 63

2021/10/31 19:00 15

/ : 2
2021/10/10
2021/11/01
2021/11/02

2021/11/02 20:00
2021/11/08 ;

2021/11/02 20:00

2021/11/02 20:00

2021/11/02 20:00

2021/11/08 CPK

2021/11/02 20:00

CPK

COVID-19 MRI
1 133
PMDA v21131633

COVID-19 BNT162B2
15

COVID-19 1

2021/11/08

2021/11/08 ;

2021/11/08 ;

2021/11/08

T 2021/11/08

181




2021/11/03

; 2021/11/03 ;

2021/11/03
1164 : U/L;  2021/11/03
CPK T ;
2021/11/03 89.9 T U/L;
2021/11/03 CPK ; 2021/11/03
2021/11/03 37.7
2021/11/03 ;
2021/11/03

2021/11/03 1.62mg/dl

60 ; 2021/11/05
2021/11/03 60

; 2021/11/03

ST T ; Vi-2

MRI

T2-

; 2021/11/03
; 2021/11/03

60 ;

; 2021/11/03

182




; : 2 ; 2021/11/04

T1

T 2021/11/03 CPK
; 2021/11/03 1.934ng/ml

15 2
1
2021/10/31 19:00 BNT162B2
2021/11/02 20:00 2
2021/10/10 COVID-19 1
2021/10/31 2

2021/11/02 20:00

2021/11/03 07:00

37.7

183




2022/08/16

2021/10/10
1

2021/11/03

2021/11/03

2021/11/04

2021/11/02

CPK

CPK T

6
MRI
mRNA
2021/11/02
MRI
2
6

2021/11/08

184




2021/11/02

2021/11/03

2021/11/03

2021/11/03

2021/11/03 CRP

2021/11/04

2021/11/03

1.934ng/ml

1164u/L

89.9u/L

1.62mg/dL

CRP ESR 1 D-

MRI (
T1

T2
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2021/11/03

2021/11/03
ST
/
BNT162B2
BNT162B2
(2021/12/22)

60%
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E2B

(2022/07/19): coviD 19 MRI
1 133
2022 ; 133 63

MRI 5

BNT162b2 /

2022/08/16

BNT162b2 /
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2021/11/04
; 2021/11/04
2021/11/04

2022/09/16

2022/09/22

2021/11/04
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16678

COVID-19

2 4

59

PMDA v21131693 PMDA

2021/06/18 83

2021/06/19
2021/11/04

2021/06/19
2021/11/04

2021/07/07
2021/11/04

covid-19 BNT162b2
83

/ COVID-19

/ COVID-19

(2021) 4

2021/07/08

2021/07/08 /

MRI 2021/07/08

49

189




2021/07/29

2021/06/18

2021/06/19

2021/07/07

2021/07/08

4 2021

19

20

COVID-19

190




2021/11/04 139

bnt162b2

2021/12/13
2021/11/30
83

2021/12/13
BNT162B2

2022/01/13

2022/09/20

202101699952 PV202200048400
202101699952

191
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17004

v21132237 v2210002321

PMDA
T v21132237  v2210002321

2021/09/08 15:00 38 BNT162b2
2 EY0572 2021/10/31
38
1
1
2021/09/09 07:00
2021/09/09 07:00
2021/09/09 07:00
2021/09/09 07:00
; 2021/09/09 07:00

2021/09/09 07:00

2021/09/08 36.2

2021/09/09 07:00 16

2021/09/09

193




2022/09/20

2021/09/09

2021/12/31

2022/09/20

EY0572

bnt162b2

2021/09/08 2

PMDA

2021/10/31

PMDA
v2210002321.
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A young adult with nephrotic syndrome following COVID-19 vaccination CEN
2022; Vol:11 (3), pgs:397-398, DOI:10.1007/s13730-021-00673-z

22 COVID-19 BNT162b2 BNT162B2
/
minimal change NS
16 The
swelling of the injection site on his upper arm
17218
; 16 local muscle pain
minimal change ns the swelling of the injection site on his upper
arm

1.4g/d1 1.4g/d1 1.2g/d1 1.5g/d1 1.9g/d1 2.9g/dl

1.4g/d1

A 179mg/dl

G 299mg/dl

195




M 72mg/dl

C3 148mg/dl

C4 44mg/dl

C 0.08mg/dl

0.11

3.8 g/dl 4.2 g/dl 3.5 g/dl 3.9 g/dl 4.3 g/dl 5.2 g/dl

14.4 o/

59 1u/ml u/ml

64.9kg 63.0kg 58.7kg 55.4kg 52.4kg 51.6kg

-9 0
14 .4g/day 1.4g/dl
0.11 C 0.08mg/dl
1gG 299mg/dl  1gA 179mg/dl IgM 72mg/dl C3 148mg/dl C4
44mg/dl  CH50 59U/mL
NS NS
MCNS 812mg/dl
1mg/kg/day 40mg
2
NS 7 17
COVID-19

2022/01/18

196




A young adult with nephrotic syndrome following COVID-19 vaccination CEN
2022; pgs:1-2 DOI:10.1007/s13730-021-00673-z

2022/08/29 A young adult with
nephrotic syndrome following COVID-19 vaccination”, CEN Case Reports, 2022;
Volume:11, pgs:397-398, DOI:10.1007/s13730-021-00673-z

2022/09/28

A young adult with nephrotic syndrome following COVID-19 vaccination, CEN Case
Reports, 2022; Vol: 11(3), pgs: 397-398, DOI: 10.1007/s13730-021-00673-z.
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17412

COVID-19 71
110 2021; Vol:110th, pgs:19

A Patient Developing Guillain-Barre Syndrome After Receiving the BNT162b2
COVID-19 mRNA Vaccine BRAIN and NERVE 2022; Vol: 74 (8), pgs: 1025-1030,
DOI: 10.11477/mf.1416202173

2021/06 71 CovID-19 BNT162b2
/
2021/06 1
Antiacetylcholine receptor antibody Antibody test

asialo-GM1 GM1 GM2 GDla

GalNAc-GDla GD1b GTla GTib GQlb GM1/GDla GM1/GT1la
IgG  IgM
Bacterial test
; 71/94 mmHg
36.3
CSF cell count 21 CSF protein
123.4 mg/dl 9 ( 29 ) 51.5

198




mg/dl 21 Culture stool Culture

urine Electromyogram
Heart rate 72 / clinical findings
3- 5 ( /7 )3/3 5-/5-

5-/5- 4/4- 4+/4 5/5 5/4+

5/4 5/4+ 5/4+ 4/4 1 5/4
5/4 (1-11)5/4+ (111-1V)5/4+ 2/2

3-/3- 2/2 2/3- 3/3 5/5 4/4

5/5 5/4 5/5

MR
MRI

MRI

MR neurography
Mycoplasma test Nerve
conduction studies 6.4/7.3 Units mV Median L ( 24 ) 6.1/6.9
Units mV Ulnar L ( 24 ) 3.5/4.3 Units mV Tibial R ( 24
) 4.2/5.2 Units mV Tibial L ( 24 ) 7.7/8.7 Units mv
Median L ( 27 ) 5.7/6.1 Units mV Ulnar L (27 ) 7.2/9.9
Units mV Tibial R( 27 ) 6.6/9.5 Units mV Tibial L ( 27
) 35 units ms Median L ( 24 ) 25 units ms Ulnar L (
24 ) 4.6 units ms Tibial R ( 24 ) 35 units ms Tibial
L( 24 ) 3.7 units ms Median L (27 ) 3.2 units ms
Ulnar L (27 ) 3.7 units ms Tibial R (27 ) 3.2
units ms Tibial L (27 ) 24.7 units msec Median L ( 24 )
24.8 units msec Ulnar L ( 24 ) 39 units msec Tibial R (
24 ) 45.1 units msec Tibial L ( 24 ) 25.3 units msec
Median L ( 27 ) 29.2 units msec Ulnar L (27 ) 52.1
units msec Tibial R (27 ) 56.5 units msec Tibial L ( 27 )
60.8 units m/s Median L ( 24 ) 59.7 units m/s Ulnar L (
24 ) 56.1 units m/s Tibial R ( 24 ) 48.4 units m/s
Tibial L ( 24 ) 58.1 units m/s Median L (27 ) 48.6
units m/s Ulnar L (27 ) 42.2 units m/s Tibial R ( 27 )
39.3 units m/s Tibial L ( 27 ) Nerve conduction studies 75 %
Median L 12/16 ( 24 ) 50 % Ulnar L 8/16 ( 24 ) 100 %
Tibial R 16/16 ( 24 ) 100 % Tibial L 16/16 ( 24 )
5% Median L 12/16 ( 27 ) 81 % Ulnar L 13/16 ( 27
) 88 % Tibial R 14716 ( 27 ) 38 % Tibial L 6/16 ( 27
) 62.1 units m/s Median L ( 24 ) 52.3 units m/s Ulnar
L( 24 ) 45.9 units m/s Tibial R ( 24 ) 44.4 units
m/s Tibial L ( 24 ) 57.2 units m/s Median L ( 27 ) 52.1
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units m/s Ulnar L (27 ) 51.1 units m/s Tibial R (27
) 44.6 units m/s Tibial L ( 27 ) F
CMAP 24 F
CMAP
2 7 21 ) 2 24
28 CMAP 2
CMAP
F
2.6 units ms Median L ( 24 ) 2.7 units ms Ulnar L
( 24 ) 3.1 units ms Sural L ( 24 ) 2.7 units ms
Median L ( 27 ) 1.9 units ms Ulnar L (27 ) 2.1
units ms Sural L (27 ) F

53.8

) 52.6 units m/s Ulnar L ( 24

( 24 ) 52.6
Ulnar L (27 ) 65.4

units uV Median L ( 24 ) 8
units uV Median L ( 24 ) 18

14 units uV Median L (27 ) 14

) Neurological examination

14

Oxygen saturation 97
Residual urine volume 800mL
rate 16 / Schellong test
test Sputum culture
Stool analysis Thyroid hormones test

Viral test

2022/09/02

) 45.2

units m/s Median L (27

units m/s Sural L (27
units uV Median L ( 24

202200080855

units m/s Median L ( 24

units m/s Sural L
) 75.3 units m/s
) 15

) 3

units uV Median L (27 )

units uV Median L (27

11
27

Respiratory

Serology

Sputum test

PV 202200045921
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202200080855
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SARS-CoV-2
1 133 2022 Vol
133rd 55 SARS-CoV-2
1 70 2022 vol 70th 375

PMDA v2110033581

2021/07/21 70 COVID-19 BNT162b2
2 70

2021/06/30 1
COVID-19

17706 ;

2021/07/25
2021/09

2021/07/25 /

2021/07/25 /1
10kg

/1 10kg /
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CT

SARS-CoV-2

40

2021/07/21

2021/09

2021/07/21

2021/09/07

2021/10/01

septal bounce

CovID-19

10

50

BNT162b2

203




70

1 40kg 50kg
CT 4
MRI
A ; B
SARS-CoV-2 IgM SARS-CoV-2 196G
19G
2022/03/04
/ ;

SARS-CoV-2

204




BNT162b2

2022/07/19
1 133
133rd 55
CT SARS-CoV-2
2022/10/03
SARS-CoV-2

/1

SARS-CoV-2

2022

10kg

LLT

Vol
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70

2022

vol

70th 375
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17924

12110007217 PMDA

2022;vol 71 6,7

2022/01/25 56
BNT162b2 3
2022/04/30 55
1999705
A 1999705

2021/05/19 COVID-19

2021/05/19 COVID-19

COVID-19 COVID-19 1
2022/01/26
(2022/02/01) /

2022/01/26

pgs 799

COVID-19
FJ5929

/
2001/12 2006/10
2
2
2022/02/01 6

207




Aspergillus test (normal high range 0.1): (2022/01/26) less than 0.1;
Auscultation: ( ) ; Blood immunoglobulin E (normal high range
173): (2022/02/09) 416 1U/ml, notes: RRAST positive Candida;Brain natriuretic
peptide (normal high range 18.4): (2022/01/26) 57.0 pg/mL; C-reactive protein:
(2021/05/12) no data, notes: before 2nd dose; (2021/06/08) no data, notes:
after 2nd dose; (2021/08/11) no data; (2021/11/10) no data; (2022/01/26) 0.31
mg/dl, notes: after 3rd dose; (2022/01/29) 0.1 mg/dl; Echocardiogram:
(2022/01/26) No abnormality; Electrocardiogram: (2022/01/26)No abnormality;
Eosinophil count: increased again  (2021/05/12) 420, notes: Units:/
pL before 2nd dose; (2021/06/08) no data, notes: Units:/ pL after 2nd dose;
(2021/08/11) 4590, notes: Units:/ pL; (2021/11/10) 1170, notes: Units:/ pL;
(2022/01/26) 1980, notes: Units:/ pL after 3rd dose; (2022/01/29) 470, notes:
Units:/ pL; Eosinophil count: (2021/05/12) 5.7 %, notes: before 2nd dose;
(2021/06/08) no data, notes: after 2nd dose; (2021/08/11) 37.7 %; (2021/11/10)
16.4 %; (2022/01/26) 19.4 %, notes: after 3rd dose; (2022/01/29) 5.1 %;
Fractional exhaled nitric oxide: (2022/01/27) 226 ppb; Oxygen saturation:
(2022/01/26) 98 %, notes: Sp02 98% with a reservoir mask of 10 L/min; W

hite blood cell count: (2021/05/12) 7140, notes: before 2nd dose Units:/ L;
(2021/06/08) 12730, notes: after 2nd dose Units:/ pL; (2021/08/11) 12170,

notes: Units:/ pL; (2021/11/10) 7090, notes: Units:/ pL; (2022/01/26) 10240,
notes: after 3rd dose Units:/ pL; (2022/01/29) 9240, notes: Units:/ pL

55

1999/05
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1999/05 2001/12 2006/10

CR 20mg 40mg
5mg

BNT162b2
2021/05/19 BNT162b2 2
2021/08/11 2

bnt162b2
2022/01/25 BNT162b2 3
(

)

2022/01/26 1

13:00

0L/ Sp02  98%

wheezing

125mg 2022/02/01

60mg 6

2022/01/27 NIPPV

250mg

10mg

NIPPV

209




2022/01/28 30mg 2022/02/01

2022/01/26 400mg
2022/01/27 226ppb
2022/01/28 100
2022/02/01 (100)1 xM (10)1T
2022/02/01
bnt162b2

2022/01/26 BNP 57.0 pg/ml, which the Norm High 18.4

2022/01/26 Aspf-1 less than 0.1, which the norm high less than 0.1

2022/02/09 IgE 416 1U/ml, which the Norm High 173 and the comment was RRAST

positive Candida

210




10L/min

NIPPV
2 NIPPV

1CS/LABA 7

2 3

m-RNA Th2
400mg
2022/01/26
400mg a case report Medical Gas Research,
201;2167-68 a case report Medical Gas Research, 2021;2;67-68
2022/03/02
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2022/02/14

2022/09/26

2022;vol

71 6,7

pgs 799

212




17938

ID (169431)

2021/06/22 11:30 77 COVID-19
EY5420 2021/08/31
EY5420
2013/09/21
5mg 1T
4
2
CovVID-19
2022/02/08 2022/02/28 /
/
2022/02/08 38 9:00 ;
2022/02/15

BNT162b2
2021/07/13
2021/08/31

BP 1T

213




2 CovID-19

2022/02/15 7
2 COVID-19
/ /
2022/02/08 9:00 38
2022/02/14
6T 3 7
500mg 3T 3 7
7 5mg 1T
2022/02/15 RT-
14
2022/02/15
RT-
-CoV-2

ECMO

2022/02/28

60mg 3T
45mg

214




-CoV-2
2022/02/15 /
/ 2013/09/21
BP 1T 5mg 1T
2021/06/22 1 2021/07/13 2

QC

PR ID

PR ID 6041891

PFIZER-BIONTECH COVID-19

EY5420

215




NTM

2022/02/26

2022/03/10

2022/05/10

2022/09/15
ID (169431)

/ -CoV-2

CEP ID

CCEC

216




18576

4 32 2022 32

390 PMDA v2110034686
2022/03/05 10:00 36 BNT162b2

3 FL7646 2022/05/31
36

2022/03/05 15:00

2022/03/05 15:00

2022/03 vzv
N2V
Bell ZSH
Bell ZSH
vzv N2V
2022/03/05
2022/03/05 36.5
¢ ) 4/40

217




(

BNT162b2

) 8/40,

LLT

(

2022/10/03

32

Vzv

) vzv

2022

/NZV

32 390

Vav

218
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18643

32

2021/02/22

2021/03/15

2021/10/30

2022/02/17

€4591006

COVID-19

EP2163

EW4811

2022/03/01

BNT162b2

2021/05/31 1

2021/07/31 2

COVID-19

COVID-19

0.3ml

0.3ml

31
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COVID-19

2022/08/06
3308

2022/02/17 SARS-CoV-2

2021/10/27
COVID-19
ECMO
CovID-19
SARS-CoV2
2021/10/30

ECMO

ICU

221




2022/08/06 40
50.5 34.5

BNT162b2

COVID-19 BNT162b2

PR ID

PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

222




NTM

BNT162b2 EW4811
PFIZER-BIONTECH COVID-19

NTM

2022/04/08

2022/06/07

2022/06/29

C4591006

EW4811

CAPA

2022/07/22

CAPA

223




2022/07/14 C4591006

COVID-19
2022/07/22
EW4811
2022/08/23 C4591006
2022/9/14 €4591006

224




GENERAL INVESTIGATION TARGETING THE VACCINES (HEALTH CARE PROVIDERS HCPS) WHO
ARE VACCINATED IN EARLY POST-APPROVAL PHASE (FOLLOW-UP STUDY)
4591006
2021/12/22 1 COVID-19 BNT162b2
FK7441 2022/04/30 3
0.3ml
34
18688 | ’
1
2021/05/03
BNT162b2 33 37
2022/02/07
2021/11/25 .

225




2021/05/31

2021/05/31

2656

2022/01/20

33

37

0.3mL
2021/02/24 15:00

0.3mL
2021/03/18 14:20

2022/01/20

33.7cm

NICU
2022/01/22

1987 9 20

2022/01/20

EP2163

EP2163
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2022/02/04

2022/02/04

2022/03/07

2022/03/24

bnt162b2

€4591006

€4591006

/2

227




2022/02/04

2022/03/29

C4591006

2022/05/19

€4591006

(

)

228




2022/07/21

C4591006

2022/09/01

€4591006

229




18696

PMDA
v2110034927

2022/03/10 15:00 58 0
BNT162b2 3 58 0
FM3289 2022/05/31

2017/01/20

2022/03/16

2022/03/16 ;

2022/03/16

2022/03/22

2022/03/22

2022/03/23

2017/01/20

230




2022/08/31

2022/03/23 2022/03/25 2
2017/03/21 ;
2022/03/22 831U/1 u/L;
MB 5.0 2022/08/17 4.5ng/ml
2022/03/10 36.0 ;

2022/03/23 ;

2022/03/22
0.30 2022/03/22 17.8mg/dl ;

(2022/08/31) 6.66 mg/dl;

2022/03/23 ; 2022/08/31 D5
D6 ST

2022/03/23
; 2022/03/23 ;

1.00 2022/03/22 1.59ug/ml
microgram/ml 2022/08/17 0.23ug/ml

1 26.2 2022/08/17 80.7pg/mL

231




2017/01/20

2017/01/20

2022/03/23 2022/03/25

BNT162B2
2022/03/25
2022/09/09
EKG
/ER
2022/08/17 CK-MB 4.5ng/ml 5.0ng/ml ;

232




80.7pg/ml 26.2pg/ml

2022/08/31 CRP 6.66mg/dl

T ESR
2022/08/31
/
2022/05/16
2022/08/16
2022/09/09

0.30mg/dl

D5

MR

0.23ug/ml

D6

ST

1.00ug/ml
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18740

C4591006

65 COVID-19

2021/02/19

2021/03/12 2

2022/01/11 3
2022/04/30 65 )

2021/11/12 65

2022/02/23

BNT162b2

EP2163

Ew4811

0.3ml (

COVID-19
2022/02/28

2021/05/31

2021/10/31

COVID-19

FJ5929

235




COVID-19

covid-19

SARS-CoV-2

COVID-19

SARS-CoV2

ICU

CovID-19

PR

QC

ID 5741000

EP2163

2022

2022/02/23

ECMO

PR ID

NTM

2022

236




CAPA

2022/07/22 BNT162b2 FJ5929

-BIONTECH COVID-19

FJ5929

NTM

CAPA

EW4811

QC-

PR ID PR ID 5944508
BIONTECH COVID-19

EW4811

NTM

CAPA

237




covid-19 BNT162b2

2022/03/31
2022/06/10
(2022/06/29) C4591006
3
2022/07/14
€4591006

238




(2022/07/21, 2022/07/22):

2022/02/28 FJ5929

2022/07/30

€4591006

2022/09/06

€4591006

2022/03/05
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18761

PMDA

v2110034995

2021/07/12 12:30 72

COVID-19

2021/07/13
2022/03/29

2021/07/14
2022/03/29

2021/07/14
2022/03/29

2021/07/14

2021/07/14
2022/03/29

FA5765

COVID-19

2022/03/29

COVID-19
2021/09/30

BNT162B2

240




2021/07/14

20

21/07/12

2022/04/18

2022/08/31

36.2

2022/03/29

2022/03/29

2021/07

241




18799

39 BNT162B2
FD0348 2021/10/31
FF2782
2022/03/12 2022/03/22
6
QC

PR ID 6348017

BIONTECH COVID-19

NTM

2022/09/27

2021/11/30

2021/07/22 1

2021/08/12
COVID-19
/
PR ID
FF2782
BNT162B2

2

PFIZER-

CAPA

FD0348

242




2022/04/08

2022/09/27

2022/03/22

CAPA

NTM

243




18814

40

2022/04/02
COVID-19

19

2022/04/02
2022/04/04

2022/04/02

PCR

2022/09/27

COVID-19 bnt162b2

FN2723 2022/07/31 3

PCR

BNT162B2

NTM

2

FN2723

COVID-

2022/04

FN2723

244




CAPA

bnt162b2

2022/04/14

2022/09/27

FN2723
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18861

338
338th BNT 162b2 mRNA COVID-19
1
v2210001292 (PMDA)

2022

Guillain-Barre

2022/03/06 14:30 69 CovID-19 BNT162b2
FK8562 2022/04/30 3
69
1
1 COVID-19 BNT162b2
FC5295 2021/09/30
1
2 COVID-19 BNT162b2
EY0572 2021/10/31
2
2022/03
2022/03/20
2022/03/20

2022/04/01

246




2022/04/01

/
: (2022/04/05)
2022/04/07 GBS
F
CSF 2022/04/05  2/3
mg/dL CSF
CSF
CSF
MMT
3 4
2022/04/05
2022/03
2022/04/01
MR

(2022/04/05)

/uL  CSF 2022/04/05 57
2022/04/05 170 mg/dL

50

/uL

247




2022/03/20

28

2022/04/07

5m

2022/04/01 26

2022/05/06

2022/04/01
BNT162b2

2022/04/05

mg/dL (170) mg/dL

50 /uL

2022/04/05

2022/04/05

12
GBS
2022/03/20
2022/05/06
2/3)/uL
CSF
MRI
GM1

Gn
CSF

GQ1b

248




2022/06/28

202200527894

2022/09/12
162b2 mRNA COVID-19
338

CSF VT
MMT

202200527894  PV202200006018

69

Guillain-Barre

2022 338th

BNT

249




18910

€4591006

34 covid-19 BNT162b2
2021702724 1 EP2163 2021/05/731 0.3ml
2021/03/17 15:00 2 EP2163 2021/05/31 0.3ml
2021/12/02 3 FJ5929 2022/04/30
0.3ml 34
2 2
8
2021/10/01
BNT162b2 8 17
2022/07/08
2021/11/12
COVID-19 2022/02/01
2022/02/14 COVID-19

250




covid-19

2022/07/19 2982
SARS-CoV-2 2021/02/01
covid-19
covid-19 BNT162b2
2021/10
2021/12
2022/02/01 COVID-19
SARS-CoV2

2021/02/14

LAMP

251




ECMO

COVID-19 /

SARS-CoV2 SARS-CoV2 11

SARS-CoV2

COVID-19

2022/02/14 LAMP

2021/12/01

33

1 1000ml

2022/04/08

CovID-19 ICU
ECMO

10
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2022/07/19 39 6
48.5cm 34.5cm 1

2022/04/12

/ LOE

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

2022/05/20  BNT162B2

PFIZER-BIONTECH COVID-19

FJ5929

253




NTM

COVID-19 BNT162b2

2022/04/08 2022/04/12

2022/05/18 2022/05/20

C4591006

FJ5929

2022/05/26 2022/05/27

C4591006

CAPA

C4591006
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2022/08/02

€4591006

FAX
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18918

v2210000150 PMDA

v2210000150 PMDA

12210000245 PMDA

12210000245 PMDA

2022/03/08

67 2022/02/24 14:30 covid-19 BNT162b2
FL7646 2022/05/31 67
/
37.5mg/ 2022/02/24 2 37.5mg/ 2022/02/28

/

2022/02/24

2022/02/24

A+B

2022/02/24

2022/02/24

256




Covid-19

Covid-19

2022/02/24

2022/02/24

2022/02/25 ;

2022/02/25 ;

2022/02/25 ;

2022/02/24

2022/02/24

2022/02/25

2022/02/24

2022/02/24

2022/02/25
2022/02/25
COVID-19 ;
COVID-19
2022/02/24 #6

257




100% ;

2022/02/24
2022/02/24
2022/02/24 ;
2022/02/24
2022/02/24 ;
2022/02/24
2022/02/24 ;
2022/02/24 /
2022/02/24 /
2022/02/24
2022/02/24
2022/02/24 14:45
ST /ECG ST
2022/02/24 14:45
/ ;
2022/02/24 15:30 Sp02 /Sp02

88%/Sp02 75%/Sp02 80 ;

2022/02/28

2022/02/28

258




2022/02/28

2022/03/04

2022/03/04

2022/03/08

2022/03/08

2022/03/08

2022/03/08

2022/03/08 ;

2022/03/08 ;

2022/03/08

2022/03/09

2022/02/24

2022/03/09

2022/02/24

13

259




2022/03/08 ;

2022/02/28 ;
2022/03/04
/
Angiocardiogram

2022/02/24

VA-ECMO 1ABP
2022/02/24 #6  100% #06  100%
2022/02/24 #6 100% PCI XIENCE Skypoint 0%;
2022/02/24 #15 9%;
2022/02/24 #6 100% STEMI PCI 0%;
2022/02/25 #6  100% ; #15 9% ;

Aspartate aminotransferase

2022/02/24 13 1U/1 (2022/02/25) 889 1U/1 (2022/03/01) 2159 1U/1
(2022/03/02) 1371 1U/1 (2022/03/08) 53 1U/1 (2022/03/09) 63 1U/1

Blood creatine phosphokinase: (2022/02/24) 65 1U/1  (2022/02/25) 13095 1U/1
(2022/03/01) 1519 1U/1 (2022/03/02) 1269 1U/1  (2022/03/08) 89 1U/1
(2022/03/09) 150 1U/1

Blood creatine phosphokinase MB: (2022/02/24) 2.7 ng/ml (2022/02/25) 918.8
ng/ml  (2022/03/01) 7.1 ng/ml

Blood lactate dehydrogenase: (2022/02/24) 197 1U/1  (2022/02/25) 3404 1U/1;
(2022/03/01) 4794 1U/1; (2022/03/02) 2513 1U/1; (2022/03/08) 512 1U/1;
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(2022/03/09) 644 1U/1;

Blood pressure measurement  ( ) 120 mmHg

(2022/02/24) 72 mnHg  (2022/02/24) 72 mmHg

Blood pressure systolic ( )72mmHg; 2022/02/24 95mmHg 16:17
2022/02/24 72mmHg 72mmHg

Blood test (2022/02/24) 221000,

Body temperature (2022/02/24) 36.8

Coma scale (2022/03/07) 3

Computerised tomogram abdomen 2022/03/08 ;

Computerised tomogram head 2022/03/08

Electrocardiogram (2022/02/24) c ST 15:40 (2022/02/24)
V5-6 ST 16:00 (2022/02/24) V3-V6 ST 12 V3-
V6 ST (2022/02/24)ST (2022/02/24)
Electrocardiogram ST segment (2022/02/24) ST (2022/02/24)

ST

Fibrin D dimer(0-1) 24Feb2022 8.13ug/ml;

Heart rate (24Feb2022) 130;

Magnetic resonance imaging head 2022/03/04

Oxygen saturation 80 (2022/02/24) 15:30 021

L/

Oxygen saturation (2022/02/24)88% 15:45 02 (2022/02/24)75%
16:17 10L

Platelet count (2021/03/04) 54000 (2022/02/24) 221000 (2022/02/28) 77000

261




(2022/03/03) 48000 (2022/03/04) 54000 (2022/03/05) 53000 (2022/03/07)

99000
Respiratory rate (2022/02/24)30 16:17
SARS-CoV-2 test ( )

Troponin | (2022/02/24) 268.5 pg/mL (2022/02/25) >125000 pg/mL

X-ray ( )

2022/03/09

2022/02/24 15:00 30

2022/03/09 13

14:30

15:00 72

120

262




ECG R 500ml
15:30 Sp02 02 1L/
15:40 ECG C
15:45 Sp02 88% 02
16:00 ECG V3-6 ST
30
2022/02/24

2022/02/24 2022/03/09
2022/02/24

3
15 72 mmHg

0.3 mg
(ECG) ST
10L
VA-ECMO

#6

100

0.3 mL iv

Ml

Pa02 40 Torr

1ABP

DC

263




Xiece Skypoint
ICU

221000
2022/02/28  VA-ECMO
Q)
77000
37.5 mg
2022/03/03 1ABP
48000
2022/03/04 MRI
54000
2022/03/05
53000
2022/03/07
JCS 2-3 99000
2022/03/08 CcT
CT
ABTHERA ICU
2022/03/09

264




11:30

Xp
CAG

PCI 1ABP PCPS

13 NOMI

-BioNTech
-CoV2
BioNTech

265




CAG

TTS
BNT162b2
2022/09/02
Sp02 80
15 SBP 72mmHg
ECG ST CAG #6 100% STEMI PCI
2022/02/24 14:30 3
15
2022/02/24 ST
2022/02/24 #6 100% PCl XIENCE Skypoint
#15 99%
2022/05/06
RR  Sp02
XP CAG
; 2 0.1g

0%

0%

266




Sp02 decreased/Sp02 88%/Sp02 75%

2022/08/23
2022/09/02
Spo2
/Sp02 88%/Sp02 75% Sp02  /Sp02 88%/Sp02 75%/Sp02 80
JECG ST : /
2022/02/24 00:00 2022/02/24 14:45 :
/ ;
/ 2022/02/24 00:00 2022/02/24 14:45
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18952

covid-19
FD1945
FF9942

2

2
2
1 2
2022/09/27

BNT162b2
2021/10/31
2021/11/30

BNT162B2

FF9942

2021/08/08 1

2021/08/29

FD1945

2

COVID-19

268




FF9942

NTM

2022/09/27

FF9942

BNT162B2
BNT162B2

FD1945

FD1945

027034

CAPA

FDA
125742

269




18962

33 covid-19
2021/02/19 1
2021/03/12 2

2021/12/15
33
2021/11/02
COVID-19
CovID-19/
COVID-19
2022/03/03 5
SARS-CoV-2 2022/02/24

3

C4591006

BNT162b2
EP2163 2021/05/31
EP2163 2021/05/31
2022/02/24
2022/02/26
2022/03/07 2022/03/11

270




2

1 2 28
COVID-19 SARS-CoV-2
COVID-19

2 2 6
2021/11/02
COVID-19 SARS-CoV-2
2022/02/24 COVID-19 COVID-19 PCR LAMP
2022/02/26 2022/03/03 COVID-19

12

271




2022/03/11

SARS-CoV-2

2022/03/11

2022/04/19

ICU

2022/02/24 2022/03/07
CovID-19
12
CovID-19/
COVID-19
/
6

ECMO

2022/03/11

272




PR ID PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

CovID-19/ BNT162b2
BNT162b2

2022/04/15 2022/04/19

€4591006

273




2022/02/26 2022/03/03

2022/06/09

€4591006

Description as Reported

2022/07/15

€4591006

CovID-19/

2022/08/02

€4591006

COVID-19 PCR LAMP

COVID-19
2022/04/19

274




(2022/09/01)

€4591006

CovID-19/

2022/03/11

275




18994

PMDA

v2210000198 v2210002320 (PMDA).

v2210000198 (PMDA), v2210002320 (PMDA)

2021/06/05 79

2021/05/15 1

2021/06/05 2

FA2453

COVID-19

2021/08/31 2

79

COVID-19
EX3617

COVID-19
FA2453

BNT162b2

BNT162b2 1
2021/08/31

BNT162b2 2
2021/08/31

276




160mg

10mg
10mg
100mg
2021/05/15 COVID-19 1
EX3617 2021/08/31
2021/08
2022/03/21 ;
2021/08
2022/03/21 (Cr 5.54)
2022/02/01
2022/02/01
2022/03/21 ;
2022/02/01
2022/03/21 ;
2022 2022/03/21
Cr 5.54 ;
2022

277




2022/03/21 Cr

2022/03/21 ;

2022/03/21

2022/03/21

2022/02/01 2022 89

2022/02/01

2011/02/01 ;

2022/02/01

MPO-ANCA 6.0

Antineutrophil cytoplasmic antibody (0-3.0): (2022/02/02) 6.0 1U/ml,

u/ml ; (2022/03/01) 1.0 , o u/ml ; Antinuclear
antibody (0-40): (2022/02/02) 80, : Homogeneous 80 Speckled 40
; Blood creatinine: ( )8 o ¢ )
; (2021/12) 2.75 ; (2022/02/01) 5.54; Body
temperature: (2021/06/05) , : ; KL-6 (0-500):

(2022/02/06) 409 1U/ml, notes: u/ml

2022/02/02 MPO-ANCA 6.0 u/ml 0 3.0

2022/03/01 1.0 u/ml

2022/02/06 KL-6 409 u/ml 0 500

278




2022/02/02 80 0 40 Homogeneous 80
Speckled 40

2022/02/02 MPO-ANCA 6.0 u/ml 0 3.0 80
0 40 Homogeneous 80 Speckled 40

2022/02/06 KL-6 409 u/ml 0 500

2022/03/01 MPO-ANCA 1.0 u/ml 0 3.0

2022/03/21

2022/02/01 2022/03/21

BNT162B2
6 2 Cr
2022/02/01 MPO-ANCA
2021/08 3 2022/02/01 3
2022/02/01 3
2021/08

279




2022/02/01

2022/02/01 3

BNT162b2
2021/06 2
2021/08
2021/12 2.75
2022/02/01
MPO-ANCA
MPO-ANCA

280




2022/02/02 MPO-ANCA
0

40

2022/02/06 KL-6 409 u/ml

2022/03/01 MPO-ANCA

(2022/05/12)

2022/09/20

Cr 5.54

6.0 u/ml

Homogeneous 80

1.0 u/ml

3.0

Speckled 40

500

3.0

2021/06

80

281




282




19095

C4591006

34 COVID-19
2021/02/22 0.3ml
2021/03/15 2 0.3ml
2021/12/14 3 0.3ml
2022/03/31 34
2021/10/22
COVID-19
2022/04/11
2022/03/17 2022/03/26

BNT162b
EP2163 2021/05/31
EP2163 2021/05/31
FJ5790
34
2022/03/16 14:04
9

283




30 2022/03/17 35 1U/1

u/L;
30 2022/03/17 24
1U/71 u/sL;
4.0 2022/03/17 4.2g/dl;
1.1 2022/03/17 0.6mg/dl;
1.19 2022/03/17 0.81mg/dl;
0.30 2022/03/17 0.34mg/dl;
eGFR 2022/03/17 88.8 ;
13.0-18.0 2022/03/17 14.5g/dl;
2022/03/17 ;
20.0-55.0 2022/03/17 29.5%;
(40.0-77.0):(2022/03/17)59. 7%;
(15.0-40.0) :(2022/03/17) 32.8 T /L

2022/03/17 13.2; 2022/03/17 1.01;

2021/06/11 ;
2022/03/16 ;
2022/03/17 (-); (2022/03/17  (-);
4000-10000 2022/03/17 5460uL
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COVID-19

2021/06/11

COVID-19

2021/10/22

COVID-19

2022/03/16

2022/03/16

2022/03/16

28 24
SARS-CoV-2
25 52
SARS-CoV-2
PCR / LAWP
ICU
ECMO
2

COVID-19

285




-CoV2

-CoV2
S-217622 ; DBT 2022/03/17 2022/03/21
Ix/ 2 5 2 Ix/
-CoV2
3
2022/03/17 2022/03/26
25 52
2021/12/14 3

286




$217622
1 2
-CoV2
BNT162b2
PR ID

-CoV2

DBT 2022/03/17 1 1

2022/04/21

BNT162b2

PR ID 5741000

2022/03/21

1

287




PFIZER-BIONTECH COVID-19

NTM

BNT162b2 2022/04/18

PR ID

PR ID 6446558

PFIZER-BIONTECH COVID-19

EP2163

FJ5790

CAPA

288




NTM

CAPA
2022/04/21
2022/05/26

€4591006
BNT162b2 1
3

2022/03/15 2022/03/16

/
2022/07/25 €4591006

289




2022/08/12

2022/08/18

2022/09/14

COVID-19

COVID-19

€4591006

€4591006
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19166

Intracranial aneurysm rupture within three days after receiving mRNA anti-
COVID-19 vaccination. Three case reports Surgical Neurology International,

2022; Vol:13 (117), pgs:1-7, DOI:10.25259/SN1_1144 2021;

COVID-19 3 Surgical
Neurology International; 2022; Vol:81, pgs:930, DOI:10.25259/SNI_1144 2021

75 covid-19 BNT162b2 BNT162B2 1

Intracranial aneurysm rupture ;

severe headache

Blood
creatinine: 0.53 mg/dl, Blood fibrinogen: 420 mg/dl, : 15

cistern C-reactive protein: 0.24mg/l, Haemoglobin: 12.3 g/dl

fluid attenuated inversion recovery

inversion

266x1079/L

291




2022/06/27 ;

Intracranial aneurysm rupture within three days after receiving mRNA anti-

COVID-19 vaccination; Surgical Neurology International, 2022; Vol:13 (117),
pgs:1-7, DOI:10.25259/SN1_1144 2021.

(2022/09/26)

COVID-19 3 2022

292




19171

Intracranial aneurysm rupture
within three days after receiving mRNA anti-COVID-19 vaccination: Three case
reports Surgical Neurology International, 2022; Vol:13 (117), pgs:1-7,
DO1:10.25259/5N1_1144 2021

COVID-19 3
81 2022 930

DO1:10.25259/SN1_1144 2021

44 COVID-19 2 BNT162B2 BNT162B2

BNT162B2 1 COVID-19

Intracranial aneurysm rupture ;

Severe Headache

MCA
; Blood creatinine: 0.52 mg/dL; Blood fibrinogen:
205 mg/dL; Blood test: 34.3 mL, 233 mm x 52 mm x 40 mm; 4
;14 WENS I ;
SAH
; C-reactive protein: 0.03mg/L; Haemoglobin:
11.5g/dL;Modified Rankin score: 3;2 102
; Platelet count: 415 x10 9/L
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2022/06/27

Intracranial aneurysm rupture within three days after receiving mRNA anti-

COVID-19 vaccination; Surgical Neurology International, 2022; Vol:13 (117),

pgs:1-7, DOI:10.25259/SN1_1144 2021

(2022/09/26) -
COVID-19
81 2022

DOI: 10.25259/SNI_1144_2021.

930

294




19192

"Intracranial aneurysm rupture within three days after receiving mRNA anti-
COVID-19 vaccination: Three case reports™, Surgical Neurology International,
2022; Vol:13 (117), pgs:1-7, DOI:10.25259/SN1_1144 2021; "Three cases of
subarachnoid haemorrhage due to aneurysm ruptured following COVID-19
vaccination", Surgical Neurology International, 2022; Vol:81, pgs:930,

DO1:10.25259/SN1_1144 2021.

2021 72 COVID-19 BNT162b2 BNT162b2
/

1
2021 3

presented with severe headache 3 days after receiving the first dose

of BNT162b2 mRNA COVID-19 vaccine.

2021 2021
24

presented with severe headache 3 days after receiving the first dose of

bntl162b2 mrna covid-19 vaccine.

1C-Pcom 15

Modified Rankin score O 24
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BNT162b2 3

15

1C-Pcom

24 mRS 0

2022/06/27

"Intracranial aneurysm rupture within three days after receiving mRNA anti-
COVID-19 vaccination: Three case reports™, Surgical Neurology International,

2022; Vol:13 (117), pgs:1-7, DOI:10.25259/SN1_1144 2021

296




PRD/SRD 2022/09/26

Three cases of subarachnoid haemorrhage due to aneurysm ruptured following

COVID-19 vaccination ,2022, vol: 81, pp: 930, DOI: 10.25259/SNI_1144 2021

297




19194

v2210000568 PMDA

2022/02/27 25
BNT162B2
2022/04/30 25

CovID 4

COVID-19 1
2

2022/03/07

2022/03/07

2022/03/11

2022/03/30

2022/03/07

2022/03/08

CcT

CovID-19

COVID-19
COVID-19

CK

FL1839

COVID-19

208




2022/03/10

2022/03/11

2022/03/30

2022/03/07

2022/03/11

T 1.36ng/mL  CK 537U/L BNP 463pg/mL

30mg

2022

49%

2022/03/28

COVID-19 3

299




2022/04/14

2022/03/08
; 2022/03/09 CT
; 2022/03/11
;CK
2022/03/08 ; 2022/03/11 537 U
/L; CK-MB MB 2022/03/11 24
u/L; BNP (0-18.4)
2022/03/11 463pg/ml ;
2022/03/08 ;. 2022/03/09 ;CRP C-
2022/03/11 1.24mg/dl ;2022/03/11
2022/03/10
;. 2022/03/11 ; 2022/03/11
EF 55 49%
; 2022/03/08 ;2022/03/11
Q ST T
R Q ; D
2022/03/11 1.4ug/ml ;2022/03/17 MRI
2022/03/17 MRI
T2
T1
2022/03/08 ; T(0-0.1):
2022/03/08 ;  2022/03/11 1.36ng/mL
| CRP ESR 1
2022/06/09 CK-MB  2u/L 10 CRP
0.03mg/dl 0.2 T 0.003ng/ml 0.1
LVEF 67%
V2-V3 T

300




EKG

/ /ER
/
I ESR D
/
MRI
/ 2022/03/08
2022/03/30 BNT162b2
7
COVID-19 3
2022/05/12
2022/05/19

301




2022/09/09

2022

MB CK-MB
CRP ;

; 2022

JP E2B

302




19208

"Constrictive pericarditis following mRNA COVID-19 vaccination in a patient
with systemic sclerosis™, Journal of Cardiology Cases, 2022; Vol:26(2),

pgs:97-100, DOI:10.1016/j.jccase.2022.03.014 coviD 19

1 70 2022; Vol:70th,
pgs:371
2021/07 59 COVID-19 BNT162b2

1
6 mg
2021/07/16
5 2021/10/15
/
/

303




Auscultation: notes: Blood creatine

phosphokinase: (2021/07/16) ; Blood creatine phosphokinase (
248): 77 1U/1; Blood pressure measurement: 123/83 mmHg;
123/83 mmHg; : ; Blood test:
11.6g/dL , , hotes:
770/L( 248U/L): C- 3.4mg/dL,
108 pg/mL; CRP KL-6
notes: 1 ; Body temperature: 36.7 ;
37.6 36.7 ;Brain natriuretic peptide:
108 pg/mL; 108 pg/mL; Cardiothoracic ratio: 57 %;
61 %; 61 %; Chest X-ray: ,
(CTR) 57% 6 1 ;

notes: CTR 61 % ; CTR 61 %; (2021/07/16)

Computerised tomogram thorax: (2021/07/16) , hotes:
; C 0.14 ;
, hotes: ; (2021/07/16) 3.36 mg/dl, notes: ;
2022/09/09 0.19 mg/dl; C ; 3.4 mg/dl;
Echocardiogram: E , hotes: 65 cm/ , A 91/
, E 152 n/ ; ;12 cm/ E , 5.4 cn/ E
25 mm ; M
, hotes: ;
E , hotes: ;
E , hotes:
; , notes:
, hotes: 1 ;
;. 2021/07/16 , hotes:
; LV ,hotes:
8cm Lv
36mm 22 mm 62%
; , hotes: 1
; , hotes: ;
, hotes: 8 mm
; : 62%; : R ,
notes: ; QRS ; R
; notes: ; 2021/07/16 V2-4 R , hotes:
; Fibrin D dimer 1.0
2022/09/09 1.0 ug/ml; Haemoglobin: 11.6 g/dl; Heart rate:
123, notes: [/ ; 123, notes: / ; Heart sounds:
, hotes: ; Imaging procedure:
; ; KL-6: 568
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1U/ml, notes: 1 ; 1

, hotes: ; Physical examination : 123/83 mm Hg, notes:
123 /7 ; ; Thyroid function test:
; Weight:
2021/7
BNT162b2
2022/06/06 2022/06/09 1CU
BNT162b2
-BioNTechCOVID-19 - Data Capture Aid
CK-MB T I ESR
D- /
MR
2021/07/16 ;
2021/07/15 / /
/
EKG

305




/
CK-MB
2022/09/09 CRP
0.14mg/dl
2022/09/09 D-
2022/06/17
2021/07/16
2022/07/05

/ER

I ESR

0.19mg/dl

1._0ug/ml

37.6
2021/07/16

1._0ug/ml

V2-4

R

306




CK CT ;

CRP X 2021/07/16

2022/08/10

Constrictive pericarditis following mRNA COVID-19 vaccination in a patient
with systemic sclerosis Journal of Cardiology Cases 2022 1 26(2)

: 97-100 DOI: 10.1016/j.jccase.2022.03.014

FU#3
2022/09/26
; /CRP
; D-
2022/10/03 CovID

307




19
2022; Vol:70th, pgs:371

COVID-19

59
CovID-19

36.7

fine crackle

BNP 108pg/mL

12

6mg/

123/83mm Hg

CRP

70

123/

20mg/

Pfizer Japan Inc

KL-6

CTR61%
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CovID
59

309




19224

C4591006

2021702719 14:04 26 BNT162b2 0.3
ml EP2163 2021/05/31 2021/03/15
14:40 0.3 ml EP2163 2021/05/31

26 covid-19

COVID-19

2022/02/02 2022/02/08 COVID-19

COVID-19
SARS-CoV-2 2022/02/02

covid-19

2022/02/02
PCR

covid-19

3

310




2022/02/08

QC

PR ID

PR ID 5741000

EP2163

NTM

311




COVID-19

2022/06/08

BNT162b2

€4591006

CAPA

312




19271

61

2021/02/22

2021/03/15 2

2021/12/10 3
2022/04/30

2022/02/10

SARS-CoV-2 test

2022/02/10

€4591006

COVID-19 BNT162b2
0.3ml EP2163
0.3ml EP2163
0.3ml
2022/02/20 COVID-19
2022/02/10
2 COVID-19
PCR

61

2021/05/31

2021/05/31

FK6302

COVID-19

313




COVID-19

CAPA

2022/09/23

NTM

2022/06/07

2022/08/02

C4591006

BNT162b2

FK6302

NTM

BNT162B2 EP2163

EP2163

CAPA

€4591006

314




(2022/08/10)

2022/09/23

#EP2163

FK6302

315




19279

C4591006

23

2021/02/22

2021/03/15

2021/12/14

2022/02/10

SARS-CoV-2

2022/02/10

SARS-CoV2

COVID-19

0.3m

0.3ml

0.3ml
23

2022/02/17

2022/02/10

BTN162b2

EP2163

EP2163

FK6302

CovID-19
COVID-19

CovID-19

2021/05/31

2021/05/31

2022/04/30 3

RT-PCR

2

316




SARS-CoV2

SARS-CoV2

ECMO
2022/02/17
SARS-CoV2
COVID-19

COVID-19
BNT162b2 /

FK6302

CovID-19

BNT162b2

BNT162b2

317




PR ID

PR ID 6519308

PFIZER-BIONTECH COVID-19

NTM

CAPA

2022/09/23

NTM

2022/05/17

BNT162B2

FK6302

EP2163

EP2163

C4591006

CAPA

318




PCR

2022/08/02 C4591006

2022/08/10

2022/09/23

EP2163

RT-PCR

319




19292

C4591006

53
2021/02/19 1 0.3ml
2021/03/19 2 0.3ml

2021/05/31 2021/12/10 3

FK6302 2022/04/30

2022/01/30

2022/01/30 37

2022/02/01

2022/08/10

-BIONTECH

2022/02/09

FK6302

BNT162b2
EP2163
EP2163
0.3ml
53

2021/05/31

320




NTM

CAPA

2022/09/23 BNT162B2 EP2163

EP2163

NTM

CAPA

BNT162b2

321




BNT162b2

BNT162b2 /
2022/06/07
2022/08/02
1 3
2022/08/10
2022/09/23
EP2163

€4591006

€4591006

322




19297

30

2022/04/21

2022/04/21 2

2022/05/10

FJ1763

NTM

CovID-19 BNT162b2

FJ5790
FJ1763

191

2022/04/21

2022/09/29

FJ5790

2021/12/31
2022/01/31

COVID-19

AE 2

CAPA

2021/09
2021/10/12

1
2

323




2022/05/10

29Sep2022

FJ1763

FJ5790

324




4591006
49 COVID-19 BNT162b2
2021/02/22 0.3ml EP2163 2021/05/31
2021/03/15 2 0.3ml EP2163
2021/05/31 2021/12/13 3 0.3ml
FK6302 2022/04/30 49
19302 |
2022/03/07 COVID-19
2022/03/14 COVID-19
SARS-COV-2 2022/03/07
2022/03/07 RT- PCR
SARS-COV2
ECMO
/
/ SARS-COV2
COVID-19

325




2022/08/17

NTM

PR

ID

2022/09/27

-BIONTECH

FK6302

bnt162b2

PR 1D6519308

EP2163

CAPA

326




COVID-19

BNT162b2 /

2022/05/17

BNT162b2 /

2022/06/07

BNT162b2 /

2022/08/02):

BNT162b2

C4591006

PCR

C4591006

PCR

€4591006

RT- PCR

COVID-19

327




2022/08/17

2022/09/27

328




19306

C4591006

23 BNT162b2
2021/02/24 1 0.3ml EP2163 2021/05/31
2021/03/17 2 0.3ml EP2163 2021/05/31
2021/12/13 3 0.3ml FK6302

2022/04/30 22

2022/03/06 2022/03/17

2022/03/06

2022/03/07 3 2 23

329




2022/03/17 3 3 4

BNT162b2

PR ID PR 1D6519308

PFIZER-BIONTECH COVID-19

FK6302

NTM

330




PR ID 5741000

-BIONTECH
NTM
CAPA
2022/06/07
4591006
(2022/08/02) -
4591006

CAPA

QC

EP2163

PR ID

331




2022/08/18

2022/09/08

€4591006

3
2022/03/06
2022/03/07 2022/03/06

2022/09/23

2022/03/07

332




19328

52

2021/02/24 1

2021/03/17 2

2021/12/10 3
2022/04/30 52

COVID-19

2022/03/06

€4591006

BNT162b2
0.3ml EP2163 2021/05/31
0.3ml EP2163 2021/05/31
0.3ml FK6302
2022/03/06( 86
2022/03/14

RT-PCR

333




ECMO

COVID-19
SARS-CoV-2
COVID-19
2022/03/14 94
3
1 2 51
/
PR ID PR 1D6519308

PFIZER-BIONTECH COVID-19

FK6302

334




NTM

CAPA
2022/09/23 BNT162B2
EP2163
NTM
CAPA

(2022/05/17

C4591006

EP2163

335




2022/08/02

2022/08/18

2022/09/23

PCR

RT-PCR

Lot#EP2163

C4591006

336




19334

40 covid-19 BNT162b2 2021/10/10 1

FJ1763 2022/04/30 2021/10/31
FK0108 2022/04/30
2022/04/01
2022/04/01
2022/05/10 3
2022/04/01
2022/05/12 BNT162B2
FK0108
NTM
CAPA
2022/09/27 BNT162B2

PFIZER-BIONTECH COVID-19

337




FJ1763

NTM
CAPA

JDSU
LOE

2022/05/12

FK0108

2022/09/27
FJ1763

338




19340

2022/04/28 17 COVID-19

FT8584
2010 2014
CovID 4
2
2021/08/25 1
FF9942 2021/11/30 COVID-19
2021/09/15 2
FD0349 2022/01/31 COVID-19
2022/04/29
2022/04/29

2022/04/30 14:00

2022/04/30 14:00

BNT162b2
2022/11/30 17

39.0

2022

339




2022/05/01

2022/04/28 3

2022/04/29 39.0

2022/04/30

2022/05/01

2022/04/30 14:00

2022/05/01 2022/05/05

BNT162b2

2022/05/01 CK
MB 55

ST

TROP T
12

2022/05/05

599

ECG 12

CK-MB

340




2022/04/28

2022/04/29

2022/04/30 14:00

2022/05/01

12

CK

2022/04/30

2022/05/01
55U/L CRP

2022/05/02 MRI

2022/05/01

2022/05/01

38

COVID-19
39
avL avF V3-6 ST
CK
3.13mg/dL D-
ST

2010

2022/05/05

599U/L CK-MB
1.1ug/mL

63%

341




2022/04/

2022
avVF V3-6

2022/05/

2022/09/01

2022/05/24

BNT162b2

2022/05/01 5991U/1
MB 2022/05/01 551071

29 39.0 C- 2022/05/01 3.13mg/dl
2022/05/01 2022/05/01 63%
/05/01 ST ST T I avL
ST D 2022/05/01 1.1ug/ml
2022/05/02 / T
01 2022/05/01
CK-MB Tu/L 12
CRP
0.05mg/dL 0.0 0.14 ESR
D- /
ST
/
2022/05/11

342




2022/05/18

2022/09/01

343




19358

2021/08 51

COVID-19

/2

2021/06
(PEA + 10L)

2021

2021/06

2021/06

/NA

2022 vol 126(S) pgs 292 COVID-19
2 ;  COvVID-19
2 2022; Vol:64(8) pgs:787-793
COVID-19 BNT162b2 1
/
2021706 2021 6 ;
VH 2021/06
/ MA 2021/06
/PEA + 10L/ (PEA + 10L)
2021 6 ; /PEA + 10L/
2021/06 2021 6 ;
/PPV/ 2021706
6 ; 2021706
/
; SF6 2021706
2021706
2021 6 ;
2021 6 ;
2021 3
; 2021 3
/ / VH
MA ;
/ VH /

344




MA / WH / /NA
1 (2021/10) ,
(2021 10 ) ( 4);
( )
, ( PEA + IOL + PPV )
(  3B); (2021/06)
VH
( 3A); (2021/08) VH : ( 30);
(2021/10) ,
(2021 10 ) ( 4);
(2021/06) 16 mmHg; (2021/06) 23 mmHg; 1 (2021/06) VH,
2 ( 3M); : (2021/06)
: 1 (2021/06) 0.04, : (1.6 X S -9.00 D C -0.75D, Ax
120 ); (2021/06) 0.01, - (0.07 x S - 9.00D)
COVID-19
1
COVID-19 3
COVID-19

345




BNT162b2

2022/09/05

Vol:64(8) pgs:787-793

VT:

VT VT

COVID-19
2 2022;

COVID-19
VT:

346




19359

2021/02/22 14:00 30 covid-19

0.3ml

2021/03/17 14:00 covid-19

EP2163

2022/03/21

2022/03/24
37.4

2022/03/27

2022/03/27

2022/03/31

2022/04/04

COVID-19

2020/05/731 29

PCR
2022/04/04 36.6
ECMO
SARS-CoV2 12

EP2163
2

37.0

C4591006

1 BNT162b2
2021 5
0.3ml
SARS-CoV2
COVID-19

31

347




covid-19 BNT162b2

PR ID 5741000
-BIONTECH

NTM

2022/05/31  2022/06/02

QC

1/

PR

ID

EP2163

€4591006

348




19364

€4591006

2021/02/22 54

BNT162b2

2021/05/31

2021/03/15 2 0.3ml

2021/12/14 3
2022/04/30 54

2022/03/16

2022/03/16

2022/03/11

0.3ml

EP2163

0.3ml

; 2022/03/16

EP2163

2021/05/31

FK6302

(2022/03/25)

(2022/03/25)

349




2022/03/16 ;  2022/03/16 ; 2022/03/16

covid-19

2022/03/15

2022/03/16

2022/03/25

BNT162b2

2022/03/16
2022/03/16 ICU ECMO(

2022/03/16
2022/03/16 2022/03/25

-CoV-2

350




BNT162b2

EP2163

2022/05/12 BNT162b2
EP2163
NTM
CAPA
FK6302
/
PR ID PR 1D6519308
PFIZER-BIONTECH COVID-19
FK6302

351




NTM

2022/04/28

2022/04/28

C4591006

PCR/LAMP 2022/03/16

2022/05/12

2022/06/07

C4591006

2022/08/02

C4591006
3
1 2 3

CAPA

2022/03/11
1

2022/03/16

352




2022/08/10

2022/08/25

2022/09/08

FK6302

€4591006

€4591006

353




19370

COVID-19

2022 126(S) 292
CovID 19
2022 64(8)  787-793
2021/08 68 COVID-19
/
2
/
/
/VH
/ PEA I0L
2020/10
/
2020/10
2020/09

BNT162B2

2020/10

PPV

2020/10

2020/09

354




VH

/1

MA
2
VH
1 COVID-19
2
2 VH
/1
MA
2021
2021
2021/08
2021/10
2020/08 11mmHg
2020/08
2020/08
1 2021/08

1 2
2
VH
MA
1 COVID-19
2020/08

2020/08 10mmHg

Emery-Little
2020708 1.0

2020/08 0.8 1.6 xS+ 1.25D () C-0.25D A x 80

355




1 COVID-19 2
2
CovID-19
BNT162b2
2022/09/05
coviD 19
2022 64(8) 787-793

356




LLT

LLT

MA

LLT

BNT162b2

357




19371

2022/05/02

36

2021/02/22 14:00

2021/05/31

2021/03/15 14:00
2021/05/31

€4591006
BNT162b2
35
0.3ml EP2163
0.3ml EP2163

358




2022/03/02

COVID-19

2022/03/01

2022/03/02

2022/03/02 2022/03/11

2022/03/11

2022/03/02

COVID-19

2022/03/11

36

36

2021/05/25

COVID-19

2022/03/02 2022/03/11

2022/03/02

ECMO

359




SARS-CoV2 SARS-CoV2 10
10 PCR
SARS-CoV2
COVID-19

2022/05/12 BNT162b2 EP2163

/
6

PR ID

PR ID 5741000

PFIZER -BIONTECH COVID-19

NTM

EP2163

CAPA

BNT162b2

360




2022/05/12

Invalid

2022/06/24

C4591006

14:00

2022/09/09

C4591006

2022/03/12 2022/03/11

361




19474

52 covid-19 BNT162b2

EY0573 2021/09/30
FF2782 2021/11/30
COVID-19 2022/02/09
2022/02/09
2022/02/09 38
2022/02/11

2021/09/05

2021/09/05

10

2021/08/07
2021/09/05

2

1

362




2022/02/09 38

2022/02/10 PCR

2022/02/11

2022/02/19

1 2021/08/07 EY0573
FF2782

PR ID 6348017

-BIONTECH COVID-19

CAPA

PFIZER-BIONTECHCOVID-19

EY0573
FC7387

1
2022/02/15
2 2021/09/05
/
PR ID
FF2782
NTM
EY0573
FC4186

363




2022/05/18

2022/09/29

EY0573

364




19518

2022/04/20 18:30 26 COVID-19

0.3ml
26

COVID-19

FN2723

2021/08/20 COVID-19

2022/04/22

2022/04/22) CK

2022/04/22 37.5

C 0.14

2022/04/25

2022/04/22 VI-VIII

X 2022/04/22

2022/04/22

(3900-9800) 2022/04/22 9100

2022/04/22 4.86

ST

BNT162b2
2022/07/31

COVID-19
2021/09/10 COVID-19

2022/04/25

2022/04/25 1

2022/04/25

2

365




2022/05/17 19:00
2022/05/19

Comirnaty

2022/04/22 2 37.5
9100 CRP 4.86
VI-VI ST

2022/04/25 5
CRP 1

2022/06/09

2022/04/22 bnt162b2

2022/04/25

2022/06/09

366




2022/04/21

2022/04/21

2022/04/21

CK

CK-MB

MRI

CRP ESR(1

CcT

)

BNT162b2

D-

367




BNT162b2

XX

CRP

BNT162b2

BNT162b2

/

2022/05/19

BNT162B2

2022/06/09

2022/06/15

CK X

2022/04/20 00:00

2
2022/04/22 CRP  4.86 4.88
2022/04/20 18:30 Lot #
/ / 2022/04/22

368




2022/04/25

CK

4.86

2022/04/21 2022/04/28

2022/09/12

2022/09/15

WBC / ;

26

CRP

4.88

369




19520

2021/05/23

2021/06/13

2022/02/06
2022/04/30

84

84

Ew4811

2017/04

1998

covid-19

BNT162b2
2021/07/31
FA2453 2021/08/31
FJ5929
20 30

370




2022/05/17
Covid
37.1 ;
2022/02/26 37.8 ;
2022/03/21 37.3-37.7

2015/06/03

COVID-19

Covid

2015/06/03

2022/02/26

371




92%;

99% ;

SARS-CoV-2

2022/02/26 ;

2022/03/22 NEAR ;

2022/03/22

covid-19

2022/02/06 3

2022/02/25

2022/02/26 37.8

PCR

2022/03/22 2022/03/21 37.3 37.7
PCR

2022/05/17 CoVID

84

20 30

58 5

372




2015/06/03 2022/03/22
SASP
2022/02/25 COVID-19
2022/02/26 37.8
2022/03/21
2022/03/24
2022/03/21 COVID-19
CoVID 4
2022/02/26 CovID
2022/03/22 CovID
SARS-CoV-2
2
ECMO
COVID-19
Sp02  92%
37.1
4 10
2022/02/26 PCR SARS-CoV-2

PCR

PCR

LAHP

4mg
LAMP
SARS-CoV2

99%

373




2022/03/22 NEAR

2022/03/22

20 30 SARS-CoV2

COVID-19
TOF 5mg
-BIONTECH
FJ5929

NTM

CcovID

500mg

EW4811 FA2453

CAPA

374




CovID 19

2022/06/27

2022/07/06

TOF

CovID19

COVID 19 PCR LAMP

CovID 19

26

375




2022/07/15

SARS-CoV-2

376




2022/07/22

FJ5929

2019/04 2017/04

2019/04

2022/09/14

EW4811 FA2453

2017/04

377




19559

A case of an elderly female who developed subacute pleuropericarditis
following BNT162b2 mRNA COVID-19 vaccination Journal of Cardiology Cases,
2022; :26 (3), :225-228, DOI:10.1016/j-jccase-2022.04.020

88 CovID-19 BNT162b2(BNT162B2 /
2 )
( )
COVID-19 Bnt162b2
3
COVID-19

Adenosine deaminase:21 1U/1, notes: Units: U/L, Pericardial effusion; 7 1U/I,
notes: Units: U/L, Right pleural effusion; 13 1U/1, notes: Units: U/L, Left
pleural effusion; Unknown results, notes: Units: U/L, Serum; Antinuclear
antibody: normal; Bacterial test: Negative, notes: Pericardial effusion;
Negative, notes: Right pleural effusion; Negative, notes: Left pleural
effusion; Unknown results, notes: serum; Blood creatine phosphokinase: 136
1U/1, notes: Units: U/L; Blood creatine phosphokinase MB: 7 1U/I, notes:
Units: U/L; Blood electrolytes: normal; Blood glucose: 117 mg/dl, notes:
Serum; 108 mg/dl, notes: Pericardial effusion; 118 mg/dl, notes: Right pleural
effusion; 148 mg/dl, notes: Left pleural effusion; Blood lactate
dehydrogenase: 241 1U/1, notes: Units: U/L, Serum; 432 1U/I, notes: Units:
U/L, Pericardial effusion; 117 1U/1, notes: Units: U/L, Right pleural
effusion; 163 1U/1, notes: Units: U/L, Left pleural effusion; Blood pressure
measurement: 110/60 mmHg; Body temperature: 36.3 Centigrade; Brain natriuretic

peptide: 113.5 pg/mL; Carbohydrate antigen 19-9: 14.4 ug/ml, notes:

378




Pericardial effusion; 1.6 ug/ml, notes: Right pleural effusion; 2.2 ug/ml,
notes: Left pleural effusion; Unknown results, notes: serum; Carcinoembryonic
antigen: 0.9 ng/ml, notes: Pericardial effusion; 0.5 ng/ml, notes: Right
pleural effusion; 0.6 ng/ml, notes: Left pleural effusion; Unknown results,

notes: serum; X 76

C-reactive protein: 3.27 mg/dl; C-

reactive protein: decreased

60
QRS 2 3 aVF
V3 6 PR aVR PR Heart
rate: 82, notes: Units: beats/minute Inflammatory marker

test: elevation; Appearance: Unknown results, notes: Serum; Bloody, notes:
Pericardial effusion; Cloudy, straw, notes: Right pleural effusion; Cloudy,
straw, notes: Left pleural effusion; Unknown results, notes: Serum; Exudative,
notes: Pericardial effusion; Exudative, notes: Right pleural effusion;
Exudative, notes: Left pleural effusion; Mycobacterium test: Negative, notes:
Pericardial effusion; Negative, notes: Right pleural effusion; Negative,
notes: Left pleural effusion; Unknown results, notes: serum; Oxygen
saturation: 89 %, notes: room air; Pericardial drainage: cardiac output,
notes: recovered from 2.91 L/min to 3.73 L/min by removal of 400 ml of
pericardial effusion; Physical examination: jugular venous distension, notes:
bilateral leg edema; Protein total: 6.4 g/dl, notes: Serum; 5 g/dl, notes:
Pericardial effusion; 3.5 g/dl, notes: Right pleural effusion; 4 g/dl, notes:
Left pleural effusion; Respiratory rate: 20, notes: Units: breaths/minute;
Rheumatoid factor: less than 15; less than 15; less than 15; less than 15;
Thyroid function test: normal; Troponin T: 0.009 ng/ml; White blood cell

count: normal.

2022/05/25
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A case of an elderly female who developed subacute pleuropericarditis
following BNT162b2 mRNA COVID-19 vaccination, Journal Cardiology Cases, 2022,
DOI: 10.1016/j .jccase.2022.04.020

RMH

2022/06/16

A case of an elderly female who developed subacute pleuropericarditis
following BNT162b2 mRNA COVID-19 vaccination Journal Cardiology Cases,
2022; DO1:10.1016/j . jccase.2022.04.020
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2022/09/16 A
case of an elderly female who developed subacute pleuropericarditis following
BNT162b2 mRNA COVID-19 vaccination Journal of Cardiology Cases, 2022; 126
(3), :225-228, DOI:10.1016/j . jccase.2022.04.020
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19567

2021/03/14 33

BNT162b2 EP2163
0.3ml 2 33
2020/12 ;
2020/05
1 EP2163
0.3ml 2021/02/21 33
2021/09/13
2021/09/13

€4591006

2021/05/31

2021/05/31

2021/11/20

382




Biopsy kidney 2021/09/14
2021/09/20 ;

medical test 2020/05 ;

SARS-CoV-2 test (2021)

1

2

2 28 2 6
SARS-CoV-2

2 6 2 12

2021/10/25

2021/09/13 2021/09/20

2021/11/08 2021/11/20

2021/09/13

2021/09/12

383




2022/06/27

2020/05
2020/06
2020/12
2021/09/13 5
2021/09/14 6
2021/09/20 6
2021/11/08 7

2021/11/08 2021/11/10
2021/11/15 2021/11/17

2021/11/20 8

30

25

27

384




1gA

19

2021/11/08 2021/11/20

2022/06/27

2022/07/12

2022/09/08

13

2021/11/15

2021/09/13

C4591006

2021/09/13

€4591006

C4591006

COoVID-

2021/09/20

FU#1

385
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19577

v2210000920

2022/05/14
BNT162b2
2022/10/31 17

2021/09/19
FF2018

2021/10/10

FF3620

20

1
TroPl 1.839

CK

17 6

COVID-19
2022/03/31

COVID-19
2022/02/28

22/05/15

2022/05/15

2022/05/17

518 max

2022/05/17

PMDA

COVID-19
FM7534
3
BNT162B2
1
BNT162B2
2
2022/05/17

387




2022/05/17

ST 2022/05/17
ST ;
2022/05/17
2022/05/17 02:00
ST
5
2022/05/17
/
2022/05/17 211;
2022/05/17 518 max ;
MB
2022/05/17 20;
2022/05/17 29 max ;
2022/05/17 ;
2022/05/17
2022/05/17 T Il avF
ST T ;
2022/05/18 ;

1 2022/05/17 1.839
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2022/05/17 02:00 3

3
2022/05/14
2022/05/15
NSAID 2022/05/17 2:00
Il avF ST
CK
TroPl

CK CK-MB  max

2022/05/18

2022/05/17

2022/05/17
V1-6T

CK-MB

BNT162b2

2022/05/17

389




/ 2022/05/17

2022/05/15
T
2022/05/17 I 1.839 ng/nmL
CK 211 U/L
CK-MB 32 U/L
CRP 5.4 mg/dL
D-
2022/05/18 ESR 1 27mm
2022/05/18 MRI
2022/05/17
72.2%
05/19 06/01
2022/05/17 ST
/
2022/06/01
EKG
/ER

VCG
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2022/06/01 CK-MB 131U/L
2022/06/01 I 0.008ng/mL
0.018ng/mL
2022/06/01 CRP
0-0.1mg/dL
T ESR D-

2022/05/15 2022/05/16
2022/05/16

0.03mg/dL

0-251U/L

2022/05/16
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2022/05/31

2022/06/07

2022/09/05

2022/09/26

I CRP

Activities possible

2022/06/01

CK-MB

Fol low-up
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19581

C4591006

26 covid-19 BNT162b2
2021/02/722 1 EP2163
2021/03/15 2 EP2163
2021/05/31 2021/12/02 3
FJ5929 2022/04/30 26

26

COVID-19
2022/02/08 COVID-19

COVID-19

SARS-CoV-2 2022/01/28

COVID-19

2021/05/31

2021/11/01

2022/01/26
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2022/01/26 3 1
2022/01/27 3 1
2022/01/28 3 1
2022/02/08 3 2
1 2
2 28
BNT162b2
SARS-CoV-2 COVID-19
2 6 2
ICU
COVID-19 2022/01/26

24

25

26

PCR

CovID-19

12

ECMO

BNT162b2
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PFIZER-BIONTECH COVID-19

FJ5929
NTM
2022/09/30
6
PR ID
COVID-19
EP2163
covid-19 BNT162b2

CAPA

PR ID 5741000 PFIZER-BIONTECH

CAPA

NTM
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2022/06/16

2022/06/23

2022/01/26

2022/09/30

€4591006

€4591006

396




4591006
2021/02/24 39 COVID-19 BNT162b2
1 EP2163 2021/05/31
2021/03/17 2 EP2163 2021/05/31
2021/12/13 3 / 39
19585 |
COVID-19 2022/03/11
COVID-19 2022/03/12
COVID-19
SARS-COV-2 2022/03/12
2022/03/11 COVID-19
2022/03/12
PCR

397




COovID-19

COVID-19

CovID-19

2022/09/06 BNT162b2

PR ID 5741000

-BIONTECH COVID-19

NTM

CAPA

2022/06/10

EP2163

C4591006

PR ID

LOE

398




2022/06/27

2022/09/06

BLA

EUA

C4591006

399




19596

€4591006

2021/02/22 24
EP2163
24

2021/03/15 COVID-19
EP2163 2021/05/31

2021/12/17 COVID-19

2022/03/15
SARS-CoV-2 2022/03/15
2022/03/15 PCR

P1

COVID-19
2021/05/31

BNT162b2

BNT162b2
24 3

COVID-19
COVID-19

COVID-19

BNT162b2

24

400




2022/09/06

PR ID

PFIZER-B

NTM

BNT162b2

IONTECH COVID-19VACCINE
COVID-19 BNT162b2
/
2022/06/10

PR ID 5741000

EP2163

€4591006

CAPA

401




2022/06/27 €4591006

BLA  EUA

BNT162b2 /

2022/09/06

EP2163

402




19613

C4591006

33 BNT162b2
2021/02/18 0.3 ml EP2163
2021/05/31 2021/03/11 2 0.3 ml
2021/05/31 2021/12/09 3
FF2018 2022/03/31 33

2021/10/26 33

2022/02/21 2022/02/25

2021/08/27 2022/02/15 2022/02/16

2022/02/21

ECMO

ICU

EP2163
0.3 ml

403




COVID-19

2022/05/25 BNT162B2

PFIZER-BIONTECH COVID-19

EP2163
NTM
CAPA
2022/06/29 BNT162B2
/
PR ID PR 1D6601781 PFIZER-BIONTECH
COVID-19

FF2018

NTM
CAPA

covid-19 BNT162b2

404




BNT162b2 /

2021/06/21 C4591006
3
2 FAX
2022/06/29
(2022/07/12) C4591006
2022/10/03 €4591006
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19634

ID (169431)

16 COVID-19 BNT162b2
FJ1763 2022/04/30 2021/11/06 2
FK8562 2022/04/30
COVID-19 2022/04/26 16
2022/04/26
SARS-CoV-2 2022/04/26
3 CovID-19
FK8562

PFIZER-BIONTECH COVID-19

FK8562

NTM

2021/10/16 1

4/26
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CAPA

FJ1763

PFIZER-BIONTECH COVID-19

NTM

CAPA

2022/05/28

2022/09/30

FJ1763

FJ1763

407




v2210000980 PMDA

2022/01/24 14:19 81 BNT162b2
3 FK7441 2022/04/30

; 350ml+ 180cc+ 1 /day

; 2021/05/17 1
19660

2021 2

; 2022/02/14 /

; 2022/02/14 ;

; 2022/02/14 -

2022/02/18

2022/02/18
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2022/02/18

4.3 /ml

46.2 FDP-D 386.2

2022/02/18

2022/02/18

2022/02/21

2022/02/21

2022/02/22

2022/02/22

2022/02/22

2022/02/22

2022/02/22

2022/02/22
/

2022/02/22

2022/02/22

2022/02/22

2022/03/02

VT

PT/INR 1.59
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2022/03/02

2022/03/02

2022/03/02

2022

2022/02/18

VT / 4.3 /ml
PT/INR 1.59 46.2 FDP-D 386.2

Activated partial thromboplastin time APTT (24.0-34.0): (2022/02/18) 29.6
seconds, : At 10:40:00; (2022/02/19) 33.5 seconds, : At 10:37:50;
(2022/02/20) 41.7 seconds, : At 08:14:33. High; (2022/02/21) 38.8 seconds,
: At 08:46:45. High; (2022/02/22) 43.3 seconds, > high; (2022/06/06)

33.0 seconds, : At 10:58; Activated partial thromboplastin time:
(2022/06/06) 27.9, : At 10:58; (2022/02/18) 27.1 seconds, T At
10:40:00; (2022/02/19) 27.1 seconds, : At 10:37:50; (2022/02/20) 27.1
seconds, : At 08:14:33; (2022/02/21) 38.8 seconds, : At 08:46:45.
High; (2022/02/22) 28.2 seconds; Adjusted calcium: (2022/02/18) 9.4 mg/dl,

: At 10:40:00; Alanine aminotransferase (5-35): (2022/02/18) 17 1U/1,

At 10:40:00. 1 5-32; (2022/02/19) 20 1U/1, : At 10:37:50.

1 5-32; (2022/02/20) 18 1U/1, : At 08:14:33. High : 5-32;
(2022/02/21) 40 1U/1, : At 08:46:45. High 1 5-32; (2022/02/22) 73
/1, : High ; (2022/06/06) 9 1U/1, : At 10:58; (2022/06/20)
12 1u/1, : At 08:06; (2022/06/27) 11 1U/1, : At 08:50; (2022/07/01) 13
/1, : At 08:02; (2022/07/05) 10 1U/1, : At 08:29; (2022/07/21) 11
/1, : At 07:53:14. : 10-42; Albumin globulin ratio (1.3-2.0):
(2022/02/18) 1.5, : At 10:40:00. : 1.3-2.0; (2022/02/19) 1.4,
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At 10:37:50. : 1.3-2.0; (2022/02/20) 1.3, : At 08:14:33.
1.3-2.0; (2022/02/21) 1.2, : At 08:46:45. Low : 1.3-2.0;
(2022/02/22) 1.07, : Low; (2022/06/06) 1.3, : At 10:58. Low;
(2022/06/20) 1.3, : At 08:06. Low; (2022/07/21) 1.4, : At 07:53:14.
Low; Amylase (37-125): (2022/02/18) 78 1U/I, : At 10:40:00. u/L;
(2022/02/22) 50 1U/1; Antineutrophil cytoplasmic antibody ( 3.5):
(2022/02/21) 1.0 EU, : At 08:46:45; (2022/02/21) 1.0 EU;
Antinuclear antibody ( 40): (2022/02/21) 40 times, : At
08:46:45; Antithrombin 111 (80-120): (2022/02/21) 70 %, : At 08:46:45.
Low; (2022/02/22) 66.3 %, > Low; Aspartate aminotransferase (12-33):
(2022/02/18) 24 1U/1, : At 10:40:00 112-33; (2022/702/19) 29 1U/1,
: At 10:37:50. :12-33; (2022/02/20) 32 1U/1, : At 08:14:33.
High :12-33; (2022/02/21) 128 1U/1, : At 08:46:45.Hig 112-
33; (2022/02/22) 193 1U/1, : High ; (2022/06/06) 17 1U/1, T At
10:58; (2022/06/20) 18 1U/1, : At 08:06; (2022/06/27) 16 1U/1, I At
08:50; (2022/07/01) 18 1U/1, : At 08:02; (2022/07/05) 18 1U/1, I At
08:29; (2022/07/21) 18 1U/1, : At 07:53:14. :13-30; AST/ALT ratio:
(2022/02/18) 1.4, : At 10:40:00; (2022/02/19) 1.5, : At 10:37:50;
(2022/02/20) 1.8, : At 08:14:33; (2022/02/21) 3.2, : At 08:46:45;
(2022/02/22) 2.6, : ; Bilirubin conjugated: (2022/02/22) 0.3;
Bilirubin conjugated ( 0.2): (2022/02/18) 0.1 mg/dl, : At
10:40:00; (2022/02/21) 0.2 mg/dl, : At 08:46:45; Blood albumin (3.5-5.3):
(2022/02/18) 4.1 g/dl, : At 10:40:00 : 3.5-5.3; (2022/02/19) 3.7
g/dl, : At 10:37:50. : 3.5-5.3; (2022/02/20) 3.4 g/dl, 1 At
08:14:33. : 3.5-5.3; (2022/02/21) 3.1 g/dl, : At 08:46:45. Low.
1 3.5-5.3; (2022/02/22) 2.9 g/dl, : low; (2022/06/06) 3.8 g/dl,
1 At 10:58 Low; (2022/06/20) 3.6 g/dl, : At 08:06 Low; (2022/06/27)
3.63.3 g/dl, : At 08:50 Low; (2022/07/21) 3.7 g/dl, : At 07:53:14. Low
: 4.1-5.1; Blood alkaline phosphatase (38-113): (2022/02/18) 42 1U/1,
: At 10:40:00; (2022/02/19) 39 1U/1, : At 10:37:50; (2022/02/20) 38
/1, : At 08:14:33; (2022/02/21) 42 1U/1, : At 08:46:45. u/L;
(2022/02/22) 67 1U/1; (2022/06/06) 46 1U/1, o At 10:58 u/L;
(2022/06/27) 42 1U/1, : At 08:50 U/L; Blood bilirubin: (2022/02/22)
1.2; Blood bilirubin (0.4-1.5): (2022/02/18) 1.0 mg/dl, : At 10:40:00;
(2022/02/19) 1.2 mg/dl, : At 10:37:50; (2022/02/20) 1.5 mg/dl, T At
08:14:33; (2022/02/21) 1.2 mg/dl, 1 At 08:46:45; (2022/06/06) 0.39 mg/dl,
: At 10:58. Low; (2022/06/27) 0.63 mg/dl, : At 08:50; Blood creatine
phosphokinase: (2022/02/22) 8277, > High. ; Blood creatine
phosphokinase (43-272): (2022/02/18) 100 1U/1, : At 10:40:00;
(2022/02/21) 4425 1U/1, : At 08:46:45. High; Blood creatinine (0.40-1.2):
(2022/02/18) 1.05 mg/dl, 1 At 10:40:00; (2022/02/19) 1.05 mg/dl, T At
10:37:50; (2022/02/20) 0.98 mg/dl, 1 At 08:14:33; (2022/02/21) 0.96 mg/dl,
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: At 08:46:45. 1 0.40-1.20; (2022/02/22) 0.98 mg/dl; (2022/06/06) 0.76
mg/dl, : At 10:58; (2022/06/13) 0.86 mg/dl, 1 At 08:04; (2022/06/20)
0.90 mg/dl, : At 08:06; (2022/06/27) 1.02 mg/dl, : At 08:50;
(2022/07/01) 0.99 mg/dl, : At 08:02; (2022/07/05) 0.96 mg/dl, T At
08:29; (2022/07/21) 0.91 mg/dl, o At 07:53:14. : 0.65-1.07; Blood
fibrinogen (180.0-400.0): ( ) 10 mg/dl; (2022/01/18) 46.2 mg/dl,

Abnormal coagulation; (2022/02/18) 46.2 mg/dl, : At 10:40:00. Low;
(2022/02/19) 30.0 , 1 At 10:37:50; (2022/02/20) 53.7 mg/dl, 1 At
08:14:33; (2022/02/21) 308.9 mg/dl, 1 At 08:46:45; (2022/02/22) 95 mg/dl,

: Low; Blood glucose (70-110): (2022/02/18) 129 mg/dl, : At 10:40:00.
high; (2022/02/19) 166 mg/dl, : At 10:37:50. high; (2022/02/20) 103 mg/dl,

: At 08:14:33; (2022/02/21) 124 mg/dl, : At 08:46:45. High;
(2022/02/22) 117 mg/dl, : High; (2022/06/06) 84 mg/dl, : At 10:58;
(2022/06/27) 132 mg/dl, : At 08:50. high; Blood lactate dehydrogenase
(124-222): (2022/02/18) 243 1U/1, 1 At 10:40:00. high; (2022/02/19) 258
/1, : At 10:37:50. high; (2022/02/20) 218 1U/1, : At 08:14:33;
(2022/02/21) 287 1U/1, : At 08:46:45. : U/L High; (2022/02/22) 531
/1, > high. ; (2022/06/06) 156 1U/1, : At 10:58;
(2022/06/20) 178 1U/1, : At 08:06; (2022/06/27) 160 1U/1, : At 08:50;
(2022/07/01) 164 1U/1, : At 08:02; (2022/07/21) 172 1U/1, T At
07:53:14; Blood potassium (3.6-5.0): (2022/02/18) 4.2, : At 10:40:00.

1 3.6-5.0; (2022/02/19) 4.3, : At 10:37:50. : 3.6-5.0;
(2022/02/20) 3.7, : At 08:14:33. : mmol/1 : 3.6-5.0;
(2022/02/21) 3.9, : At 08:46:45. : mmol/1 : 3.6-5.0;
(2022/06/06) 103, : At 10:58; (2022/06/13) 101, : At 08:04;
(2022/06/20) 103, : At 08:06; (2022/06/27) 103, > At 08:50;
(2022/07/01) 103, : At 08:02; (2022/07/21) 4.1, : At 07:53:14.
mmol/1 : 3.6-4.8; Blood pressure measurement: ( ) 140/75 mmHg;

( ) 140/75 mmHg; Blood urea (8.0-20.0): (2022/02/18) 20.8 mg/dl, : At
10:40:00. high; (2022/02/19) 21.0 mg/dl, : At 10:37:50. high; (2022/02/20)
16.4 mg/dl, : At 08:14:33; (2022/02/21) 16.7 mg/dl, : At 08:46:45;
(2022/06/06) 15.1 mg/dl, : At 10:58; (2022/06/13) 15.0 mg/dl, T At
08:04; (2022/06/20) 17.2 mg/dl, : At 08:06; (2022/06/27) 17.6 mg/dl,

At 08:50; (2022/07/01) 18.8 mg/dl, : At 08:02; (2022/07/05) 18.7 mg/dl,

: At 08:29; (2022/07/21) 22.3 mg/dl, : At 07:53:14. high; Blood urea
nitrogen/creatinine ratio ( 10): (2022/02/18) 19.8, : At
10:40:00; (2022/02/19) 20.2, : At 10:37:50; (2022/02/20) 16.7, I At
08:14:33; (2022/02/21) 17.4, : At 08:46:45; Computerised tomogram:
(2022/02/18) /

; (2022/02/20) :,

; (2022/02/21) :,
; (2022/02/22) :, [ 1
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TTS; (2022/02/28) :,

; C-reactive protein ( 0.3): (2022/02/18) 3.42 mg/dl, : At
10:40:00. high; (2022/02/19) 4.23 mg/dl, : At 10:37:50. high; (2022/02/20)
7.42 mg/dl, : At 08:14:33. High; (2022/02/21) 13.24 mg/dl, : At
08:46:45_High; (2022/02/22) 21.64 mg/dl, : high ; (2022/06/06)
0.29 mg/dl, : At 10:58 high; (2022/06/13) 0.09 mg/dl, : At 08:04;
(2022/06/27) 7.82 mg/dl, : At 08:50 high; (2022/07/01) 3.78 mg/dl,

At 08:02 high; (2022/07/05) 0.78 mg/dl, : At 08:02 high; (2022/07/21) 0.02
mg/dl, : At 07:53; Creatinine urine: (2022/07/21) 44.18 mg/dl, : At
07:53:14; DNA antibody ( 6.0): (2022/02/21) 2.0 , : At
08:46:45; EGFR status assay ( 60.0): (2022/02/18) 52.1 ml/min,

: At 10:40:00. Low; (2022/02/19) 52.1 ml/min, : At 10:37:50. low;
(2022/02/20) 56-2 ml/min, : At 08:14:33. : mL/min/1.73 square meters.
Low; (2022/02/21) 57.5 ml/min, : At 08:46:45. : mL/min/1.73 square
meters. Low; (2022/02/22) 56.2 ml/min; (2022/06/06) 74.2 ml/min, : At
10:58. Low; (2022/06/13) 64.8 ml/min, : At 08:04. Low; (2022/06/20) 61.7
ml/min, : At 08:06.Low; (2022/06/27) 53.8 ml/min, o At 08:50.Low;
(2022/07/01) 55.6 ml/min, : At 08:02.Low; (2022/07/05) 58.1 ml/min,

At 08:29_Low; (2022/07/21) 60.9 ml/min, : At 07:53:14; Fibrin D dimer:
(2022/02/18) 356.2 ug/ml; (2022/02/22) 890 ug/ml, : D-dimer 890
mg/dL ; (2022/06/06) 0.3 ug/ml, : 0.3; Fibrin D dimer
( 1.0): (2022/01/18) 386.2 ug/ml, : Abnormal coagulation;
(2022/02/18) 386.2 ug/ml, 1 At 10:40:00. high; (2022/02/19) 357.9 ug/ml,
: At 10:37:50. high; (2022/02/20) 527.2 ug/ml, : At 08:14:33. high;
(2022/02/21) 32.0 ug/ml, : At 08:46:45. High; (2022/02/22) 890/0 ug/ml,

> high; Gamma-glutamyltransferase (11-58): (2022/02/19) 36 1U/1, : At
10:37:50. :11-58; (2022/02/20) 37 1U/1, : At 08:14:33: t11-
58; (2022/02/21) 54 1U/1, : At 08:46:45. :11-58; (2022/02/22) 113
/1, : High ; (2022/06/06) 16 1U/1, : At 10:58;
(2022/06/20) 16 1U/1, : At 08:06; (2022/06/27) 16 1U/1, . At 08:50;
(2022/07/01) 22 1U/1, : At 08:02; (2022/07/05) 20 1U/1, : At 08:29;
(2022/07/21) 16 1U/1, : At 07:53:14. :13-64; Haematocrit (40.0-
55.0): (2022/02/18) 43.1 %, o At 10:40:00 :40.0-55.0; (2022/02/19)
39.8 %, : At 10:37:50. Low :40.0-55.0; (2022/02/20) 41.3 %,

At 08:14:33: :40.0-55.0; (2022/02/21) 38.0 %, : At 08:46:45. Low
:40.0-55.0; (2022/02/22) 34.3 %, : Low; (2022/06/06) 33.9 %,
At 10:58; (2022/06/13) 39.6 %, : At 08:04; (2022/06/20) 36.3 %, T At
08:06; (2022/06/27) 36.8 %, : At 08:50; (2022/07/01) 37.2 %, oAt
08:02; (2022/07/05) 36.5 %, : At 08:29; (2022/07/21) 36.6 %, oAt
07:53:14, Low. :40.7-50.1; Haemoglobin (14.0-18.0): (2022/02/18) 14.9
g/dl, : At 10:40:00 :114.0-18.0; (2022/02/19) 14.2 g/dl, T At
10:37:50. :14.0-18.0; (2022/02/20) 14.2 g/dl, : At 08:14:33:
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:14.0-18.0; (2022/02/21) 13.1 g/dl, : At 08:46:45. Low :14.0-
18.0; (2022/02/22) 11.6 g/dl, 1 Low; (2022/06/06) 11.2 g/dl, T At
10:58; (2022/06/13) 12.7 g/dl, 1 At 08:04; (2022/06/20) 11.8 g/dl,

At 08:06; (2022/06/27) 12.2 g/dl, 1 At 08:50; (2022/07/01) 12.0 g/dl,
1 At 08:02; (2022/07/05) 12.0 g/dl, 1 At 08:29; (2022/07/21) 12.4 g/dl,

: At 07:53:14, Low :13.7-16.8; High density lipoprotein (32.00-
95.00): (2022/02/18) 88.12 mg/dl, 1 At 10:40:00; (2022/02/22) 77 mg/dl;
Low density lipoprotein: (2022/02/18) 144, : At 10:40:00. high; Mean cell
haemoglobin (27.0-32.0): (2022/02/18) 33.7 pg, : At 10:40:00. high

1 27.0-32.0; (2022/02/19) 34.5 pyg, : At 10:37:50. high : 27.0-
32.0; (2022/02/20) 34.0 pg, : At 08:14:33. High 1 27.0-32.0;
(2022/02/21) 33.8 pg, : At 08:46:45. High 1 27.0-32.0;
(2022/02/22) 32.7 pg; (2022/06/06) 31.1 pg, : At 10:58; (2022/06/13) 30.3
R : At 08:04; (2022/06/20) 30.8 pg, : At 08:06; (2022/06/27) 31.9
R : At 08:50; (2022/07/01) 30.2 pg, : At 08:02; (2022/07/05) 30.8
pg, : At 08:29; (2022/07/21) 31.4 pg, : At 07:53:14 . 1 27.5-
33.2; Mean cell haemoglobin concentration (32.0-36.0): (2022/02/18) 34.6 %,

: At 10:40:00. 1 32.0-36.0; (2022/02/19) 35.7 %, : At 10:37:50

1 32.0-36.0; (2022/02/20) 34.4 %, : At 08:14:33: : 32.0-
36.0; (2022/02/21) 34.5 %, : At 08:46:45. : 32.0-36.0;
(2022/02/22) 33.8 %; (2022/06/06) 33.0 %, : At 10:58; (2022/06/13) 32.1 %,

: At 08:04; (2022/06/20) 32.5 %, : At 08:06; (2022/06/27) 34.1 %,

: At 08:50; (2022/07/01) 32.3 %, : At 08:02; (2022/07/05) 32.9 %,

At 08:29; (2022/07/21) 33.9 %, : At 07:53:14 : 31.7-35.3; Monocyte
count (4.0-10.0): (2022/02/18) 4.0 %, 1 At 10:40:00; (2022/02/19) 5.7 %,

: At 10:37:50; (2022/02/20) 6.8 %, : At 08:14:33; (2022/02/21) 9.0 %,

o At 08:46:45. 4.0-10.0; (2022/02/22) 3.5 %, . Low;
(2022/06/06) 6.3 %, : At 10:58; (2022/06/20) 4.4 %, : At 08:06;
(2022/06/27) 7.6 %, : At 08:50; (2022/07/01) 7.0 %, : At 08:02;
(2022/07/05) 5.7 %, : At 08:29; (2022/07/21) 6.4 %, : At 07:53:14

1-10; Neutrophil count (41.0-64.0): (2022/02/19) 88.4 %, : At
10:37:50. high; (2022/02/20) 82.1 %, : At 08:14:33: High; (2022/06/06)
59.2 %, : At 10:58; (2022/06/20) 78.8 %, : At 08:06; (2022/06/27)
68.6 %, : At 08:50; (2022/07/01) 47.9 %, : At 08:02; (2022/07/05)
51.0 %, : At 08:29; (2022/07/21) 56.8 %, : At 07:53:14; Neutrophil
percentage (40.0-58.0): (2022/02/18) 91.0. High, : At 10:40:00;
(2022/02/21) 83.0 %, : At 08:46:45. High; Platelet count (15.8-34.8): (

) , : 8 x 10™M4/uL 4 x 10M4/uL ;
(2022/02/18) 43000 uL, s : ; (2022/02/19) 30000 uL,

: At 10:37:50. Low; (2022/02/20) 36000 uL, : At 08:14:33: Low;
(2022/02/22) 5.2 uL, : 50,000-60,000 60,000

; (2022/06/06) 17.5 uL, : At 10:58; (2022/06/13) 22.7 uL,

414




: At 08:04; (2022/06/20) 17.2 uL, : At 08:06; (2022/06/27) 16.4 uL,

: At 08:50; (2022/07/01) 25.6 uL, : At 08:02; (2022/07/05) 28.1 uL,

: At 08:29; (2022/07/21) 16.3 uL, o At 07:53:14. :15.8-34.8;
Platelet count (150000-400000): (2022/02/21) 80000, : At 08:46:45. Low;
Platelet function test: (2022/01/18) 43000/ml , : 43000/ml

; Protein C (64-146): (2022/02/21) 98 %, : At 08:46:45; Protein
S (64-164): (2022/02/21) 37 %, : At 08:46:45. Low; Protein total (6.7-
8.3): (2022/02/18) 6.8 g/dl, : At 10:40:00 1 6.7-8.3; (2022/02/19)
6.3 g/dl, : At 10:37:50. Low 1 6.7-8.3; (2022/02/20) 6.0 g/dl,

: At 08:14:33: Low : 6.7-8.3; (2022/02/21) 5.7 g/dl, : At
08:46:45_.Low 1 6.7-8.3; (2022/02/22) 5.6 g/dl, 1 Low; (2022/06/06)
6,8 g/dl, : At 10:58; (2022/06/20) 6.3 g/dl, : At 08:06. Low;
(2022/07/21) 6.4 g/dl, : At 07:53:14. Low. : 6.6-8.1; Prothrombin
level: (2022/02/18) 11.2 seconds, : At 10:40:00; (2022/02/19) 11.2
seconds, : At 10:37:50; (2022/02/20) 11.2 seconds, : At 08:14:33;
(2022/02/21) 11.2 seconds, : At 08:46:45; (2022/02/22) 12.1 seconds;
Prothrombin time (9.6-13.1): (2022/02/18) 17.6 seconds, : At 10:40:00,
high; (2022/02/19) 22.5 seconds, : At 10:37:50. high; (2022/02/20) 16.7
seconds, : At 08:14:33: high; (2022/02/21) 11.1 seconds, At
08:46:45; (2022/02/22) 14.4 seconds; (2022/06/06) 81.4 seconds, : At
10:58; (2022/06/13) 76.1 seconds, : At 08:04. Low; Prothrombin time:
(2022/06/06) 11.0, : At 10:58; (2022/06/13) 11.0, : At 08:04;
(2022/06/06) 12.2, : At 10:58; (2022/06/13) 12.6, : At 08:04;
(2022/01/18) 1.59, : Abnormal coagulation; (2022/02/18) 1.59; (2022/02/22)
2.18; (2022/06/06) 1.12, : At 10:58; (2022/06/13) 1.16, : At 08:04.
high; Prothrombin time ratio (70.0-130.0): (2022/02/18) 41.3 %, : At
10:40:00, Low; (2022/02/19) 25.5 %, : At 10:37:50. Low; (2022/02/20)

45.8 %, : At 08:14:33: low; (2022/02/21) 102.2 %, o At 08:46:45;
(2022/02/22) 72.4 %, > Low; Prothrombin time ratio (0.85-1.15):
(2022/02/18) 1.57, : At 10:40:00, high; (2022/02/19) 2.01, T At
10:37:50. high; (2022/02/20) 1.49, : At 08:14:33: high; (2022/02/21) 0.99,

: At 08:46:45; Red blood cell count (4500000-5500000): (2022/02/18)
4420000 uL, : At 10:40:00. Low At 08:46:45.Low :4500000-5500000;
(2022/02/19) 4110000 uL, : At 10:37:50. Low At 08:46:45. Low

:4500000-5500000; (2022/02/20) 4180000 uL, : At 08:14:33: Low At
08:46:45. Low :4500000-5500000; (2022/02/21) 3880000 uL, At
08:46:45_Low :4500000-5500000; (2022/02/22) 3550000 uL, : low
100/HPF 140.6 ; (2022/06/06) 3600000 uL, : At 10:58. low;
(2022/06/13) 4190000 uL, : At 08:04. low; (2022/06/20) 3830000 uL,

At 08:06 low; (2022/06/27) 3820000 uL, : At 08:50 low; (2022/07/01)
3970000 uL, : At 08:02 low; (2022/07/05) 3390000 uL, : At 08:29 low;
(2022/07/21) 3950000 uL, : At 07:53:14. Low. :4360000-5550000; Red
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blood cells urine: (2022/02/18) 1-4, : At 10:40:00; (2022/06/06) 0-1/10,
: At 10:58; (2022/06/20) 50-99/1, : At 08:06; (2022/06/23) 1-4/1,
: At 08:09; (2022/06/27) 10-19/1, : At 08:50; (2022/07/01) 1-4/1,
At 08:02; (2022/07/05) 0-1/1, : At 08:29; (2022/07/21) 1-4/1, T At
07:53:14. (number)/HPF; Specific gravity urine (1.006-1.022):
(2022/06/06) 1.005 , : At 10:58 Low; (2022/06/20) 1.010, I At
08:06; (2022/06/23) 1.015, : At 08:09; (2022/06/27) 1.029, : At 08:50;
(2022/07/01) 1.010, : At 08:02; (2022/07/05) 1.010, : At 08:29;
(2022/07/21) 1.010, : At 07:53:14; Thrombin-antithrombin 111 complex:
(2022/02/22) 298.2, : High ; Urinary occult blood: (2022/02/18)
1+, : At 10:40:00; (2022/06/20) (3+), 1 At 08:06; (2022/06/23) (1+),
: At 08:09; (2022/06/27) (3+), : At 08:50; Urinary sediment present:
(2022/02/18) 0-1, : At 10:40:00; (2022/06/06) 1-4/10, o At 10:58;
(2022/06/20) 1-4/10, : At 08:06; (2022/06/23) 1-4/10, : At 08:09;
(2022/06/27) 1-4/1, : At 08:50; (2022/07/01) 1-4/10, o At 08:02;
(2022/07/05) 1-4/10, : At 08:29; (2022/07/21) 0-1/1, : At 07:53:14.
(number)/HPF; Urine abnormality: (2022/06/20) (1+), : At 08:06;
(2022/06/23) (1+), : At 08:09; (2022/06/27) (1+), : At 08:50;
(2022/07/01) (1+), : At 08:02; (2022/07/05) (1+), 1 At 08:29;
(2022/07/21) (1+), : At 07:53:14; Urobilinogen urine: (2022/02/18) 0.1,
1 At 10:40:00; (2022/06/06) 0.1(+/- : At 10:58; (2022/06/20)
0.1(+/- , : At 10:58; (2022/06/23) 0.1(+/- , : At 08:09;
(2022/06/27) 0.1(+/- : At 08:50; (2022/07/01) 0.1(+/- T At
08:02; (2022/07/05) 0.1(+/- , > At 08:29; White blood cell count (4000-
10000): (2022/02/18) 7100 uL, : At 10:40:00 : 4000-10000;
(2022/02/19) 10600 uL, : At 10:37:50. high : 4000-10000;
(2022/02/20) 9600 uL, : At 08:14:33: : 4000-10000; (2022/02/21)
9700 uL, : At 08:46:45. : 4000-10000; (2022/02/22) 9570 uL,
high 1-4/HPF 4.8 ; (2022/06/06) 2900 uL, : At 10:58 Low;
(2022/06/13) 4000 uL, : At 08:04; (2022/06/20) 7700 uL, . At 08:06;
(2022/06/27) 5400 uL, : At 08:50; (2022/07/01) 3300 uL, o At 08:02
low; (2022/07/05) 4100 uL, : At 08:29; (2022/07/21) 3500 uL, At
07:53:14. : 3300-8600; White blood cells urine: (2022/02/18) 0-1,
: At 10:40:00; (2022/06/06) 1-4/10, : At 10:58; (2022/06/20) 50-99/1,
: At 08:06; (2022/06/23) 100 /1 , : At 08:09; (2022/06/27) 100 /1
, : At 08:50; (2022/07/01) 1-4/1, : At 08:02; (2022/07/05) 1-4/1,
: At 08:29; (2022/07/21) 0-1/1, : At 07:53:14. (number)/HPF;
(2022/06/06) (-), : At 10:58; (2022/06/20) (3+), : At 08:06;
(2022/06/23) (3+), : At 08:09; (2022/06/27) (3+), : At 08:50.
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ADL

ADL
CovID 4
2
2022/02/14
2 18
PT INR -
46.2 FDP-D / -D-
43,000/mL
CT
2 22
2022/01/24 3 COVID-19
TTS

2022/02/15

1.59
386.2

VDT

417




27

CcT

2022/02/18

50,000-60,000 60,000

890mg/dL

TTS

TTS

418




3 9 DOAC

2022/02/14

2022/02/14

2022/02/19

2022/02/20 CT

12

419




2022/02/22

2022/02/22

TTS

2022/02/18
/

2022/02/17

1-1

2022/02/19

2022/02/20

420




1-2

2022/02/25

2022/02/25 2022/02/28

Klebsiella oxytoca

€Y)

mRNA

1-1
1-3
COVID-19
CT
3 DVT
Possible TTS
PF4 PF4 TTS
Probable TTS
2022/02/22

1lg/kg 55g/

421




Fib  10mg/dL

AT-111

2022/02/24

SBT/ABPC

2022/02/27

PICC

2022/02/28 APTT 3

MRI

0.2ug/kg/min

FFP

CT

422




Fib IVIG

2 1g/kg 55g/

2022/03/02

CcT

1.5mg

2022/03/04

SBT/ABPC LVFX
TEIC

2022/03/09

2022/03/10

2022/03/25

30mg

423




TTS
2022/04/12

#3

2022/04/08 38

LVFX

CAZ

Klebesiella oxytoca

2022/04/11 38

2022/04/12

2022/04/12

100

PF4

1.0 2.0mg/L

2022/04/09

CEZ

mRNA

LVFX

CEZ

CovID-19

PF4

424




TTS MRNA

2022/02/22

80 81
1 BNT162b2
BNT162b2

2022/09/14

RMH

2022/04/12

TTS

81

2022/01/18

80

425




FDP-D

PT

INR

2022/01/14

426




19695

v2210001029 PMDA

2022/05/21 12:30 41 CovID-19 BNT162b2
/ 41 3
2021/10/10 COVID-19
2021/10/31 COVID-19 2
2022/05/21
2022/05/23 21:00 /
2022/05/24 2022/05/27
3
2022/05/24
2022/05/24
2022/05/24 264uL 264 uL
MB 25 2022/05/24 211U/1
21U/L (2022/07/20) 4 1U/1; 2022/05/21 36.2

427




c- ( 0.35)  2022/05/24  6.23mg/dl

; (2022/07/20) 0.08 mg/dl

2022/05/24 45

; 2022/05/24 ST T

D 2022/05/24 1.37ug/ml

2022/05/25 T1

T 0-0.1
0.318ng/ml ; (2022/07/20) 0.006 ng/ml

CovID 4

2021/10/10 COVID-19 BNT162b2

2021/10/31 COVID-19 2 BNT162b2

41

2022/05/21 12:30 COVID-19 3

2022/05/21

2022/05/23 21:00

23

24

(2022/07/20)
V2-5 ST

1
2022/05/24

BNT162b2

ST

428




2022/05/24

2022/05/24

) CRP 6

ST

2022/05/24

V2-5 ST

2022/05/24

2022/05/25

BNT162B2

2022/05/24

2022/05/21

.23 mg/dl (

36.2

T 0.318ng/ml (

45%

0-0.1

MRI

)

) CK 264 U/L (

D-

2022/05/24

) CK-MB 21 U/L (

1.37 ug/dl ( )
ST
0.318 ng/ml
T1
2022/05/27

429




2022/05/23

/
/
2022/09/20
EKG
/
/
CK-MB ( ) 2022/07/20 - 4, 1 25 (/L)
2022/07/20  : 0.006, : 0-0.1 (ng/ml) CRP ( )
2022/07/20  : 0.08, 2 0.35  (mg/dl) ESR (
) D-
2022/07/20
/
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BNT162b2

2022/06/06

2022/06/13

JP E2B

431




2022/09/20

432




19719

55

2021/06/30

2022/04/21

COVID-19
SARS CV2

COVID-19
2022/04/21

€4591006

COVID-19 BNT162b2
2021/02/22 EP2163 2021/05/31
2021/03/15 EP9605
3 2021/12/03
54
2022/04/11
COVID-19 ;
2022/04/11 2022/04/21
2022/04/11
10

433




2022/04/11

COVID-19

2022/03/22

2022/04/11

2022/04/12

2022/06/03

38; SARS-CoV-2

cv2

38

2022/04/15

QC

CoV-

SARS-cov2

BNT162b2

(2022/03/22)

BNT162b2

(2022/04/11 )

434




PR ID

PR ID 5824180

-BIONTECH
EP9605
NTM
COVID-19
BNT162b2 /

CAPA

/LOE

2022/04/11

435




2022/06/03

BNT162b2 /

2022/06/20

C4591006

BNT162b2 /

2022/06/28

€4591006

1 2021/02/12

2021/02/22

436




2022/07/09 C4591006

Ccv2

BNT162b2 /

2022/09/02 C4591006

SARS-cov2

2022/06/17

437




19720

€4591006

COVID-19
2021/03/12 2
2021/12/06 3
0SAS ;
DM ;

2022/03/14 - 2022/03/17

2021/02/19  BNT162b2

EP2163 2021/05/31
EP9605 2021/06/30
/
div
24
-CoV-2

438




ICU

2022/03/14

2022/03/17

2022/06/01

QC

52

-CoV-2

SARS-cov2

ECMO

439




PR ID

PR ID 5824180

-BIONTECH
EP9605
NTM
BNT162b2
BNT162b2 /
2022/06/20
€4591006

/LOE

440




BNT162b2

BNT162b2

24

BNT162b2

2022/06/28

2022/09/02

52

€4591006

COVID-19

€4591006

/SARS cov2
2

441




19722

C4591006

38 COVID-19 BNT162b2 1
2021/02/19 EP2163 2021/05/31 0.3ml
2 2021/03/12 EP2163 2021/05/31
0.3ml 3 2022/01/14
FK6302 2022/04/30 0.3ml 38

2021/10/01 38

COVID-19
2022/02/11 2022/02/21 COVID-19
COVID-19
SARS-CoV-2 2022/02/12 2022/02/12 2022/02/10
2022/02/15 2022/02/14
2022/02/14 RT-PCR

442




SARS-CoV2

ECMO
COVID-19
/
/
ARDS
/
/
SARS-CoV2
SARS-CoV2
1
1 2
COVID-19
2022/02/11

2022/02/12 LAMP

COVID-

443




2022/02/14 PCR

2022/02/21
COVID-19 2022/02/14
ICU
CONID-19 BNT162b2
BNT162b2
BNT162B2 2022/05/31
PFIZER-BIONTECH COVID-19
FK6302
NTM
CAPA
2022/09/30 BNT162B2
/
6
PR ID
PR ID 5741000 -BIONTECH COVID-19

444




EP2163

NTM

2022/02/11 2022/02/14

2022/05/26 2022/05/27 2022/05/31

2022/02/14  PCR RT-PCR
2022/02/10  2022/02/15 PCR

2022/08/02 €4591006

2022/02/21

2022/09/30

CAPA

C4591006

2
CovID19

445




19763

€4591006

26 BNT162b2
2021/02/25 1 0.3 ml EP2163
2021/05/31 2021/03/18 0.3 ml
EP2163 2021/05/31 2021/12/24 3
ml FL1839 2022/04/30 26
2008/06
2008/06
2015/08
2021/10/27 26
2022/01/22 2022/02/01
2022/01/22 ; 2022/01/722

0.3

446




COVID-19
ECMO
COVID-19
CovID-19
COVID-19

ICU

447




PR ID

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

2022/05/18 BNT162B2

PFIZER-BIONTECH COVID-19

PR ID 5741000

448




NTM
covid-19
BNT162b2 /
2022/06/06
2022/06/07
PCR LAMP

FL1839

CAPA

BNT162b2

C4591006

C4591006

PCR




COVID-19 COVID-19

2022/06/09

FL1839

2022/06/24 C4591006

2022/06/06
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19766

PMDA v2210001121

2022/05/28 16:00 16

2022/05/29

2022/05/29 21:00

2022/05/29 21:00

2022/05/29 21:00
/

2022/05/30

2022/06/02
ST

37.3 37.5

16

BNT162b2

V2-6

1mm

451




37.3 37.5

CK 2022/06/02

CK-MB 2022/06/02

2022/06/02

1 (2022)37.3 37.5

2022/05/30

CPR 2022/06/02 0.87mg/dl

2022/05/30

2022/05/30

1:(2022/06/02)

2022/05/29 21:00

; 2022/06/02 V2-6

1mm

ST

452




2022/05/30

2022/05/30

2022/06/02

2022/06/02

CovID

2022/06/01

BNT162b2

37.3 37.5

453




2022/06/02

V2-6  1mm
2022/05/29
/
BNT162b2 /
2022/06/17
/
BNT162B2

ST

BNT162b2

454




V2-6

BNT162b2

V2-6  1mm

2022/09/26

ST

( 1mm

ST

455




19779

ID (169431)
69 COVID-19 BNT162b2 2021/05/04
EW4811 2021/07/31  2021/05/25 2
FA4597 2021/08/31  2022/01/13 3
FK0108 2022/04/30
COVID-19 2022/05/06
210/110; 212/128; 130/85;
140/90; 200/110;  2021/05/25 210/110;  2021/05/25 191/110;

2021/05/25 140/115

2022/05/06

2022/05/06 2022/05/16

456




PRID

PRID6447646 PFIZER-BIONTECHCOVID-19

FK0108
NTM
CAPA
2022/09/27 BNT162B2 EW4811
FA4597
EW4811 FA4597

NTM

2022/06/09

CAPA

457




2022/09/27

EW4811

FA4597

458




ID (169431)

30 COVID-19 BNT162b2
2021/10/14 FJ1763 2022/04/30
2021/11/04 2 FK8562 2022/04/30
COVID-19 2022/03/22
19818
2 3

PFIZER-BIONTECHCOVID-19

FK8562

NTM

CAPA

459




2022/09/27 PFIZER-BIONTECHCOVID-19

NTM

CAPA

2022/06/09

2022/09/27

FJ1763

460




19823

v2210001164

2022/03/23 12:30 34

COVID-19

COVID-19

2022/03/23 12:30

2022/03/29 22:00

2022/06/07

2022/03/30 22:00

2022/04/05

2022/04/05

2022/03/23

PMDA

36.6

MB

COVID-19
FN2723

BNT162b2
2022/07/31 34

2022/04/01

2022/04/01 390 1U/1

5

C- 2022/04/01 6.88mg/dl

2022/04/01 25. 7 1U/1

461




2022/04/01

2022/04/01 62.5%

2022/04/01
ST T
(2022/704/26)11, 111, avF T
D 2022/04/01
2022/04/01
T2
T1
1
2022/06/07 LGE
T 0.014 2022/04/01 1.230ng/ml
(2022/04/26) 0.009 ng/ml
2022/03/30 03/31 30
2022/04/01
CK T
MRI
2022/04/01
T 1.23ng/ml ;
CK  390U/L ;

462




C- CRP  6.88mg/dl
D-
MRI
T1
ST
/
2022/06/24
2022/03/29

MB

CK-MB  25.7U/L

T2

62.5%

BNT162b2

463




2022/03/30

2022/04/01 MRI

NSAIDs

2022/04/05

2022/06/04 NSAIDs

NSAIDs
BNT162b2
1 2
CovID 4
2
2022/09/26
EKG
/ER
/
CRP

464




2022/06/07
I, 1, a VF
2022/06/14
2022/06/24
CK-MB

E2B additional doc

LGE

JP

465




2022/09/26

;FU3/FU4

RMH

466




19839

C4591006

2021/02/24 25 BNT162b2
EP2163 2021/05/31
2021/03/17 BNT162b2 0.3ml
2021/05/31
2021/12/23 BNT162b2 0.3ml
2022/04/30
25
2019/10 2021/06

2021/02/25 2021/02/26  2021/03/18

2021/12/24 300mg

2022/02/14 2022/02/12

2022/02/14

0.3ml

EP2163

FL1839

500mg

467




2022/02/14 PCR Ct 37.5 SARS-CoV-2

2022/02/16 PCR Ct SARS-CoV-2
2022/02/17 37.8
2022/02/20
2022/02/24
2022/03/02 PCR Ct SARS-CoV-2
-BIONTECH
FL1839
NTM
CAPA
SARS-CoV2

468




ECMO

COVID-19 /
/
SARS-CoV2 SARS-CoV2 16
SARS-CoV2
COVID-19
2022/09/27 BNT162b2 EP2163
-BIONTECH
EP2163
NTM
CAPA
2022/06/24 €4591006

469




2022/07/05

SARS-CoV-2

2022/09/27

EP2163

€4591006

PCR

Ct

470




19844

SARS-CoV-2 2 33

2022 33 144 v2210000831
PMDA
2022/03/27 61 COVID-19 BNT162b2 3
FM3289 2022/05/31 61
1995

1 FA7812 2021/12/31 COVID-19

2 FA7812 2021/12/31 COVID-19
CovID 4

2

2022/03/28 /
2022/03/28
2022/03/28
2022/03/28

471




24

2022/04/07 48/16kg
2022/04/14 CMAP

2022/04/14

C8

constriction

2022/03/27 3 COVID-19
28

29

2022/04/04

2022/04/07 3

2022/04/08 MRI

2022/04/09

11

2022/04/14

2022/04/19
2022/04/08
CMAP
SNAP
Hour glass
NCS

2022/05/13

like

48kg/16kg

CMAP

472




2022/03/27 COVID-19

C8 Thl
04/20 IVMP
10/10 6/10
1VMP2
2 0.5mg/kg 1
OFF 1 3 6 NCS
MRI OPE
2022/03/28 2022/04/19 2022/05/03
BNT162b2
2022/04/20 2

2022/05/26

2022/06/07

473




2022/09/12

SARS-CoV-2

2022 33 144

33

474




4591006
37 COVID-19 BNT162b2
2021/02/24 0.3ml EP2163 2021/05/31
2021/03/17 2 0.3ml EP2163 2021/05/31
2021/12/15 3 0.3ml FJ5929
2022/04/30 37
19876 |
COVID-19 2022/03/22
2022/03/26 COVID-19
COVID-19
SARS-COV-2 2022/03/22
COVID-19 BNT162b2

475




2021/12/16 500
SARS-CoV2
SARS-CoV2
SARS-CoV2 SARS-CoV2
SARS-CoV2
COVID-19

-BIONTECH COVID-19

FJ5929

NTM

CAPA

BNT162b2

476




/ LOE

PR ID PR ID 5741000

-BIONTECH COVID-19

EP2163
CAPA
2022/07/13 €4591006
BNT162B2
COVID-19
2022/07/22

2022/03/22

477




2022/09/06

478




19908

COVID-19
2021/04/21 1
2021/05/12 2
2022/01/13 3
2022/04/30

2022/04

(2022)
4
3 5

BNT162b2

ET3674

Ew4811

ID (169431)

2021/07/31

2021/07/31

FK7441

479




PR ID 5833302

PFIZER-BIONTECH COVID-19

NTM

PFIZER-BIONTECH COVID-19

FK7441

CAPA

2022/06/23

PR ID

ET3674

CAPA

NTM

EW4811

480




2022/09/10

EW4811

FK7441

481




20019

2021/06/25 49

2021/06/30 2021/07/16 2
FC5947 2021/09/30 2022/02/26
FR4768 2022/08/31
CovID 4
2022/06/22
2022/06/22
2022/06/22

; 2022/06/27

EP9605

49

BNT162b2

482




2021/06/25 BNT162b2

EP9605

2021/06/30

2021/07/16 BNT162b2

FC5947

2021/09/30

2022/02/26 BNT162b2

FR4768
2022/08/31 2022/06/22

2022/06/27

-BIONTECH

FR4768 FC5947 EP9605

NTM

483




CAPA

2022/07/08

2022/09/06

EP9605

FC5947

484




20046

C4591006

2021/02/24 14:30 46
BNT162b2(
0.3ml 1

2021/03/17 14:30 covid-19

EP2163 2021/05/31
)
2021/12/17 covid-19
FJ5929 1 2022/04/30
45 )
SARS-CoV2
COVID-19
2022/02/02 (
(2022/02/12)

covid-19
: EP2163 1 2021/05/31
45 )
BNT162b2(
0.3ml 2 45
BNT162b2(
0.3ml 3
) COVID-19( )
COVID-19

485




COVID-19

10

( ECMO )

SARS-CoV2

SARS-CoV2 10
SARS-CoV2

(2022/02/02)

2021/11/10

CovID-19

2022/07/11

PR ID PR ID 5741000 PFIZER-
BIONTECH COVID-19

EP2163

NTM
CAPA

2022/09/23 BNT162B2 FJ5929

FJ5929

486




NTM

CAPA
COVID-19 ( )
BNT162b2 /
2022/07/11
2022/09/08 4591006

487




2022/09/21

2022/09/23

FJ5929

€4591006

488




20049

2021/05/17 62
EX3617

2021/06/12

2022/02/04

2022

2022 COVID-19

2021/05/17
2021/08/31 1

2021/06/12
2021/08/31 2

2022/02/04

COVID-19 BNT162b2

2021/08/31 1

EY5423 2021/08/31

FL1839 2022/04/30

BNT162b2

BNT162b2

CovID-19
FL1839 2022/04/30

8 COVID-19

PFIZER-BIONTECH COVID-19 VACCINE

EX3617

EY5423

BNT162b2

489




FL1839

NTM

CAPA
PFIZER-BIONTECH COVID-19 VACCINE
EY5423
NTM
CAPA
PFIZER-BIONTECH COVID-19 VACCINE
EX3617

NTM

CAPA

2022/07/11

490




2022/09/06

EY5423

EX3617

491




( ( )
)
C )
4591006
2021/02/24 14:30 34 BNT162b2( 1
(0.3m1) -EP2163 -2021/05/31 )
2021/03/17 14:30 BNT162b2( 2 (0.3m1)
-EP2163 :2021/05/31 )
2021/12/28 BNT162b2( 3 (0.3n1)
- FJ5929 -2022/04/30 34 )  COvID-
19
20052 |
2021/11/10 34
( ) COVID-19( ) 2022/01/31
(2022/02/10) COVID-19
COVID-19
2022/02/01 38 ; SARS-CoV-2 2022/02/01 .
2022/02/07 - 2022/02/11

492




2022/01/31

2022/02/01 PCR

38
2022/02/07 PCR
2022/01/31
2022/02/10

( )

SARS-CoV2
ECMO
CovID-19
SARS-CoV2 2022/02/11 SARS-CoV2
SARS-CoV2
COVID-19
2022/09/08 2 28
COVID-19 SARS-CoV-2

COVID-19

493




SARS-CoV-2 COVID-19
19
ICU
2022/07/11
/
6
PR ID

PR 1D5741000 PFIZER-BIONTECH COVID-19

NTM
CAPA
COVID-19 BNT162b2
PQC PFIZER-BIONTECH COVID-19
FJ5929

2022/02/07 COVID-

EP2163

494




NTM

(2022/07/11)
2022/09/08 4591006
3 2
BNT162b2 /
2022/09/21 4591006

495




2022/09/23

496




20053

Program ID: (169431)

covid-19 BNT162b2

2021/06/08 FA2453

2021/06/29 FC3661

2022/02/04
2022/04/30

2022/06/28

COVID-19 2022/06/28

SARS-CoV-2 (2022/06/28)

PFIZER-BIONTECH COVID-19 VACCINE

FK8562

FK8562

2021/08/31

2021/09/30

497




NTM

CAPA
/ LOE
6
PR ID
PR ID 6060517 6124103
PFIZER-BIONTECH COVID-19 VACCINE
FA2453 FC3661

NTM

CAPA

2022/07/11 2022/07/11
FK8562

498




2022/09/06

FA2453

FC3661

499




20063

( ( )
)
« )
4591006
2021/02/25 14:30 37 COVID-19 BNT162b2(
) 1 (0.3ml “EP2163 :2021/05/31
) 2021/03/18 14:30 2 (0.3ml
“EP2163 :2021/05/31 ) 2021/12/10 3
0.3ml : FJ5929 2022/04/30
37 )
( )
2021/11/08 37
2022/01/18 ( ) COVID-19( )
(2022/01/27) COVID-19 COVID-19
SARS-CoV-2  :(2022/01/18)  ;(2022/01/27)
-CoV-2
COVID-19

500




10

ICU

NTM

10

SARS-Cov2
( ECMO )
COVID-19
SARS-CoV-2 SARS-CoV-2
6 12
BNT162b2
SARS-CoV-2 COVID-19 COVID-19
COVID-19
/
6
QC
PR ID
PR ID 5741000 PFIZER-BIONTECH COVID-19
EP2163

COVID-19

501




COVID-19 BNT162b2

PQC -BIONTECH COVID-19
FJ5929
NTM
CAPA
2022/07/11
2022/09/08
€4591006
2022/09/21
€4591006
3

502




2022/09/23

503




20071

ID 169431

67 COVID-19 BNT162b2

2021/06/19

2021/07/10 2

2022/02/03 COVID-19
COVID-19 3

2022/02/03
2021/06/19

2022/04/22

2021/06/19
2022/02/03 3

2022/04/22

EY5420 2021/08/31

FC8736 2021/09/30
COVID-19 mrna mrna 1273
( )
2 2021/07/10 3 2022/02/03
COVID-19
1 2021/07/10 2

504




PR ID 6099040

PFIZER-BIONTECH COVID-19VACCINE

NTM

CAPA

NTM

CAPA

PR ID

FC8736

EY5420

505




2022/07/11

CovID-19

2022/09/10

; EY5420

506




20076

)

4591006 « )
2021/02/24 44 covid-19 BNT162b2(
1 :EP2163 1 2021/05/31
2021/03/15 BNT162b2( 2

: 2021/05/31 )
2021/12/06 BNT162b2( 3 ( )
:FK6302 :2022/04/30 43 )
2022/02/28 COVID-19
(2022/03/07) COVID-19

2022/02/28 375 ;

2022/02/28 SARS-CoV-2

CovID-19

:EP2163

507




2022/02/28 37.5

PR ID

PFIZER-BIONTECH COVID-19 VACCINE

NTM

CAPA

2022/09/06

COVID-19

300

FK6302

508




2022/07/31 2022/04/30

2022/07/11
3
2022/07/22
C4671018
2022/09/06

PQC

509




20080

66

2021/04/30 1

2021/05/21 2

2022/01/12 3
2022/04/30

2022/05/04

37

2022/05/04

ID (169431)

BNT162b2

Ew4811 2021/07/31

EX3617 2021/08/31

FJ7489

37.8

2022/05/06  2022/05/07
10

510




37 37.8
10 100

2022/07/13

FJ7489

NTM

PR ID
PR ID 5944508 PFIZER-BIONTECH COVID-19VACCINE

EW4811

NTM

CAPA

ID PR ID 5987144

PFIZER-BIONTECH COVID-19VACCINE

CAPA

PR

511




EX3617

NTM
CAPA

2022/07/13
FJ7489

20222/07/12

FJ7489 EW4811

2022/09/06

512




€4591006

42 covid-19

2021/02/24 BNT162b2 1 0.3ml EP2163
2021/05/31

2021/03/17 BNT162b2 2 0.3ml EP2163
2021/05/31

2021/12/17 BNT162b2 3 0.3ml
FJ1763 2022/04/30 42

20118

2022/02/23 COVID-19

2022/03/07 COVID-19

COVID-19

2022/02/23 38.0;

SARS-CoV-2 2022/02/24

COVID-19

513




2021/12/17

2022/02/23

2022/02/24

2022/02/28

2022/03/07

PR

ID

11

18

PCR

38

500mg

514




PR ID 6478368

-BIONTECH
FJ1763
NTM
CAPA
2022/09/10  BNT162B2 EP2163
EP2163

515




NTM

COVID-19

2022/07/13

2022/09/10

BNT162b2

CAPA

516




20148

2021/06/08 81

2021/06/29 2
2021/09/30

2022/02/02 3

2022/04/30
2022
/
2022/04
4
4
4

covid-19
FA2453

ID (169431)

BNT162b2 1
2021/08/31
FA5765
FK6302
2022/04
/ 4
5
3

517




PQC

PR ID PR 1D6519308

-BIONTECH

FK6302

NTM

CAPA

/ LOE

6 FA2453

518




NTM

PR

PR

ID

ID 6067967  FA5765

-BIONTECH

2022/07/13

PR ID 6060517

FA5765

CAPA

FA2453

FA2453

PQC

519




2022/09/06

FA5765

FA2453

520




20153

PMDA v2210001478 PMDA v2210002375

PMDA v2210001478 PMDA v2210002375
2022/07/10 09:30 93 covid-19 BNT162b2
FP9647 2022/10/31
2019/01

1 - EX3617 - 2022/02/28
19 ;

2 - EY5420 - 2022/02/28
19 ;

3 - FJ7489
2022/07/31 COVID-19

2022/07/10 18:30 / 39

93

COVID-

COVID-

521




2022/07/11

PEA ;
2022/07/11
2022/07/11
2022/07/11
2022/07/11
2022/07
2022/07
2022/07
S10  50mm
S10  50mm ;
E IgE

522




/ PEA /
/
2022/07/11 Body temperature 2022/07/10 36.2
; 2022/07/10 39 39
2022/07/11 Electrocardiogram 2022/07/11 PEA
2022/07/11 ;Imaging procedure
2022/07/11 ;
S10  50mm
;SARS-CoV-2 test 2022/07/11
2022/07/11
/ PEA /
/
S10  50mm / / / 39
/
S10  50mm / /
BNT162b2

523




FP9647

2022/07/11 02:13

2022/07/11

2022/07/10 09:30

39

2022/07/11 00:00

02:13
15:20
E IgE
BNT162b2
2022/07/19
2022/07/26

-CoV-2

524




2022/08/23

BNT162b2

BNT162 2

2022/09/27

PMDA

#3

S10  50mm

PMDA
v2210002375

525




20161

PMDA

2022/05/13 38

3

COVID-19

COVID-19

2022/05/13

2022/05/14

2022/05/14

2022/05/14

2022/05/14

2022/05/22

I v2210001866 v2210002351

v2210001866 PMDA v2210002351 PMDA

COVID-19 CovID-19
/ 38 8
1
COVID-19 1 ;
COVID-19 2
38

526




2022/05/14 2022/05/15 1

2022/05/13 38

2022/05/22

38

2022/05/14 1

2022/05/14 2022/05/15
BNT162b2

COVID-19 /

2022/08/22

527




2022/09/08

PMDA v2210002351
38 8

2022/10/03

COVID-19

PMDA

PMDA

PMDA
v2210002548

61

528




20197

2022/07/13
Valid

Exacerbation of psoriasis
following vaccination with the Pfizer-BioNTech BTN162b2 mRNA COVID-19 vaccine
during risankizumab treatment , The Journal of Dermatology, 2022; Vol:00,

pgs:1-2, DOI:10.1111/1346-8138.16505

A case of relapse of skin eruption after COVID-19 vaccination in a patient
with psoriasis vulgaris during treatment with risankizumab , The 37th Annual

Meeting of the Japanese Society for Psoriasis Research, 2022; Vol:147.

34 BNT162b2 BNT162B2

15

Bnt162b2 1

529




/39

15
PASI 19.2

PASI 3.6
11

mRNA 1 14 2

2

3

COVID-19

28

2022/09/05

BTN162b2 COVID-19

16
PASI

7.2

530




A case of relapse of skin eruption after COVID-19 vaccination in a patient
with psoriasis vulgaris during treatment with risankizumab , The 37th Annual

Meeting of the Japanese Society for Psoriasis Research, 2022; Vol:147.

15

PASI 19.2 4 PASI 3.6

11 14
BTN162b2 COVID-19 mRNA 2 39
3
16 3 4 28
COVID-19 NF-ax
IFN-y
3 4
COVID-19

COVID-19

531




20203

v2210001506 (PMDA)

2022/05/09 68

2022/10/31

CovID

2021/06/27
FA2453

2021/07/25
FD0348

2022/05/11

2022/05/11

68

5mg

2021/08/31

2021/10/31

2022/05/21 2022/07/27

BNT162b2
FM7534

10mg

532




67 / /

BNT162B2

2022

2022/07/21

2022/09/30

0.400

2022/06/07 0.564

533




20215

Program ID: (169431)

COVID-19
2021/06/09 1
2021/06/30 2
2022/02/09 3
2022/07/16 COVID-19
2022/07/16

/

SARS-CoV-2 1 (2022/07/16)

EY4834
EY0573

BNT162b2
2021/08/31
2021/09/30
FL7646 2022/05/31
2022

2022

534




COVID-19

78 79

COVID-19

COVID-19

SARS-CoV2

ECMO

SARS-CoV2

COVID-19

-BIONTECH COVID-19
FL7646

6347826 6199309

FC4186 FC7387

EY4834
7224115 7220276

EY0573

EY0573

EY4834

FL7646

535




NTM

EY0573

BNT162b2 /

2022/08/10

2022/08/30

PGS Puurs

CAPA

536




20216

92

2021/06/09 1

2021/06/30 2

2022/02/09 3
2022/05/31

2022/07/15

2022/07/19
3.49

2022/07/19
83.4

2022/07/19

2022/07/25

(169431)

92

4.19

18_4pg/ml

COVID-19

BNT162b2
EY4834 2021/08/31
EY0573 2021/09/30
FL7646
COVID-19
/
BNP
2022/07/19
/

537




Blood albumin 4.1 2022/07/19

3.4qg 4.1g Blood creatine 2022/07/19 1.02
0.00-18.4 2022/07/19 83.4pg/ml
18.4 Computerised tomogram thorax 2022/07/19
C-reactive protein 0.00-0.14 2022/07/19 9.48mg
0.14mg Glomerular filtration rate 2022/07/19 51.7
Haemoglobin 2022/07/19 16.2g Oxygen saturation
2022/07/18 88 89 pCO2 2022/07/19 48.0 Platelet
count 2022/07/19 13800 P02 2022/07/19 37.5 SARS-CoV-2
test 2022/07/15 Urine analysis 2022/07/19 White blood cell

count 2022/07/19 4800

COVID-19

6 2022/07/15 2022/07/16

2022/07/19 CRP9.48mg 0.00-0.14 CT BNP83.4
0.00-18.4

2022/07/15

2022/07/19 2022/07/25

2022/07/15

538




2022/07/18 88% 89% 2022/07/19

CT 2 02
3 2022/07/25
SARS-CoV-2
2022/07/15
SARS-CoV-2
SARS-CoV-2
88% 89%
ECMO
COVID-19 /
2022/07/18 2022/07/19 88% 89%
COVID-19 3
2022/07/19 COVID- C R CT
2022/07/19 4800 Hb16.2g
13800
2022/07/19 BNP 83.4 <18.4pg/ml
3.4qg 4.1 GFR 51.7 4.1g
Crea 1.02
2022/07/19 CRP 9.48mg 0.14mg
2022/07/19

539




2022/07/19

SARS-CoV-

COVID-19

PFIZER-BIONTECH COVID-19 VACCINE

NTM

CAPA

CAPA

PFIZER-BIONTECH COVID-19 VACCINE

FC4186

PCO2 48.0 P02 37.5

FL7646

NTM

EY0573

FC7387

EY4834

EY0573

540




2022/08/10
/ /
covid 19 2022/07 2022/07/15
covid 19
covid 19
FY0573 2021/09/30 2
EY0573 2021/09/30
2022/08/18
FL7646
2022/09/30

541




20217

ID 169431)

80 COVID-19 BNT162b2
2021/06/09 EY4834
2021/06/30 EY0573

3 2022/02/09

2022/05/31

PO
PO
2022/07/16
2022/07/16
/
SARS-CoV-2 test 2022/07 ;. 2022/07/16
4

2021/08/31
2021/09/30

FL7646

PO

PO

1

2

2022

2022

542




6 2022/07/15 2022/07/16

2022/08/10

2022/07/16

SARS-CoV2

2022/07/16

SARS-CoV2

ECMO

SARS-CoV2

COVID-19

543




PFIZER-BIONTECH COVID-19

EY4834
NTM
CAPA
PFIZER-BIONTECH COVID-19 EY0573
FC4186 FC7387
/

PFIZER-BIONTECH COVID-19

FL7646

NTM

CAPA

2022/08/10

EY 0573

544




3
2022/05/31

2022/08/23

2022/08/31

2022/09/27

2021/05/31

EY4834

EY0573

545




20219

ID
2021/06/05 77 covid-19
FA5715 2021/08/31
EY3860 2021/08/31
FJ5929 2022/04/30
2022/07/05 COVID-19
2022/07/05
SARS-CoV-2 2022/07/05
2022/07/05 COVID-19
3

4 2022/07/16

169431
BNT162b2

2021/06/26
2022/02/05 3
/

2

546




QC

PR ID
-BIONTECH
FA5715
NTM
CAPA
PFIZER-BIONTECH COVID-19
EY3860

PR ID 6063385

FJ5929

547




NTM

CAPA

2 2021/06/21 2021/06/26

LOE 2021/06/21 2
EY3860 2021/08/31 2021/06/26 2

EY3860 2021/08/31

2022/07/22

#FA5715
2022/09/13 EY3860 FJ5929

548




20244

v2210001878

2021/06/08 81
/

CovID 4

2021/06/17
2022/07/27

2021/06/17

2021/06/30

2022/07/27

2022/04

2022/04
2022/04/25

PMDA

BNT162b2
81

2022/04/25

2022/04/25

549




2021/12/08 ; 2021/12/08 ;

0-0.70 2021/06/30 ;  2021/12/08 0.74 COI GM1
196G 0.74 COI
2022/01/05
; ; ;M ; 2022/04/13
2022/01/05
2022/04/13 ;
2022/07/27 2022/04/13
2021/12/22
2021/06/30
2021/06/17

550




2022/04/25

2021/06/08

2021/06/17

2021/06/30

MRI

2021/12/08
MMT3-4
2021/12/08

2022/01/05

2021/12/22

2022/01/05

GBS

GM1

GQ1b GM1

MRI

BNT162b2

551




2021/06/17 ;

12
28

2022/01/05 GBS

2022/04/13

2022/04/13

2022/04

2022/07/27 2022/04/13

MMT4

2022/07/27
0.5 mg 3 3

/ / BNT162b2

552




BNT162b2

MRI

(2022/08/22) -

2022/08/31

GBS

553




20264

2021/06/24 53

2021/07/15 2

2022/02/24 3
2022/05/31

2022/07/18

Covid-19

SARS-CoV-2 test

EP9605

53

2022/07/18

COVID-19 BNT162b2
2021/06/30

EwW0201 2021/09/30

FM3289

Covid-19

; 2022/07/19

554




CcoviD 4

2022/07/29
/
QC
PR ID
PFIZER-BIONTECH COVID-19
ET8443 EP8625

NTM

PR ID 5824180

FM3289 EP9605 EW0201

CAPA

555




2022/07/29

FM3289

2022/09/13

556




20268

An adolescent girl
diagnosed with IgA nephropathy following the first dose of the COVID-19
vaccine CEN Case Reports, 2022; Vol:11, pgs:376-379, DOI:10.1007/s13730-021-

00679-7
17 BNT162b2 BNT162B2 2

/

10 ;
2 ;
Bntl162b2 1
1gA ;
Gross hematuria was detected after both

the first and second doses ;

although her gross hematuria changed to

microscopic hematuria (50-99 red blood cells/HPF) within 1 week of each dose

557




1gA
1gA ;

Blood creatinine: 0.58 mg/dl;

Blood immunoglobulin A: 300.5 mg/dl : ;

Blood immunoglobulin G: 1017.1 mg/dl, : ;

Blood immunoglobulin M: 59.6 mg/dl : ;

Complement factor C3: 90.7 mg/dl : ;

1gA ;

Glomerular filtration rate: 109, : : mL/min/1.73 m3 5

1gA C3 : 1gG
IgM Clqg ;

35

: MO-EO-S0-T0-CO;

Protein urine: 0.05 : : g/gCre;

7 ; : (20-29
/ (HPF)) COVID-19 4 ; 1
2 1
50-99 /HPF 2 10
(0.05 g/g Cre); 0.07g/gCre 30-

558




49 /HPF 2 16

Urine protein/creatinine ratio: 0.37 : : g/dCre

2022/08/29
An adolescent girl diagnosed with IgA nephropathy following the first
dose of the COVID-19 vaccine CEN Case Reports, 2022; Vol:11; 376-379;
doi:10.1007/s13730-021-00679-7

although her gross hematuria
changed to microscopic hematuria (50-99 red blood cells/HPF) within 1 week of

each dose

559




20290

75

FC9909

SARS-CoV-2

ID (169431)

COVID-19 BNT162b2
EW0207 2021/09/30 2
2021/09/30 2022/03/03 3

FL7646 2022/05/31

COVID-19
2022/07/21  PCR

2022/07/21

FL7646

NTM

-BIONTECH COVID-19

FL7646 FC9909

CAPA

2022/07/21

560




EW0207

-BIONTECH COVID-19

EW0207 ET8449

CAPA

2022/09/15

FC9909  FL7646

EW0207

EP8631

EW0207

561




20294

PMDA 1v2210001599

2022/07/19 14:45 84

( )
( );
( );
( );
(
Covid-19 1
Covid-19 (2
Covid-19 (€]
2022/07
2022/07/19
2022/07/19

2022/07/19 14:45

covid-19

12022/10/31 84

) CovID-19

) CovID-19

) CovID-19

BNT162b2

(2022 );

562




2022/07/19 15:00 ( )

2022/07/19 15:00 ( ) 80

2022/07/19 15:00 « )

:2022/07/19)

80

(2022/07/19)  36.1

2022/07/19 (2022/07/19) 80
(2022/07/19) SARS-CoV-2 (2022/07/19)
covID 4

2
Pfizer-BioNTech COVID-19 SARS-CoV2
2022/07/19 15:00( 15 )

563




2022/07/19

80

(2022/07/19
BNT162b2

2022/07/19 14:45
BNT162b2

Pfizer-BioNTech COVID-19

2022/07/29

2022/09/13

CT COVID-19 PCR

564




565




20307

ID 169431

65 COVID-19 BNT162B2
FA4597 2021/08/31 2021/07/21
FA4597 2021/08/31 3

FN2723 2022/10/31

2022/07/17 2022/07/17

COVID-19
2022/07/27 4
2022/07/17 2022/07/26
2022/07/26 2022/07/27 4
2022/08/02

PFIZER-BIONTECH COVID-19

2

FN2723

566




NTM

CAPA
2022/09/15
FA4597
NTM
CAPA
2022/08/02
FN2723
2022/09/15

567




568




20309

v2210001602 PMDA

2021/09/19 25 7 COVID-19
BNT162B2 FG0978
1 FF9942
2021/08/29
2021/09/19

seronegative MG /

2021/09/25

2021/09/25

2021/10

2021/10

2021/10/19

double seronegative MG/

/ /

2
2022/02/28 25

2021/11/30

Double

569




0.2 ;
2021/10/19 ;
0.02 2021/10/08
2021/10/19
2021/10/08
waning(+)
waning 30% ;

2021/10/19

CovID 4

2021/09/25

2021/10/05

2021/09/25

double seronegative MG

BNT162b2
2021/10/10

2021/10/15

2021/10/08

nmol/L;

2021/10/08
2021/10/19
ADM
2021/10/19

(0.2)

570




2021/10/15

2021/10/08 ER

2021/10/19

waning(+)

AchR uskK

2021/10/19

2021/11/04

2021/12/28

2022/06/30

BNT162B2

Double seronegative MG

571




2022/05/16
FN9605

0.02

2021/10/05
/

3
2022/11/30

2022/09/09

MuSK

2021/09/25

BNT162b2

2021/09/25

0.02

10 2021/10/15
2022/05/16
( )
MuSK
1

3

572




20314

PMDA v2210002129

2022/07/18 12:00 59
BNT162b2

COVID-19
2021/07/11 58

COVID-19
2021/08/01

COVID-19
2022/02/17 59

2022/07/19 09:00
/

2022/08/20
353mg/dL ;

2022/08/20
Alc 15.4%

Blood glucose 70-109

FP9647
59

2022/08/20 353mg/dl

CovID-19
2022/10/31

573




Body temperature 2022/07/18

Glycosylated haemoglobin 4.6-6.2

5 11

35.9

CovID 4

CovID-19

COVID-19

35.9

2022/08/20 15.4%

BNT162b2

574




2022/08/31 2022/07/19 09:00

/ / bnt162b2
/ /
2022/08/02
2022/08/19 PMDA
PMDA v2210002129
2022/08/31

575




20321

C4591006

2021/02/25 14:30 40
BNT162b2
2021/05/31

2021/03/18 14:30

0.3ml

2021/12/10
FJ5929

2022/02/07
2022/02/15

2022/02/07
2022/02/15

2

0.3ml EP2163
BNT162b2
EP2163 2021/05/731 39
BNT162b2
2022/04/30
40
2021/11/10

/

0.3 ml

576




2 28 2
19 SARS-CoV-2
6 2
COVID-19
ICU
-CoV2
-CoV2

2022/02/07 ; 2022/02/17
6
COVID-19
12
2021/11/10
SARS-CoV-2 COVID-19
-CoV2
ECMO
-CoV2

COVID-

10

577




10

-BIONTECH COVID-19

EP2163

NTM

CAPA

2022/07/11

FJ5929

578




2022/09/08 C4591006

BNT162b2 /

2022/09/21 C4591006

2022/09/23

579




20332

PMDA

v2210001609
2022/03/23 14:00 63 COVID-19 BNT162b2(
FR4768 2022/08/31 3 )
(63 )
; 2014/03/31
2015/03/03 ; 2015/03/03
2014/10/29 ;
; / 2014/09/26
2018/04/27 ;
2014/10/01
MRI
2015/03/03
2018/04/27
COVID-19 COVID-19 1
COVID-19 COVID-19 2
4
2

580




2022/03/28
OLD CVA

2022/03/28 05:00

2022/04/20
OLD CVA
OLD CVA
2014/10/29

/
2022/03/28
/
2022/03/28
2022/03/28 -
. 2022/03/28
2022/03/28
369 2022/03/28 220 1073/ul; SARS-CoV-2
2022/03/28 - ; 2022/03/28
CCA  CCA
2022/03/28 05:00 ( )
2022/04/20
(2022/03/28 2022/04/20
BNT162b2

23

130-

581




2022/07/29

2022/09/05
2022/03/28

582




20348

PMDA

2022/07/20 77
4

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/24

v2210001903

BNT162b2

583




2022/07/24

2022/07/24 10;

2022/07/20 36.4 ;

2022/07/24

2022/07/24 2.7;

2022/07/24 2.0;

2022/07/24 4500

7711

2022/07/20

2022/07/22

2022/07/24

2022/07/25 5

4500 CRP 2.7 D-dimer

584




2.0 Lac 10

20349

PPI
BNT162b2

BNT162b2 /

2022/09/05

"SARS CoV 2
" , 2022; 64(3), :237.
COVID-19 COVID-19
/

ANCA

585




2022/09/09

20353

DIC

2021/08/29 56

COVID-19

2016

CoVID-19
113 2022 113

BNT162b2

24

586




2021/08/08 COVID-19

2021/09/22

2021/09/24 2021/10

2021/09/26

DIC

DIC

APTT: (2021/09/26) 28.6 ; Anti-platelet factor 4 antibody test(0.0-20.0) (

) ; (2021/09/30) 87 ng/ml; (2021/10/07) 8.4 ng/ml; o ¢ )
; 2 ( ) ; 2 ( )
; Blood fibrinogen ( ) (2021/09/26) 66 mg/dl; X
( ) ; : (2021/09/26)

; (2021/09/28)

: : (2021/10/08) ; ¢ )

o ¢ ) ; Fibrin D dimer(0.0-
0.9) ( ) (2021/709/26) 25 ug/ml; (2021/10/07) 80 ug/ml; Fibrin
degradation products(0-5) ( ) (2021/09/26) 53.1 ug/ml;

(2021/10/07) 265.5 ug/ml; Haematocrit: (2021/09/26) 34.9 %; Haemoglobin:

(2021/09/26) 12.1 g/dl; 1 ( ) ;
(2021/10/02) ; Platelet count (158000-348000): ( ) (
) ; (2021/09/24) 19000 /mm3; (2021/09/26)

21000 /mm3; (2021/10/07) 37000 /mm3; Positron emission tomogram:

: (2021709/26) 71.5 ; : (2021/09/26) 1.19; Red blood
cell count: (2021/09/26) 372, : x107M/uL; Thrombin-antithrombin 111
complex (0.0-3.9): (2021/10/07) 71.2 ng/ml; : (2021/09/30)

; White blood cell count: (2021/09/26) 6500
uL

587




2016

2021/05/25

2021/08/08 2021/08/29 COVID-19

2021/09/22

2021/09/24
PIt 1.9

PIt

2021/09/28

2021/10/03  rTM

VITT

IVIG 2021/10/08  PSL50mg/

DIC

COVID-19

100

FDP D-dimer
PET/CT

rTM

DIC

2021/10/07

588




TTS

2021/10/08
V/Q
DIC
DIC PSL
2021/10 DIC
BNT162b2
(2022/09/02) -
(2022/09/21)
1
2021/10/07
TAT 2021/09/26
PT PT-INR APTT
FDP 2021/09/30
2021/09/28 CT 2021/10/02
X 2

MRI

FDP

D-
2021/09/26

589




DIC
/
V/Q
V/Q
SARS-CoV-2
2022 64(3) 237
30 COVID-19 COVID-19 2021
/

20357

1gA

590




10A

1gA 1gA

30

2022/09/09

SARS-CoV-2
2022 64(3) 237
COVID-19 COVID-19
/
20361

ANCA

2022/09/09

591




20365

30

1gA

CovID-19

30

2022/09/09

/

COVID-19

2 1gA

SARS-CoV-2
2022 64(3) 237

10A

1gA

592




20366

PMDA v2210001908

2022/04/05 14:30 20
3

2022/04/06 13:00

2022/04/06 13:00

2022/04/06 13:00

2022/04/06 13:00

2022/04/08

ST

2022/04/08 ST

BNT162b2
20

ST

593




2022/04/06 13:00 1

2022/04/08 3

2022/04/05

2022/04/06 13:00

2022/04/08 ST

bnt162b2

BNT162b2 /

2022/09/05

594




20369

2021/09/18
1

2021/09/20

2021/09/20

2021/09/20

2021/09/20

2021/09/20

2021/09/25

2021/09/18

2021/09/25

2021/09/27

v2210001915 PMDA

14:30 42

36.3

ST-T NRC  UCG

BNT162b2

42

ECG

ST-T

595




- NRC

2021/09/20

2021/09/21

2021/09/25

2021/09/27

2021/09/27

BNT162b2

UcG

2022/09/05

ECG

ST-T

BNT162B2

NRC

UCG

596




20372

2021/10/16 19

2 /
2021/10/11
1
2022/02
2022/02
2022/02 19
2
2
2022/08/18 2021/10/16
2021/10/11
2021/10/18

QA

2022

BNT162b2

597




2022/08/18

BNT162b2 /

2022/09/06

FU#3

FU#2

598




20379

PMDA v2210001914 PMDA

2021/10/31 30 COVID-19

FH3023

2021/10/10
2022/03/31 COVID-19

2021 -

2021

2021

2021/10/31

2021/11/03

2021/11/05

2021/10/31 36.0

37
CRP (

HbAlc 2021/11/05 5.2%

2021/11/05
proBNP 2021/11/05 692 pg/mL

BNT162b2
2022/03/31 30

1 FH3023

37

CRP ;

37 /

2022/03/08

IgE 2021/11/05 25.0 1U/ml
2021/10/31

CT  2021/11/05
) 2021/11/05 1.2mg/dl

NT-
(2021/11/05)

599




4.7 ng/ml 2021/11/05

2021/11/03

37 /

2021/10/31 2 37

2021/11/02 37

2021/11/03

2021/11/03 07:30

2021/11/03 07:30

2021/11/03 07:53

2021/11/05

2021/10/31 37

2021/11/03 3

3 2021/11/03

BNT162b2

600




BNT162b2

C- CRP
3
2022/03/08 4 8
2021/11/05 5 - CRP
1._2mg/dl
/

MRI

CRP

CcT

601




2022/08/04

PMDA v2210001914 PMDA v2210001654 PMDA
v2210001914 PMDA v2210001654 PMDA PMDA

PMDA v2210001914 PMDA
BNT162b2 /

v2210001914

602




2022/08/22

CRP C-
HbAlc NT-proBNP N
IgE
CT

2022/09/16

603




PMDA v2210001906

2021/06/16 10:35 82 6 COVID-19 BNT162b2
/ 2 82

; COVID-19 1 COVID-19

20383 ;
2021/06/16 10:50

2021/06/16

; 2021/06/16 10:50
2021/06/16

2021/06/16 10:50

2021/06/16
2021/06/16 10:50 2021/06/16
2021/06/16 10:50 2021/06/16
50
2021/06/16 10:50 2021/06/16
Sp02 85k
2021/06/16 11:15 2021/06/16

604




50 Sp02  85%

2021/06/16 10:50  2021/06/16 160/80 GCS
2021/06/16 4/5/6 11:15 2021/06/16 50
2021/06/16 100 NIHSS (2021/06/16) 0 11:15  Spo2
(2021/06/16) 85% (2021/06/16) 100% 02
1
2021/06/16 10:50
2021/06/16
2021/06/16 10:35
2021/06/16 10:50 50
Sp02  85%
2021/06/16 11:15 6CS 4/5/6 NIHSS
0 02
Sp02 100 15 NSR
100 160/80
2021/06/16 13:00
BNT162b2

10:50

605




2022/09/05

20385

18
0.3ml

CovID-
/

19 BNT162b2 4

3 COVID-19
2 COVID-19
1 COVID-19

606




2022/07/28
1 0.3ml
BNT162b2 /
2022/09/05
2022/02 20 BNT162b2
/ 3
20389
2

Igh

EB

607




Igu

Igm

EB

BNT162b2 /

2022/09/05

EB

2022/02

EB

IgM

608




64(3) 237 2022 -CoV-
/
20390
(2022/09/09)
2022 vol 64(3) pgs 237 -Cov-2
/
20393

609




2022/09/09

20396

2022 vol 64(3) pgs 237

2022/09/09

-Cov-2

610




20397

44

COVID-19
EY5420
2022/02/28
2022/07/31

PFIZER-BIONTECH COVID-19

BNT162b2

2022/02/28 2

3

FK7441

EY5420
FK7441

611




NTM

CAPA
PFIZER-BIONTECH COVID-19
EY5420
NTM
CAPA

2022/08/03

612




2022/09/27

613




20406

ID 169431

COVID-19 BNT162b2 BNT162B2 3
/
1
2
2022/07
2022/07/20
5

2022/08/02 4

2022/07/25

614




225mg

10mg

500mg

100mg

60mg

2022/07/20

COVID-19

2022/07/25

BNT162B2

615




20414

2021/10/03 15

1 FJ5790
2021/10/24 BNT162b2 2
2022/04/30
2022/01
15 3
PR ID

PFIZER-BIONTECH COVID-19VACCINE

CAPA

BNT162b2
2022/03/31
FJ1763

PR ID 6478368

FJ1763 FJ5790

NTM

616




2022/08/04

2022/09/21

FJ5790

FJ1763

617




20417

81 covid-19 BNT162b2
2
2022/02/12 3
2022/05/31

COVID-19

2022/02/12 3

2022/08/06

PFIZER-BIONTECH COVID-19

NTM

CAPA

BNT162b2 2 /

FK0595

FKO0595

618




(2022/08/06) -

2022/09/09

619




20418

ID 169431)

14 COVID-19 2021/10/03  BNT162b2
FK0108 2022/04/30
( FK7441 2022/04/30
2022/07/27 ;
2022/07/27
Body temperature 40.2 40.2
2022/10/03 BNT162b2 FK0108

PFIZER-BIONTECH COVID-19

NTM

PFIZER-BIONTECH COVID-19

FK7441

FK0108

1
2021/10/24
FK7441
CAPA

2

620




NTM

2022/10/03

CAPA

621




20419

2022/07/28

EY2173

3
COVID-19

ADL

v2210001677 PMDA

87 10
BNT162B2

2005/09/07

2005

2021/08/31
FA7812

COVID-19
FP9654

COVID-19 ;
2021/09/30 COVID-19
FJ5929

4
2022/10/31 87

2022/04/30

622




2022/07/28 16:00

2022/07/28 16:00

2022/07/28 17:00

PEA CPR

2022/07/28 17:31

JCS  111-300 Sp02

1mg><2A

CT XP ECG

2022/07/29 06:00

2022/07/29 1 07:28

BNT162B2

2022/07/28 17:07

2A

623




2. / 2022/07/28

Blood creatine phosphokinase: (2022/07/29) 1202 1U/1

Blood creatine phosphokinase MB: (2022/07/29) 18.2 1U/1;

Blood pressure measurement: (2022/07/29) 06:00 ;
Blood test: (2022/07/29) ;
Body temperature: (2022/07/28) 36.7 ;

Coma scale: (2022/07/28) 111-300; Computerised tomogram: (2022/07/28)
GQF

C-reactive protein: (2022/07/29) 0.29 mg/dL ;

Echocardiogram: (2022/07/28) ; Ejection fraction: (2022/07/28) 60 %;
Electrocardiogram: (2022/07/28)
a-um );

Oxygen saturation: (2022/07/28) ; Troponin T: (2022/07/28) 0.154 ng/mL

Ultrasound scan: (2022/07/28) 60% ;

X-ray: (2022/07/28)

D-dimer

624




MRI

2022/07/29

2022/09/07

FU#2

625




626




20420

PMDA

2022/07/29 11:15 93

0.3ml BNT162B2
2022/10/31
S
COVID-19 3
10:35
2022/02/25 93 CovID-19
1 COVID-19
COVID-19
2022/07/29
3
2022/07/30

v2210001691

COVID-19
FP9654
000006A
;COVID-19
;COVID-19

627




2022/07/30

2022/07/29 120/80

2022/07/29 37.0 2022/07/29 99%
2022/07/30
3
50ml
2022/07/30 08:25 21 10
2022/07/30 1
2022/07/29
4
ADL
1

2022/02/25 10:35( ) COVID-19 3

000006A
2022/07/29 11:15 4 BNT162b2

FP9654 2022/10/31

628




2022/07/30 08:25

2022/07/30 08:30

2022/07/30 08:25
22:00

2022/07/30

COVID-19

2022/07/29

629




FP9654

NTM

FP9654
DEV-124
Kuehne + Nagel PGS Puurs
DEV-124
FP9654  AeroSafe
DEV-128
Nagel PGS Puurs

PGS Puurs

CAPA-034

N/A

CAPA

CAPA-029

Kuehne +

630




N/A

Expedited

N/A

BNT162b2

2022/08/08

2022/08/19

2022/08/26

631




-BIONTECH COVID-19

2022/08/30
# FP9654
Kuehne + Nagel
CAPA-029
Kuehne + Nagel PGS Puurs
CAPA-034

PGS Puurs

632




20432

ID (169431)

55 BNT162b2
2021/07/10 1 EY5420 2021/08/31
2021/07/31 2 FF0843 2021/10/31
2022/02/11 3 FL1839
2022/04/30

2022/07 COVID-19

4 2022/08/05

- COVID-19

NTM

CAPA

FL1839

ET1831

633




NTM

CAPA

NTM

CAPA

(2022/08/18)

FL1839

2022/10/03

EY5420

634




20438

PMDA v2210001694
2021/06/03 71 COVID-19
FA5829 2021/08/31
71
2021/06/06
18.8dB  20.0dB
18.8dB
8kHz 85dB
71 10
2021/06/06 2021/06/07

BNT162b2

18.8dB

20.0dB

20.0dB

635




18.8dB 20.0dB

2022/7/12
2022/09/26
FA5829 2021/08/31
2022/08/04
2022/09/26

BNT162b2

bnt162b2
2021/06/03

8kHz 85dB

636




20441

v2210001698 PMDA

2021/09/25 41

2021/09/29

2021/10/01

Blood test 2021/10/01

Magnetic resonance imaging

2021/09/04

2021/09/25 2

2021/09/29

2021/10/01

COVID-19

2021/10/01

BNT162b2 2

2021/09/04 COVID-19

637




2022/03/18

ACE2

BNT162b2

2022/09/05

bnt162b2

638




20445

ID (169431)

68 COVID-19 BNT162b2
EwW0201 2021/09/30 2
2021/09/30 3 2022/02/22

FR4768 2022/08/31

2022/07/20

10
2022/02/22 3
2 3
2022/07/20
2022
NTM
CAPA

FR4768

EY0573

639




PFIZER-BIONTECH COVID-19

EY0573 FC4186
CAPA
2022/08/10
FR4768
2022/09/23
EW0201

EW0201

EY0573

EW0201

EY0573

ET8443
EP8625

FC7387

640




v2210001697 PMDA
2021/09 47 COVID-19 COVID-19
2 / 47
COVID-19
2021/08 COVID-19
2021/10/26
2022/01/28 ;
2021/10/26 2022/01/28
20452 ;
2021/10/26 ;
2022/01/28
2021/08 COVID-19
2021/09 COVID-19 2 CovID-19
2021/10/26
2022/01/28
2021/08 COVID-19 1

641




2021/09 2

2021/10/26

2022/01/28 MRI

ACE2

COVID-19

2022/09/05

BNT162b2

MRI

642




20455

Vol :58th

2021/11/24 13
/

2021/11/24

2021/11/25

2021/11/25

2021/11/27

HHV-7

SARS-CoV-2
58 2022;

COVID-19 BNT162b2
13

2021/10/30 COVID-19

ST

2021/11/27 412

643




1u71
1u71

MB 2021/11/27 28.7

SARS-

BNP 63.1
pg/mL 2021/11/27 63.1 pg/mL CTR
42 % X 2021/11/27 C-
2021/11/27 3.28 mg/dl
2021/11/27 69%
2021711727 6% 69 %
ST ST
ST
6 2021/11/27 I 11 av  Vv3-6 ST
ST T D 2021/11/27
SARS-CoV-2 2021/11/27
I 7146
pg/mL
4 ; 2021/11/27 7146.3 pg/mL
SARS-CoV-2 (CoVID-19)
/
mRNA
Cov-2 1
13 2
3 ST
ST | 7146pg/ml
BNP63. 1pg/ml
CTR 42% LVEF 69%
4
6 ST
mRNA

644




CovID 4

2

2021/11/25

/5 BNT162b2
2

3 ST
HHV-7
2022/09/12
2022/09/12

645




646




20467

2022/07/24 14:30 73

73
1992
COVID-19 3
COVID-19
2022/07/25
2022/07/25

2022/07/25 11:30

2022/07/25 11:30

2022/07/25 11:30

2022/07/25 11:30

PMDA

CovID-19
FP9647

COVID-19 1
COVID-19

v2210001738

BNT162b2
2022/10/31

2021/08/13

COVID-19
COVID-19

647




2022/07/25 9

(2022/07/25)

55.0  (2022/07/25)
31017.00 pg/mL

2022/08/02

648




2022/07/25

CPR

2022/09/07

CovID

9 ICU

2022/07/25 11:30

2022/07/25 11:35

2022/07/25 11:47

2022/08/02 13:50

2A

649




-BIONTECH COVID-19

NTM

CAPA

FP9647

FP9647
DEV-120

Softbox

650




CAPA-028

FP9647
CAPA
2022/07/25
BNT162B2 /
(2022/08/09)
PV202200037384
11:30

PV202200037384

74

73

BNT162b2

PV202200037728

651




2022/08/25

2022/09/07

652




20469

2021 88

0.3 mL

2021

covid-19

covid-19

BNT162b2

0.3mL

653




2021

3
BNT162b2 /
2022/09/12
69 COVID-19 BNT162b2
/
CovID-19 COVID-19 COVID-19
2 /
20478
2021

654




COVID-19

COVID-19 2022/07/29
2022/08/02
COVID-19
3 Pfizer/BioNTech
COVID-19
2022/07/29 2022/08/02
BNT162b2 /
2022/09/16
ID
(169431)
BNT162b2 3
/
/
20481 /

655




BNT162b2 /

2022/09/20

20488

70
0.3ml

BNT162b2

656




70

BNT162b2 /
2022/09/09
2021 88 covid-19 BNT162b2 0.3ml
/
20490
1
BNT162b2 /

657




2022/09/12

20491

PMDA v2210001727

2022/07/19 80
4

1997

2002

2019

1997

2019

BNT162b2

COovID-19

CovID-19

658




/ CovID-19
2022/07/21
2022/07/21 22:20 ;
2022/07/21 22:20
2022/07/22 ;
1
2022/07/21 2022/08/02 12
Blood creatine phosphokinase 2022/07/22 ;
Blood creatine phosphokinase MB 2022/07/22 ;
C-reactive protein 2022/07/22 1.20mg/dl;
Echocardiogram ;o 2022/07/21

66%

Electrocardiogram 2022/07/22

0 "1

coronary artery examination 2022/07/22

659




Troponin ;

Troponin | 2022/07/22 992 .9pg/ml
80 2
2022/07/19 bnt162b2
4
2022/07/21 22:20 2
2022/08/02

2022/07/21 2022/08/02

2022/08/23

19

CovID 4

2002

CoVID-

660




1997

2022/07/21

2022/07/21

BNT162b2

7/21

2022/07/19

2022/08/02

2022/09/02

2022/07/21

2022/07/22

2019

1997

13

2019

or

661




992.9pg/ml CRP

1.20mg/dL
1 D-
2022/07/22
2022/07/21 66%
2022/07/22
Q
1”11
/
BNT162b2 /
2022/08/23

662




BNT162b2 /

2022/07/21 : 2022/07/21
;7719
7/19

2022/09/02

BNT162b2 /

663




2 58 2022 vol
58
17 COVID-19 BNT162b2 2
/
1 CoVID-19
2
20493 ;
' 1
/2
34 .2pg/mL /
2
1 /2
34.2pg/mL /
88 1U/1
4 1U/1

664




73%
32.3mg/dl 34.2pg/mL

2022/09/16

665




20494

PMDA v2210001721

2022/05/07 61
61

COVID-19

2022/05/13

2022/05/13

2022/05/13

2022/05/13

2022/05/13

2022/05/13

2022/05/13

2022/05/13

COVID-19

COVID-19

FN9605

COVID-19

BNT162b2

2022/11/30

; COVID-19

666




CT 2022/06/23 ;

2022/06/23
61 04
2
2022/05/07 BNT162b2
2022/05/13 6
2022/05/13
COVID-19

2022/06/23

2022/07/08

COVID-19

2022/06/23

667




CT

2022/05/13

2022/08/09

2022/08/30

668




41 BNT162b2

2021/06/29 15:30 EW4811 2021/07/31
2021/07/20 15:30 2 FC5947 2021/09/30
2022/02/20 19:30 3 FK8562

2022/04/30 41

2022/02/21 06:30 (2022);
20495

2022/08/03 22:00
2022/08/10
/ 38.2

/ 38.2

2022/08/04 38.2

669




CoVID

2021/06/29 15:30

2021/06/29

2021/07/31

2021/07/20 15:30
2

2021/07/20 2
2021/09/30

2022/02/20 19:30

2022/02/20 3
FK8562 2022/04/30

2022/08/03 22:00 164

2022/08/03

2022/08/04 38.2

2022/08/02

-BIONTECH COVID-19

BNT162b2

15:30

BNT162b2

15:30

BNT162b2

19:30

EW4811

FC5947

670




FK8562

NTM
CAPA
/ LOE

6

PR ID PR 1D 5944508/6171974
-BIONTECH COVID-19
EW4811 FC5947 FK8562
NTM
CAPA
2022/08/04
COVAES

671




2022/08/10
COVID-19 COVAES

/2

2022/08/15

PQC

2022/08/30

672




v2210001740 (PMDA) v2210002306 (PMDA)
v2210001740 (PMDA) v2210002306 (PMDA)
2022/07/20 18 COVID-19 BNT162b2 3
FP9647 2022/10/31
1 ; 2021/09/21 COVID-
19 ;
2 ; 2021/10/12 COVID-
; 19
20496
; 2022/07/21 2022/07/26 7 21
38.2 7 22 37.4
2022/07/23 2022/07/26
2022/07/23 09:00 2022/07/26
2022/07/23 09:00 2022/07/26
2022/07/23
2022/07/26 3
7 21 38.2
7 22 37.4
07/21 38.2 07/22 37.4

673




2022/07/23 09:00 3

07/23 09:00

/ 2022/07/23

2022/07/23 T 0.657ng/mL

CK-MB 37U/L CRP 1.67mg/dL

2022/07/23

2022/07/23 CT

2022/07/23

2022/07/25 2

CK-MB

07/26

EBV

57

CK 526U/L
1.0 ug/ml

674




2022/08/10

2022/09/20

PMDA
v2210002306

675




20499

PMDA v2210001699

2021/08/26 11:00 36
FC9909
36

2019

2021/08/26

2021/08/26

2021/08/27

2021/09/03

COVID-19 BNT162b2
2021/09/30
2019
2019
4
2021/08/26
2021/08/26

676




2021/09/03

GQ1b

1gG:1+ GTla 1gG:1+ ;

2021/09/03

2021/08/26 37.0

(2019)

2021/09/03
1gG:1+ GTla 1gG:1+;

2021/09/03 F

2021/09/03

2021/09/03 F

50% 15%

(2019)

2021/08/260r 27

BNT162b2mRNA

GM1
GDla 1gG:4+ GT1b 1gG:3+ GQlb

GDla 1gG:4+ GT1b 1gG:3+ GQlb

90% 30%

677




2021708727

2021/08/28

2021/08/29

2021/09/02

2021/09/03

DTR

90 30

Guillain-Barre MR

GDla 1gG:4+ GT1b 1gG:3+ GQlb IgG:1+ GTla IgG:1+

Hughes

2021/09/03 F

15

678




2021/09/03
MR

2021/09/04

GM1

MRI

GQ1b

GDla 1gG:4+ GT1lb 1gG:3+ GQlb IgG:1+ GTla IgG:1+

2022/08/09

2022/09/20

BNT162b2

2022/08/26

MR

679




680




20502

2021/07/07 BNT162b2

EW4811 2021/07/31
2021/07/28  BNT162b2 EY0572
2021/10/31 2022/03/01  BNT162b2
FK6302 2022/04/30
2022/08/02 CovID19
2022/08/10
/ LOE
PR ID PR 1D6519308
-BIONTECH COVID-19 /LOE
FK6302

681




PFIZER-BIONTECH COVID-19 EY0572
EY0572 EY0542 EP8646
2022/10/03 BNT162B2 EW4811
NTM
CAPA
2022/08/10

CAPA

CAPA

EW4811

682




2022/10/03

20503

20

COVID-19

200

BNT162b2

200

683




2 CMT
40 20

2022/09/16

200

20504

40

COVID-19

200

BNT162b2

200

684




cMT 2

40 20
2 200
/
2022/09/16
)
(169431)
COVID-19 BNT162b2 1
2 / 3
/
20511
2022/08/01 COVID-19
2022/08/01
3 COVID-19

685




2022/08/01

BNT162b2 /
2022/09/16
PMDA
v2210001739
2022/08/04 14:46 17 covid-19
BNT162b2 FP9654 2022/10/31 17
20514
2021/10/23 COVID-19
2021/11/13 COVID-19
2022/08/04 14:53
2022/08/04
2022/08/04 14:53 2022/08/04

686




2022/08/04

2022/08/04 14:53

2022/08/04 14:53

2022/08/04 62/32 mmHg

2022/08/04 108/61 mmHg

37.1

2022/08/04 56 bpm

64 bpm 0.3mg

2022/08/04 98 %
2022/08/04 98 %

2022/08/04 16

17

2022/08/04 14:53

2022/08/04

2022/08/04 14:53

2022/08/04
2022/08/04
0.3mg
0.3mg
0.3mg 2022/08/04
0.3mg
0.3mg
0.3mg
1

687




62/32 56 Sp02 98%

0.3mg

108761 64 Sp02 98%

17 4

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

2022/08/04 14:53

2022/08/04

16

BNT162b2

SARS-CoV2

688




62/32 56

0.3 mg
Sp02 98 16

BNT162b2
2022/08/04 14:53
BNTT162b2
0.3 mg
Major Minor
11 Major AND
1 Major AND OR 1 Major

Sp02 98%

108/61

0.3 mg

64

689




62/32

2022/08/31

690




20518

2021 CovID-19 BNT162b2

2

1 10:00 2021/05 COVID-19

39
/
39 2
Body temperature: 39
1 2 39 2
2021/05 1 10:00 21:00
1 3 2
2 18:00 18:30

691




2022/02/18 3

2022/02/19

2022/02/20

2022/02/19

2022/02/20

BNT162b2 /
(2022/09/16)

38.6

2022/02/19

692




20520

v2210001780 (PMDA)

2022/07/30 14:00 61 covid-19 BNT162b2

4 FP9654
61

AAA ;
AAA

1 EY4834
2021/08/31 2021/06/26 16:00  COVID-19

2 EY4834
2021/08/31 2021/07/17 16:00  COVID-19

3 FL1839
2022/04/30 2022/02/26 09:00  COVID-19

(2022/08/05)

2022/08/02 (2022/08/05)

2022/10/31

2022/07/30

693




2022/08/05

2022/07/30 36.1 ;
2022/08/04 ; 2022/08/05 ;
2022/08/04 ; 2022/08/05

2022/07/30 covid-19 BNT162b2
FP9654 2022/10/31 4

2022

2022/07/30 4 COVID-19 4

2022/08/02
2022/08/05

2022/08/02 2022/08/03 CT

694




DOAC

2022/08/05

2022/08/05

2022/08/16

2022/09/05

CcT

695




20529

(169431)

60

COVID-19

COVID-19

08/30 4

7/26

90

COVID-19

COVID-19 BNT162b2
/
/
COVID-19
4
COVID-19 /27
1

90

4

Program ID:

696




BNT162b2 /
2022/09/16
2022/08 COvID-19 BNT162b2
/
2022/08 BNT162b2
20532
2022/08/09
2022/08/09 17:30
BNT162b2 /
2022/09/20

697




20540

COVID-19

2021/08/20 1

2021/09/10 2

2022/03

PR ID 6401451

CAPA

2022/08/15

Program

BNT162b2(

FE8162

FHO151

ID: 169431

2021/11/30

2022/03/31

COVID-19

PFIZER-BIONTECH COVID-19

NTM

FHO151

FHO151

FE8162

698




2022/09/28

FE8162

699




20542

2021/05/14 17:00 47

0.3 ml
45
ET3674 2021/07/31
ADEM /
2022/02
2021/07
/

covid-19

EY2173

17:30
2021/04/23

ADEM ;

2021/06

2021/06

2021/06

2021/06

2021/07

BNT162b2
2021/08/31

2021/06

2021/07

700




2021/07

/
2021709
2021709
2021/09/21 2021/10/06 15
CSF 1 (2021/09/24) 0 uL; CSF 1 (2021/09/24) 70 mg/dl; CSF
(2021/09/24) 32 mg/dl; 2021/07
; 2021/08
2021 8 9
; 2021/09
; (2021/09/24)
1gG , : : 410 ( < 102);
AQP4 : (2021/09/09) ; (2021/09/09) MRI 2021/07
;. 2021/09
;. 2021/09/29
T2W1 T2W1
2021/07 ;
2021708 2021

701




2021/04

2021/05/14 17:00 2

2021/05

2021/06

2021/07

2021/08

2021/09

MRI

2021/09

2021/04

2 BNT162B2

MRI

702




2021/09/24
102)

2021/09/29 MRI

2021/06
2021/09/21
(
2022 2

2022/4
ADEM
T2w1
2 1
/ /
2021/10/06
bnt162b2
8 9
( )
AEDM

)

(

bnt162b2

)

80 90

1 410 (

T2w1

703




2021/06
)
2021/09/29 (Magnetic Resonance Imaging (MRI)
T2
(FLAIR) T1
T1
| 1
(14
3
3
2021/09/24 (0)/uL (70) mg/dL
1gG

W)

(32) mg/dL.

704




BNT162b2

1. PMDA
PMDA

2. GBS

2022/08/16

2022/09/05

ADEM
HA

dosel

JP E2B

#8 JP E2B

dose2

#9

705




2022/09/21

20543

2022/08/05 18 covid-19 BNT162b2
0.3ml /

Covid-19 1 COVID-19

Covid-19 2 COVID-19

2022/08/08

706




2022/08/08

BNT162b2

2022/09/16

BNT162b2

707




20546

2022/07/19 14:00 77 COVID-19 BNT162b2

FM7534 2022/10/31
77

2021/05/31 14:00 1

EX3617

2021/08/31

2021/06/21 14:00 2

EY5422

2021/08/31

2022/02/14 14:00 3

FK0595

2022/07/21

2022/07/21

2202/07/21

2022/07/21

2022/05/31

2022/07/21 19:50

/ /

COVID-19

COVID-19

COVID-19

708




2022/07/21 21:06

2022/07/21 1.21mg/dl
(2022/07/21) 364mg/dl
2022/07/19 36.5 cT
2022/07/21 98 x10 3/mn3
(2022/07/21) 11.4 x10 3/mm3

2022/07/21

2022/07/21

709




2022/09/05

2022/07/19 14:00

2022/07/21 06:00

16:00
19:50
21:34 CcT

21:58
/
ADL Ji
/

36.5

2022/07/21 19:50

2022/07/21 19:56

710




2022/07/21 20:05

2022/07/21 21:06

CT
2022/07/21 21:58
CT
CovID 4
2
BNT162b2 /
2022/09/05

711




20550

19

COVID-19

covid-19

/

CovID-19

712




2022/09/20

20556

1D: (169431)

2022/01/18 60
( )

10

¢

(

2010

2010

COVID-19

BNT162b2(

) CovID-19

) CovID-19

713




(
)
)
2022/03
2022
) 2022
( ) 2022
10
38.6
1 /2

)
2022/07 10
10
2022
2022
( )
3
bnt162b2

2022/02

2022/07

2022/07

/2

714




2022/08/11 4

2022/08/31
2022/02

2022/07

10

2020

2021

3 2022/01

2022/03

38.6

bnt162b2

60

2022/07

bnt162b2

10

2022/03

30

715




2022/08/11 4 38

BNT162b2 /
2022/08/31
1 2 3
1 2
2022/02 2022/07
BNT162b2
2022/09/16
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20561

1 v2210001803

2022/08/05 11:30 81

Covid-19 1
Covid-19 2
Covid-19 3

2022/08/05 14:30
2022/08/06

81

covid-19 BNT162b2
81
COVID-19
COVID-19
COVID-19
2022/08/08 2

PMDA

717




2022/08/05 4 COVID-19

08/08
2022/08/08
2022/08/08 BNT162b2
)
BNT162b2 /

2022/09/16

2022/08/06
(
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20562

30
pgs:M0116
21 COVID-19
/
CoVID-19 1
8723 pg/mL

BNT162b2

COVID-19 mRNA
2022;vol

COVID-19

30th,

719




21 2 mRNA

ST-T

MRI

BNT162b2 /

2022/09/20

BNT162b2;
8723pg/ml
NSAIDs

720




20573

2022/08/03 70
4

2022/08

2022/08

2022/08

2022/08

2022/08

FM7534

2022/08

BNT162b2
2022/10/31

2022/08

721




2022/08/10

2022/08/25

2022/09/02

722




20578

v2210001935 PMDA

2022/03/30 15:26 31 9

31 9

2022/03/30

2022/03/30 15:26

2022/03/30 15:26

2022/03/30 15:26

2022/03/30 15:26

2022/03/30 15:26

70/48mmHg

2022/03/30 15:26

723




70/48mmHg

2022/03/30 70/48mmHg ; 2022/03/30
51 ; 2022/03/30 99

2022/03/30 15:26

70/48mnHg 51 Sp02 99

BNT162b2

2022/08/08

724




2022/09/20
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20588

PMDA v2210001814

2022/07/29 78
4

2022/07/31 21:00

2022/07/31 21:00
2022/08/01

2022/07/31 21:00

ADL

BNT162b2
78

2022/08/01

2022/08/01
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2022/07/31 21:
HR 115

2022/07/31 21:
38.3

2022/07/31 21:
2022/08/01

2022/07/31 21:

2022/07/31 21:

2022/07/31 21:

2022/07/31 21:

/

2022/07/31 21:

wheeze

00

00

00

Sp02 /81% 3L /86%

00

00

00

00

00

Sp02 /81% 3L /86% 4L /96%

/

202

2022/07/31 34.0;

2022/07/31 4.9

2/07/31 122/81;

3L

4L /96%

2

3L

2022/08/01

022/08/01

2022/08/01

2022/08/01

2022/08/01

2022/08/01

2022/08/01

/BT 38.3

wheeze

HR 115

/BT
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2022/07/31 135 ;

2022/07/31 38.3;

2022/07/31 2022/07/31

2022/07/31 0.99 ;

2022/07/31 115;

Xp 2022/07/31 ;

2022/07/31 81% L; 2022/07/31 86%
L 2022/07/31 96% L;

PCO2 2022/07/31 63;

2022/07/31 7.34;

2022/07/31 108 3L ;

2022/07/31 25;

-CoV-2 2022/07/31 ;

2022/07/31 6740

4
2022/07/29 bnt162b2

4
2022/07/31 21:00 4 2 Sp02
2022/08/01 4 3

728




Spo2 HOT

ADL

7/29 4 4

7/31 21:00 3L

81
4L 86%
BT 38.3 BP 122/81 HR 115 RR 25 Sp02 96% 3L
wheeze
pH 7.34 PCO 2 63 P02 108 (3L) HCO3 34.0
: Na 135, K 4.9, CRP 0.99, WBC 6740
Xp

bnt162b2
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BNT162b2

2022/09/20

ADL

Spo2
Spo2
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20589

v2210001939

2022/08/06 13:00 49

4 FN2726
49
2016/03 2016/03
2016/03 2016/03;

1 ET9096
2021/05/09

2 EY4834
2021/05/30

3 FJ7489
2022/01/15

PMDA

BNT162b2
2022/12/31

2016/03

2021/07/31

2021/08/31

2022/04/30

731




2022/08/06 22:00
2022/08/08

2022/08/06 22:00

2022/08/06 22:00

2022/08/06 23:00

2022/08/06 23:00

2022/08/08

2022/08/06 23:00

2022/08/06 23:00

2022/08/06 23:00

2022/08/07

2022/08/07

2022/08/07 01:30
140

2022/08/07 01:30
2022/08/08

2022/08/07 01:30
37.0

110bpm

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

2022/08/08

732




2022/08/07 140

2022/08/06 36.4
1:30 ;

120 bpm

2022/08/07 98%

49 4

-BioNTech

2016/03 2016/03

1:30 ;

2022/08/07

1:30

2016/03

49

2022/08/07 37.0

110

bpm 1:30 ;

-CoV2

733




2021/05/09 1 BNT162b2

2021/05/09 1

2021/05/30 2 BNT162b2
2021/05/30 2

2022/01/15 3 BNT162b2
2022/01/15 3

2022/08/06 13:08 4 BNT162b2

2022/08/06 22:00

2022/08/06 22:00

2022/08/08

734




40mg

10)1

23:00

24:00

1:30

Sp02 98% HR 110bpm

D.l1.V

3:30 2T

7:00

2022/08/08 5:00

(Major )

(Minor )

1 Major

AND1

4T 2x

37.0

40mg+

Major

100ml

BP 140

AND/OR1
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Major

3.
1 1
4
/ /
13:00
22:00
23:00
40mg D.1.V
/
3
HR 120bpm

472x M.A_3
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2022/08/18

2022/08/24

BNT162b2

737




2022/08/30

2022/09/06

738




20593

v2210001999 PMDA

2022/01 39 COVID-19
/
1 10mg
3
2021/04/26 1
99 3
BNT162b2
2022/05/06 2022/05/07 1
KN3 500ml
10 1A
100 3
200 1 14
BNT162b2
2021/04/18 38 CovVID-19

BNT162b2
39

KN3

200 2
7.5 3

500 ml

300mg
1

100 14

739




2021/05/11 2

10 1A

2021/05/12 2

1g KN3 500ml
1A

2021/05/14 2

2021/05/19 2

KN3 500ml

2021/05/09

2022/03/15

KN3 500ml
1A
BNT162b2
1A 10 1A
200 1
BNT162b2
BNT162b2
1 3
300mg 10 1A
BNT162b2
38 COVID-19
/

100ml

300

1A

10
1A

1A

740




2022/03/15

2022/03/15

/ LK  Skinmeta

2022 ;
2022
2022
2022
2022
2022
/
2022
2022
2022
2022
2022
/ LK  Skinmeta

741




2022/05/11

2022/01 3
2022/03/15
mRNA
2021/04/26
2021/08/05 /
2022/04

2022/03/15 3

TTS

BNT162b2

BNT162b2

742




BNT162b2

2022/03/15 LK Skinmeta

BNT162b2

2022/03/16

LK  Skin metastasis

LK  Skin metastasis

2022/03/15

743




1 2022/01
ADE

D.D.Dimer

100mg 2T 2T
BNT162b2 /

2021/04/26
1
500 ml 2021/04/18
2022/08/29
2 1

2021/04/18
10mg KN3

744




2022/09/05

2022/09/12

2022/09/23

1,2

#2

745




ADE ADE

746




2021/04/18 39 BNT162b2
1 / 39

2021/04/26
/ 7/ ;

20599

2021/05/12 /

2021/05/06 40.7%;

2021/05/06 13.8g/dl;

2021/05/06 280 x10 3/mm3;

2021/05/06 4630 x10 3/mm3;

2021/05/06 8000/mm3;

2021/05/06

747




2021/04/26
BNT162b2

7.59 3

2021/05/06

KN3B 500ml
200mg x 4

2021/05/07
/ /

100 14

18
BNT162b2

300mg

19

2mg x 14
/
10mg 1A( )
X 4
BNT162b2

7.59 3
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KN3B 500ml

2021/05/07

2021/04/26

40

2021/05/12

300mg
1
3
2021/05/06
8000/mm3 4630x10 3/mm3
LT% 280x10 3/mm3
4 HIT
MRI
/

10mg

2021/04/26

10mg

13.8g/dL

KN3 500ml
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2022/08/29

2022/09/12

2022/09/20
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20600

ID (169431)

23 COVID-19 BNT162b2
FJ5929 2022/04/30 2
FL7646 2022/05/31
COVID-19
1 2
1 2
2022/08/15
3 2022/08/19
3
?
PFIZER-BIONTECHCOVID-19
FL7646 FL7646

NTM

CAPA
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2022/08/18

2022/10/03
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20602

2022/07/29 14:00 73 COVID-19 BNT162B2
4 0.3ml FP9647
2022/10/31 73
1 /
15:00 2021/05 COVID-19 ;
2 /
15:00 2021/05 COVID-19
3 /
15:00 2022/02 COVID-19
2022 ;
2022/08/05 /T-Bil 4_.7mg/d1/GOT
372 U/L/GPT 1233 U/L/Gamma GTP 151 U/L ;
2022/08/10 10:00
2022/08/11 12 ;
2022/08/11 ; 2022/08/12

753




Alanine aminotransferase (5-45): (2022/08/10) 2171 1U/1, DA,
Alanine aminotransferase (10-42): (2022/08/12) 1233 1U/1, T H,
Alanine aminotransferase: (2022) 2000; (2022/08/12) 1233 1U/1; Albumin
globulin ratio (1.32-2.32): (2022/08/12) 2.24, > H; Alpha 1 foetoprotein:
(2022/08/10) 2.9 ng/ml, : :10.0 ; Alpha 1 foetoprotein (

10.0): (2022/08/12) 5.9 ng/ml; Ammonia (12-66): (2022/08/12) 24 ug/dL; Amylase
(39-134): (2022/08/10) 89 1U/1; Amylase (44-132): (2022/08/12) 76 1U/1;

Antithrombin 111 (75-125): (2022/08/12) 51 %, > L; Aspartate
aminotransferase (10-40): (2022/08/10) 1434 1U/1, DA, ; Aspartate
aminotransferase (13-30): (2022/08/12) 372 1U/I, T H, ; (2022/08/12)

372 1U/1, ; Band neutrophil count (0.0-19.0): (2022/08/10) 1.0 %; Band
neutrophil count (2-13): (2022/08/12) 4 %, : ; Basophil count
(0.0-2.0): (2022/08/10) 0.0 %; Basophil count (0.0-1.0): (2022/08/12) 0.0 %,

; Bilirubin conjugated: (2022/08/12) 3.2 mg/dl, T H,
0.3 ; Bilirubin urine: (2022/08/12) -, : : (-); Blood albumin
(4.1-5.1): (2022/08/12) 3.8 g/dlI, > L; Blood albumin (3.8-5.2):

(2022/08/10) 4.0 g/dl; Blood alkaline phosphatase (38-113): (2022/08/12) 195
1u/1, : H; (2022/708/10) 231 1U/1, : ; Blood bilirubin (0.4-1.5):
(2022/08/12) 4.7 mg/dl; Blood bilirubin (0.3-1.2): (2022/08/10) 4.5 mg/dl,

; (2022/08/12) 4.7 mg/dl, > H; Blood bilirubin unconjugated (0.2-
1.0): (2022/08/12) 1.5 mg/dl, : H; Blood chloride (98-108): (2022/08/10)
104 meg/1; Blood chloride (101-108): (2022/08/12) 104 mmol/L; Blood
cholesterol (142-248): (2022/08/12) 119 mg/dl, > L; Blood cholinesterase
(240-486): (2022/08/12) 193 1U/I, : L; Blood creatine phosphokinase (59-
248): (2022/08/12) 78 1U/1; Blood creatine phosphokinase (50-230):
(2022/08/10) 35 1U/1, : ; Blood creatinine (0.65-1.07): (2022/08/12)
0.81 mg/dl; Blood creatinine (0.65-1.09): (2022/08/10) 0.76 mg/dl; Blood
fibrinogen (150-400): (2022/08/12) 134 mg/dl; Blood glucose (70-109):
(2022/08/10) 89 mg/dl, ¢ ); Blood immunoglobulin A (93-393):
(2022/08/12) 87 mg/dl, : L; Blood immunoglobulin G (861-1747):
(2022/08/12) 734 mg/dl, : L; Blood immunoglobulin M (33-183): (2022/08/12)
10 mg/dl, : L; Blood lactate dehydrogenase (124-222): (2022/08/12) 252
/1, : H; Blood lactate dehydrogenase (120-245): (2022/08/10) 459 1U/1,

; Blood phosphorus (2.7-4.6): (2022/08/12) 3.5 mg/dl; Blood

potassium (3.6-4.8): (2022/08/12) 4.1 mmol/L; Blood potassium (3.5-5.0):
(2022/08/10) 4.1 mEqg/l1; Blood sodium (138-145): (2022/08/12) 139 mmol/L; Blood
sodium (135-145): (2022/08/10) 140 mkq/1; Blood thyroid stimulating hormone
(0.500-5.000): (2022/08/12) 3.270 uiU/mL; Blood triglycerides (40-234):
(2022/08/12) 90 mg/dl; Blood triglycerides (50-149): (2022/08/10) 94 mg/dl;
Blood urea (8.0-20.0): (2022/08/12) 14.3 mg/dl; Blood uric acid (3.6-7.0):
(2022/08/10) 3.7 mg/dl; Blood uric acid (3.7-7.8): (2022/08/12) 4.2 mg/dl;
Carbohydrate antigen 19-9 (0.0-37.0): (2022/08/12) 9.6 1U/ml; Carbohydrate
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antigen 19-9: (2022/08/10) 2.4 1U/ml, : :37.0 ; Carcinoembryonic
antigen (0.00-5.68): (2022/08/12) 1.31 ng/ml; Carcinoembryonic antigen:
(2022/08/10) 1.4 ng/ml, : :5.0 ; Coagulation test (0.85-1.15):
(2022/08/12) 1.29, : H; C-reactive protein: (2022/08/10) 0.54 mg/dl,

, :0.30 ; C-reactive protein (0.00-0.14): (2022/08/12) 0.37
mg/dl, : H; Creatinine urine: (2022/08/12) 100; Eosinophil count (0.0-
7.0): (2022/08/10) 0.0 %; Eosinophil count (1.0-5.0): (2022/08/12) 0.0 %,

; Erythroblast count: (2022/08/10) 0.0; Fibrin D dimer:

(2022/08/12) 0.5 ug/ml, : 1.0 ; Gamma-glutamyltransferase (13-
64): (2022/08/12) 151 1U/1; (2022/08/12) 151 1U/1, : H; Gamma-
glutamyltransferase: (2022/08/10) 180 1U/1, : , DM 79 ;

Glomerular filtration rate: (2022/08/12) 71.3 ml/min; (2022/08/10) 76 ml/min;
Glucose urine: (2022/08/12) -, : > (-); Glycosylated haemoglobin
(4.6-6.2): (2022/08/10) 5.5 %; Haematocrit (40.7-50.1): (2022/08/12) 41.3 %;
Haematocrit (40.4-51.9): (2022/08/10) 41.9 %; Haemoglobin (13.7-16.8):
(2022/08/12) 13.3 g/dl; Haemoglobin (13.6-18.3): (2022/08/10) 13.4 g/dl,

; Haemolysis: (2022/08/12) -; Hepatitis B surface antibody: (2022/08/12)

), : > (-); Hepatitis B surface antibody: (2022/08/12) 0.00

MiU/mL, : : <=10.00; Hepatitis B surface antigen: (2022/08/12) (+),
; Hepatitis B surface antigen ( 0.05): (2022/08/12) 3.96

1u/ml, T H, ; Hepatitis C antibody: (2022/08/12) (-); (2022/08/12)

0.03, : : S/CO; High density lipoprotein (40-80): (2022/08/10) 29

mg/dl, : ; Cloudy white: (2022/08/12) -; (2022/08/12) <1/H,

> /HPF; 1 (2022/08/12) ++; Low density lipoprotein (70-139):
(2022/08/10) 51 mg/dl, : ; Low density lipoprotein (65-163):

(2022/08/12) 66 mg/dl; Lymphocyte count (18.0-50.0): (2022/08/10) 65.0 %,

DA, ; Lymphocyte count: (2022/08/12) 4.0 %; Lymphocyte count (27.0-
47.0): (2022/08/12) 17.0 %, oL, ; Lymphocyte count: (2022/08/12)
5900, : /mm3; Lymphocyte morphology abnormal: (2022/08/12) +; Mean cell

haemoglobin (33.2-27.5): (2022/08/12) 29.0 pg; Mean cell haemoglobin (28.2-

34.7): (2022/08/10) 29.3 pg; Mean cell haemoglobin concentration (31.7-35.3):

(2022/08/12) 32.2 g/dl; Mean cell haemoglobin concentration (31.8-36.4):

(2022/08/10) 32.0 %; Mean cell volume (83-101): (2022/08/10) 92, o fL;

Mean cell volume (83.6-98.2): (2022/08/12) 90.2, : fl; Monocyte count

(1.0-8.0): (2022/08/10) 8.0 %; Monocyte count (3.0-8.0): (2022/08/12) 12.0 %,
T H, ; Neutrophil count (27.0-72.0): (2022/08/10) 26.0 %,

; Neutrophil count ( 1000.0): (2022/08/12) 2610.0, : /mm3;
Neutrophil count (38.0-58.0): (2022/08/12) 63.0 %, I H, ; Nitrite
urine: (2022/08/12) -, : : (-); pH urine (4.8-7.5): (2022/08/12)
7.5; Platelet count (158-348): (2022/08/12) 161, : x1073/u; Platelet count
(14.0-37.9): (2022/08/10) 15.6, : x10M/uL; Protein induced by vitamin K
absence or antagonist 11 (0-40): (2022/08/12) 14, : > MAU/ML; Protein
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total (6.6-8.1): (2022/08/12) 5.5 g/dl, : L; Protein total (6.5-8.2):

(2022/08/10) 5.8 g/dl, : ; Protein urine: (2022/08/12) 30 mg/dl,
: (-); Prothrombin level: (2022/08/12) 62 %; Prothrombin time:

(2022/08/12) 62 %; Prothrombin time (10.0-13.0): (2022/08/12) 14.6,

, H; Red blood cell count (4.35-5.55): (2022/08/12) 4.58, : x1076/u;
Red blood cell count (438-577): (2022/08/10) 457, : x10™M/uL; Red blood
cells urine: (2022/08/12) <1/H, : : /HPF; SARS-CoV-2 : (2022/08/10)

, ; Serum ferritin (14.4-303.7): (2022/08/12) 1177.1
ng/ml, T H, ; Specific gravity urine (1.006-1.030): (2022/08/12)
1.050<, : H; Thyroxine free (0.90-1.70): (2022/08/12) 1.76 ng/dL, T H;
Treponema test: (2022/08/12) (-), :RPR 1 0.20; (2022/08/12) (-);
(2022/08/12) 0.07, : : S/CO; Tri-iodothyronine free (2.30-4.00):

(2022/08/12) 2.81 pg/mL; Urinary occult blood: (2022/08/12) -,

(-); Urine analysis: (2022/08/12) -; (2022/08/12) 1+; (2022/08/12) ; Urine
ketone body: (2022/08/12) -, : : (-); Urobilinogen urine:
(2022/08/12) +-, : : (+-); White blood cell analysis: (2022/08/10)

0.0; (2022/08/10) 0.0; White blood cell count: (2022/08/12) <1/H,

/HPF; White blood cell count (3.3-8.6): (2022/08/12) 9.2, : :10"3/uL,
H, : ; White blood cell count (3500-9700): (2022/08/10) 11350,
: /uL, ; White blood cells urine: (2022/08/12) -, : ().
72 4
2021/05 BNT162b2 1 2021/05 BNT162b2
2
2022/02 BNT162b2 3
CoVID 4
COVID-19
2

756




2022/08/10 10:00

bnt162b2
2022/08/30
/ /
2022/08/10
2022/09/22
2022/07/29 4
2022/08/05 2022/08/22
4 GPT 2000
1
2022/08/11
2022/08/22
COVID-19
2
2022/08/10
12 BNT162b2
/ /
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EB

BNT162b2
2022/09/02
seg Neutrophil count
38.0 58.0
2022/09/22 PV202200047618
202201057394

202201057394

58
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20603

v2210001940 PMDA

2021/06 80 COVID-19
2 /

COVID-19
COVID-19

2021/09

2022/01/23

2022/03/26

2022/04/09

2021

9

COVID-19

2022/04/09 11:00

AICT

760




2022/01/23 2022/03/26

20608

BNT162b2
COVID-19 /
2022/09/20
) BRAIN and NERVE 2022; Vol:74(7), pgs:899-
904

2021/05/17 40

COVID-19

BNT162b2

/ C5-C6
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/ C5-C6

CSF MRI C5-6
C5-C6
2022/08/30
/ /
2021/05/09 39 COVID-19 BNT162b2 2
/ 39
1 10mg
KN3 500ml / /
20611 7.59 3 100 14
2mg x 14 KN3B 500ml 300mg 10mg 1A(
) 200mg x 4 3 X 4
7.59 3 KN3B 500ml 300mg 10mg

2021/04/18 COVID-19

2021/05/11
/ 7/
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2021/08/05

/
IgE 823 1U/1
/ / 7/
Blood immunoglobulin E 823 1U/ml
Chest X-ray 2022/05/12 /
C-reactive protein 3 mg/dl White blood cell count
2021/05/07 3
2021/05/09 2
2021/05/11 2021/05/12 2021/05/14 2021/05/19
CRP 3mg/dL IgE 8231U/ml
TTS
BNT162b2
cT MRI
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2021/05/12

2022/08/29 2021/05/11(2 2 )
/
KN3B 500ml ; 30ug; 10g; 10% 1A;
3x3; (250) 3x3; 3x3; 10g;
2mg; (200) (1 ) bnt162b2
2021/05/12
100ml; 19;KN3B
500ml ; 1A; (10) 1A; 1A
DIV; (200) 1 bnt162b2
2021/05/12 2 3
/ /
bnt162b2
/ / KN3B 500ml
30ug 10g 500ug
2021/05/14
bnt162b2
2021/05/19 2 10
1 ; 3 3
10 KN3B 500ml ; 300mg; (10) 1A;
1A DIV bnt162b2
(  : IgE 823 1U/1)
/ / KN3B 500ml
1A 1A 3
LK bnt162b2
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BNT162b2

2021/04/18

/
2021/04/26
1 10mg KN3 500ml
2021/04/26

10mg KN3 500ml

2022/08/29

1 2
/

2022/09/12

1 2

(IgE 823 1U/1)

2021/04/18

765




1 7.59 x 3 100 14

29 x 14 KN3B 500ml 30mg 3
X 4 1g x 3 7.5 3 100 14
2mg x 14 KN3B 500ml 300mg
10mg 1A( ) 200mg x 4 3
4 7.59 3 KN3B 500ml
30ug 10g KN3B 500ml
300mg 10mg

766




20614

PMDA

2021/10/26 63

63

2

2022/01;

v2210001959

BNT162b2

FH3023 2022/03/31

2022/01;

2022/01;

2022/01

2022/01;

767




1 FH3023

2022/03/31 2021/10/04
2021/10/27 CRP 6 /CRP
11.61 mg/dl ;
2021/10/27
/ ;
2021/10/27
2021/10/27
2021/10/27
2021/10/27
2021/11/18
2021/12/06 2022/01/06 32
/
CRP 6 /CRP 11.61
mg/dl
2021/10/26 36
2021/11/18 / ;
(0-0.3): (2021/10/27) 6 mg/dl 2021/11/18 11.61 mg/dl
/ ;. 2021/11/18

(2021/11/25)

768




2022/08/03

2021/10/26

2021/10/27

2021/11/18

CRP 11

2021/12/06

FDG

CT

2022/01/06

bnt162b2

PET/CT

769




2022/08/19

2022/08/30

770




20615

PMDA

2022/08/09 14
3
14

2022/08/10

1 v2210001962

2021/08/10

2 /
2021/11/14

1 /
2021/10/24

FR1790

2021/08

2021/08/10

FJ7489

FH3023

2022/08/11

BNT162b2
2022/11/30

IVig

2022/04/30

2022/03/31

771




2022/08/11 2022/08/15 /

2022/08/12 07:00
2022/08/15

2022/08/12 07:00

2022/08/15 /
2022/08/12
2022/08/15 3
/ /
2022/08/12 366 1U/1 ;
MB 2022/08/12 20 1U/1 ;
2022/08/11
; 2022/08/12
;- 2022/08/12 2.71 mg/dl ;
; 2022/08/12 65% 2022/08/12 65 %;
2022/08/11 I/ ST 1/
ST 2022/08/12 1 V3-5 ST ; 2022/08/12
ST T ; 2022/08/12 1 V3-V5 ST
2022/08/12 SARS-CoV-2 2022/08/12
COVID-19 ; (2022/08/12) COVID-19 ; T 2022/08/12 0.308

ng/ml

772




2022/08/11 2

CovID 4

2021/08/10 1Vlg

2022/08/24 14 8

2022/08/10

2022/08/11

2022/08/12 12 1
V3-5 ST

2022/08/15

/ 2022/08/11

2022/08/12 : T 0.308 ng/ml
CK 366 U/L CK-MB 20 U/L CRP 2.71 mg/dL CRP
ESR 1 D MRI

773




2022/08/12

2022/08/12
/

2022/08/15

2022/08/24

ER
ER

2022/09/05

65%

ST

/

BNT162B2

202201058449

202201058449

2022/08/12

PV202200043988

774




20617

58

1
BNT162b2
2021/09/30

2022 2

ID (169431)

FA2453

2022/02

2021/06/10  BNT162b2

2022/02

2021/08/31 2021/07/01
FC5295

775




PFIZER-BIONTECH COVID-19

FC5295

NTM

CAPA

2022/08/18

2022/10/03

FA2453

776




20626

2021/06/07 63

2021/06/07

2021/06/07

2021/06/07

2021/06/07

1A

20

40mg

100ml

BNT162b2
63

2021/06/08

2021/06/08

777




BNT162b2

BNT162b2 /

2022/09/22

20629

v2210001813 PMDA

2022/07/25 81 COVID-19
FP9647
COVID-19 coviD-19 3
2022/02/14
COVID-19 Covid-19 1
COVID-19 Covid-19 2

BNT162b2
2022/10/31

81

778




2022/07/25

2022/07/30

2022/07/25 12:00

2022/07/25

2022/07/25

2T 1 2

2022/07/27
(250)

2022/07/30

00

00

2022/07/27

2022/07/25 36.2
36.2
CovID-19 4
FP9647 2022/10/31
2T 1 2 4

BNT162b2

®

779




2022/08/31 3 2

100cc 1A 1A
250mg; 1A

2022/08/23

2022/08/25

2022/08/26

RMH

1A

780




3 ; /
2022/02/14 COVID-19
/ COVID-19
COVID-19

/
2022/02/14 COVID-19

2022/08/31

781




V2210002068 (PNDA)
2022/06/17 25 CovVID19 BNT162b2
25
’ E IgE
20631 ’
Y
1 2021/10/13
’ 2 2021/11/10
2022/06/18 39.5 :
2022/06/19
2022/06/19
/
2022/06/19

782




2022/06/19

2022/06/19 /

2022/06/23 Th 7 /

2022/06/23 ;

2022/06/23 ;

2022/06/24

2022/06/24 2022/07/16 22

Th 7 /

; s ( ) 5 (2022/06/24)
AQP4 MOG

GM1 19gG - ATLV -

(2022/06/18) 39.5 (2022/06/24)  37.0

4 2022/06/24 27 /ul;

50-70 2022/06/24 63 mg/dl;

2022/06/24 4.9 mg/dl;

783




15-40 2022/06/24 29 mg/dl;

CSF 1 (2022/06/24)
29 mg/dL

(2022/06/23) 26/23 kg; (2022/06/24)

24kg 33kg

(2022/06/23) Th 7
(2022/06/23) 4

: (2022/06/23) /

MRI  (2022/06/24) C4-5

T2 DWI
T1
MRI
<MRI >
4 (
T2 1 (
<MRI >
)
)
C4-5
2022/06/24
0.0

1gG

Th 7
(T4

MRI
T2

T2

24kg

)

33kg

27/uL

63 mg/dL

(FLAIR)

784




2022/06/18

2022/06/19

2022/06/23
(T 4

2022/06/24

BNT162b2

CIS

39.5

37.0 24kg
MRI C4-5

2022/06/24 2022/07/16

Clinically isolated syndrome

IgE

ADEM

ADEM

33kg
ADEM

785




2022/06/23

2022/06/24

<MRI

T2

<MRI

MRI
T2
(FLAIR) T1
MRI
>
(

1 (

>

MRI
T2
C4-5 T2
1

owl

786




2022/06/24

63 mg/dl

29 mg/dl

06/18 06/18

Ilg 4.9mg/dl

2022/06/19

2022/06/18

2022/06/19

27/uL

50-70

15-40

1gG

2022/06/24

2022/07/16




2022/06/23 /

D5/5BB5 /5 TB 4/4 Wk 5/5WE 5/5ED 4/4FED 4/4 grip 26/23kg
4 /4GM 5 /5 GM ed 5/5Q 5/5H 4/4 TA 5/5GS 5/5

TTR R L TTR PTR Hoffmann / Babinski /
Th 7
0.0
06/24
37
27/uL C4-5
ADEM
07/01 07/03 2022/07/08

2022/07/10 3

2022/07/16

PSL 40mg 08/03

AQP4 MOG

clinically isolated syndrome /

BNT162b2 /

788




2022/08/29

ROA

AQP4

RMH

789




20634

v2210001963 PMDA

2021/10/09 15:30 13 CovID-19 BNT162b2
FF9942 2022/02/28
1 FD0349
2022/01/31 2021/09/18 15:00 COVID-19
2
2021/11/05 ;
2021/11/05
2021/11
2021/12 1
2022/02/23 2022/04/05 41
1

790




1 (2021/11/26)

MRI  (2022/02/23)

MRI  (2022/01/05) :

MRI  (2022/02/23)

MRI

2021/09/18 1

2021/10/09 2

2021/11

2021/12

2022/02 1

2022/09/30

(2022/02/23)

bnt162b2

791




2021/11

2021/11/26

2021/12

2022/01/05 MRI

2022/02/23

MRl  MRI

2022/02/24 2022/03/03

2022/04/05

2022/05

2022/08/23

oD

1000 ml/day

2022/03/31

792




2022/09/30

20637

72
/
2022/03/07
2022/07/11
2022

BNT162b2

37.4

793




4 5 CMT

2022/03/07 3

2022/07/11 36

37.4

2022/07/11 /

2022/08/17 4

BNT162b2 /

2022/08/31

794




20648

v2210002128 PMDA

2022/07/02 13:00 64

FP9647 2022/10/31 4
64
2022/07/03
2022/07/03
1 ET3674 2021/07/31
2021/04/24 13:00 63
2 EY2173 2021/08/31
2021/05/15 13:00 63
3 FK6302 2022/04/30
2022/01/15 13:00 63
2022/07/28
/ ;
2022/07/28
4

BNT162b2

795




2022/08/17 1.15; PAIlgG 2022/08/17 26

ng/x10"7 ; ;
(2022/08/15) ; 2022/07/02 36.7 4
; 2022/08/17 40 ; (2022/08/17)
; 2022/07/28 (13.0-35.0):
(2022/08/15) 3.8, : x10M4/uL, : ; (2022/08/17) 6.1,
x10™M4/uL,
1 2 3 63 4
64
2021/04/24 13:00 1 bnt162b2 1
ET3674 2021/07/31
2021/05/15 13:00 2 bnt162b2 2
EY2173 2021/08/31
2022/01/15 13:00 3 bnt162b2 3
FK6302 2022/04/30
2022/07/02 13:00 4 bnt162b2 4
FP9647 2022/10/31
3
1
4

796




400mg
7 3
2022/07/28 4 26
2022/08/18 4 47
4
BNT162b2

2022/08/15 3.8x10M4/uL
13.0 35.0 ;2022/08/17 6.1x10M4/uL
13.0 35.0 ;
2022/07/28 /

797




4 2022 7

2022/08/15

2022/08/17

2022/08/24

2022/08/31

2022/07/28

2022/08/15

798




2022/09/15
PAIGG

799




20649

2022/01 63
/
63

2022/02/05

2022/02/05

2022/02/06

BNT162b2

2022/02/05

800




2022/02/05

2022/03/04

CovID 4

BNT162b2 /

2022/09/26

12

801




20652

2022/06/22

COVID-19

COVID-19

2022/07/11

2022/07/11

2022/07/20

2022/07/20

2022/07/20

2022/07/20

2022/07/21

v2210001966 (PMDA)

72

COVID-19
3

BNT162b2
72

COVID-19

COVID-19

802




2022/07/21

2022/07/22

2022/07/22

/ /

2022/08/03

2022/08/10

2022/08/10

2022/08/10

2022/07/22 2022/08/10
19

Antinuclear antibody: (2022/08/03) ; (2022/08/03) ; : (2022/08/03)
; 1 (2022/08/10) ;
(2022/07/21) ;
1 (2022/07/21) ; 1 (2022/07/21) S1Q3T3

2022/08/10

803




72

2022/07/22

2022/07/22

2022/08/10

2022/08/10

2022/06/22

2022/07/11

2022/07/16

2022/07/20

2022/07/21

2022/07/22

2022/07/23

2022/07/24

2022/07/26

2022/07/27

2022/08/03

11
1
1
1 19
3
CT
NO
10mg
NO
SS-A/SS-B

2.5mg

ECG S1Q3T3

804




2022/08/05

2022/08/10
2022/07/22 2022/08/10
BNT162b2
2022/07/22 2022/08/10
BNT162b2
2022/07/22 2022/08/10 BNT162b2
2022/09/26
2022/08/17 91 CovID19 BNT162b2
20657
CcoviD19 Covid-19
2022/08/19 (2022/08/22)
2022/08/19 (2022/08/22) 39

805




(2022/08/19) 39

1300

2022/08/19 39
1300

BNT162b2 /

2022/09/26

4000

4000

806




20666

62 COVID-19 BNT162b2

/ ;
COVID-19
/ 2
2018/09/16
2018/09/16
2018/09/19 :
14
28
PSL :
PSL PSP
2018/11/16
2018/09/13
2018/09/26

+PSL

+PSL

20

2018/09/16

807




2019/01/11

2022/08/11 2022/08/26
; /BioNTech /2022/08/15

2022/08/19

; /BioNTech /2022/08/15

Alanine aminotransferase (5-40): (2022/08/19) 14 1U/1; (2022/08/22) 8 1U/I;
(2022/08/25) 28 1U/1; Aspartate aminotransferase (10-40): (2022/08/19) 13
1U/1; (2022/08/22) 10 1U/1; (2022/08/25) 18 1U/1; Blood albumin (4-5):
(2022/08/19) 4.9 g/dl; (2022/08/22) 2.7 g/dl; (2022/08/25) 2.9 g/dl; Blood
alkaline phosphatase (38-113): (2022/08/19) 53 1U/I; (2022/08/22) 32 1U/1;
(2022/08/25) - 1U/1; Blood bilirubin (0.2-1): (2022/08/19) 0.6 mg/dl;
(2022/08/22) - mg/dl; (2022/08/25) - mg/dl; Blood chloride (98-109):
(2022/08/19) 97 mEq/1; (2022/08/22) 105 mEq/1; (2022/08/25) 106 mEg/1; Blood
creatine phosphokinase (57-197): (2022/08/19) 47 1U/1; (2022/08/22) 33 1U/I;
(2022/08/25) 33 1U/1; Blood creatinine (0.61-1.04): (2022/08/19) 4.54 mg/dl;
(2022/08/22) 1.19 mg/dl; (2022/08/25) 1.06 mg/dl; Blood lactate dehydrogenase
(124-222): (2022/08/19) 147 1U/1; (2022/08/22) 133 1U/1; (2022/08/25) 148
1U/1; Blood potassium (3.6-5.0): (2022/08/19) 4.1 mEq/1; (2022/08/22) 4.4
mEq/1; (2022/08/25) 4.5 mEqg/l; : (2022/08/15) 134/72 mmHg;
(2022/08/19) 104/74 mmHg; (2022/08/26) 118/73 mmHg; Blood sodium (136-147):
(2022/08/19) 135 mEq/1; (2022/08/22) 131 mEq/1; (2022/08/25) 139 mEq/I; Blood
urea (6-20): (2022/08/19) 50 mg/dl; (2022/08/22) 46 mg/dl; (2022/08/25) 13
mg/dl; : (2022/08/15) 37.8  ; (2022/08/19) 36.5 ; (2022/08/26)
37.5 ; C-reactive protein (0-0.3): (2022/08/19) 0.35 mg/dl; (2022/08/22)
9.36 mg/dl; (2022/08/25) 3.97 mg/dl; Gamma-glutamyltransferase (0-70):
(2022/08/19) 45 1U/1; (2022/08/22) - 1U/1; (2022/08/25) - 1U/1; Glomerular
filtration rate: (2022/08/19) 11.3 ml/min; (2022/08/22) 49.1 ml/min;
(2022/08/25) 55.7 ml/min; Haematocrit (39.8-51.8): (2022/08/19) 42.5 %;
(2022/08/22) 23.9 %; (2022/08/25) 24.8 %; Haemoglobin (13.5-17.6):

808




(2022/08/19) 14.8 g/dl; (2022/08/22) 16.2 g/dl; (2022/08/25) 29.0 g/dl;

1 (2022/08/15) 113, 1/ ; (2022/08/19) 101, 1/ ; (2022/08/26)
89, /o 1 (2022/08/15) ; Lymphocyte percentage (18-
59): (2022/08/19) 14.8 %; (2022/08/22) 16.2 %; (2022/08/25) 29.0 %; Neutrophil
count (40-74): (2022/08/19) 78.8 %; (2022/08/22) 72.5 %; (2022/08/25) 59.0 %;

Platelet count (13.1-36.2): (2022/08/19) 26.9, : x107M/ul; (2022/08/22)
20.9, : x107M/ul; (2022/08/25) 34.3, . x1074/ul; Prothrombin time
(10.5-13.5): (2022/08/19) 12.0 ; (2022/08/22) - ; (2022/08/25) - ; Red
blood cell count (427-570): (2022/08/19) 478, : x107M/ul; (2022/08/22)
270, : x10nM/ul; (2022/08/25) 277, : x1074/ul; SARS-CoV-2
(2022/08/15) , : , LAMP ; White blood cell count

(3900-9800): (2022/08/19) 14100 uL; (2022/08/22) 11110 uL; (2022/08/25) 9150

uL
; /BioNTech /2022/08/15
8 19 8 18 5 /
8 19
AKI
2022/08/15 -CoV2 , LAWP
-CoV2
-CoV2
ECMO
/
/ /

809




-CoV-2

2022/08/15
COVID- CXR CT 2022/08/15

PT PTT D- INR B

2022/08/19
2022/08/19
CRP
IL-6 2022/08/19
-CoV2

BNT162b2 /

2022/09/06

DSEP

810




1mg
BNT162b2
1.
/BioNTech
2.
3.
4.

AKI

/2022/08/15

0.5mg

/BioNTech

/2022/08/15

2022/08/11

AKI

811




20677

PMDA v2210001978
2022/04/04 37 COVID-19 BNT162b2

FN2723 2022/07/31 3

37
2021/09/09 1 FF3620
2021/11/30 COVID-19
2021/09/30 2 FF9944
2022/02/28 COVID-19
2022/04/04 2022/05/12
2022/04/07 2022/05/12
AST 286 ALT 470 w-GTP 317

2022/04/05 2022/04/08 38.5
2022/04/11 2022/04/19

AST 286 ALT 470 w-GTP 317

ALT 2022/04/07 470 2022/04/11 420 2022/04/19 81 2022/05/12

15 2022/05/31 14 AST 2022/04/07 286 2022/04/11 238

2022/04/19 26 2022/05/12 18 2022/05/31 16 2022/04/05

812




38. 5 Y -GTP 2022/04/07 317 HBs 2022/04/11 HCV

2022/04/11 2022/05/12
2
1
2022/04/04
2022/04/05 38.5 3
04/07 AST 286 ALT 470 vy-GTP 317
04/11

04/11 AST 238 ALT 420

04/11 HBs (-) Hev “)

04/19 AST 26 ALT 81
05/12 AST 18 ALT 15
2022/05/12
2 05/31 AST 16 ALT 14

BNT162b2

813




(2022/09/01)

814




20679

2022/06/25 18:00 95

BNT162b2 4
2022/10/31 94
COVID-19 1
/ 3
2021/06/07 ;
2020/12/21
2018/02/14
2022/08
COVID-19

COVID-19
FP9654
COVID-19 CovID-19
/ 2

2021/06/07
2021/06/15

2021/06/07

Na

COVID-19

Alanine aminotransferase 2022/05/10 291U/1;

Aspartate aminotransferase 2022/05/10 311U/1;

Blood albumin 2022/05/10 3.5g/dl;

Blood alkaline phosphatase 2022/05/10 811U/1;

Blood bilirubin 2022/05/10 0-43mg/dl;

815




Blood

Blood

Blood

Blood

Blood

Blood

Blood

Blood

C-reactive protein

Gamma-

Glomer

Haemat

Haemog

Platel

Red bl

White

FX6462

5mg
10mg

calcium 2022/05/10 9.5mEqg/I;

chloride 2022/05/10 95mEg/1;
creatine phosphokinase 2022/05/10 701U/1;
creatinine 2022/05/10 0-99mg/dl;
lactate dehydrogenase 2022/05/10 4431U/1;
potassium 2022/05/10 3.9mEg/I;
sodium 2022/05/10 140mEg/1;
urea 2022/05/10 18.6mg/dl;

2022/05/10 1.05mg/dl;
2022/05/10 171U/1;

glutamyltransferase

ular filtration rate 2022/05/10 39.3ml/min

ocrit 2022/05/10 31.6%;
lobin 2022/05/10 10.4g/dl;
et count 2022/05/10 3.01 10*6/uL

ood cell count 2022/05/10 0.0321 10*6/uL
blood cell count 2022/05/10 12.2/mm3
2022/08/19
COVID-19
80mg
1.25mg

301x1074/ul;

3.21x10M/ul ;

2022/08/22

oD
Na

816




500mg

PR ID PR ID 7581058

-BIONTECH COVID-19

CAPA

2022/09/13

2021/06/07

2021/06/07

2021/06/07

2021/06/15

2022/08/25

0.25ug

/LOE

FP9654

LOE

817




2022/09/13

818




20680

2022/08/10 16:23 75 COVID-19 BNT162b2
0.3ml FT9319 2022/12/31
75
2020/04/21 ; 2020/04/21 ;
2020/04/21 ; 2020/02/24
2021/02/24
); ( ): (
2022/05/25 ); (
2021/02/24 ); (
2021/02/24 )
1 10:51
FC3661 2021/09/30
2021/06/28 COVID-19 2 19:14
FC5947 2021/09/30
:2021/07/21 COVID-19 ; 3 ( )
FK0595 2022/05/31 1
2022/03/07 COVID-19
/
2022/08/11
2022/08/11 /
2022/08/11 /
2022/08/11

819




2022/08/10

2022/08/11

2022/08/10

2022/08/11

2022/08/22

2022/08/11

0-170

2022/08/22 1811U/ml

0.3ml

bnt162b2

820




; 60mg><2

1 2
3 1
4 2022/08/11
2022/08/22
14
2022/08/29
2022/02/24
60mg
2022/08/22
0 170
BNT162b2 /
2022/09/05
; 1
; /
; /

60mg

2022/04/27
181

1U/mL

821




20682

v2210002130 PMDA

2022/02/08 65
3

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

BNT162b2

822




2022/03/26

2021/10/16

2022/02/03

2022/02/08

2022/03/26

2022/08

Brain Fog

BNT162b2

Brain Fog

823




BNT162b2 /

2022/09/02

20685

2022

COVID-19mRNA

64

49

29

824




2022/09/29

20687

v2210002188 PMDA

2022/02/23 77 COVID-19 BNT162b2
3
G4;

HbAlc 6.1;

2007 7

PVC EF ;
2007 7
PVC EF

77

825




2022/02/27 2022/02/27

CovID

2022/02/23
2022/07/27

2022/02/24
2022/07/27

2022/02/25
2022/07/27

2022/02/25

2022/07/27

2022/07/27

2022/07/27

2022/07/27

2022/07/27

2022/07/27

COVID-19

COVID-19

826




2022/03/24 25

2022/07/27

2022/02/27

Blood creatine phosphokinase 2022/02/28 5279

Blood creatine phosphokinase MB 2022/02/28 78
U/L;
Chest X-ray 2022/02/27 CTR 54.6 CPA dull ;

C-reactive protein 2022/02/27 0.69mg/dl

Echocardiogram 2022/02/28 EF 38.5
2022/03/07 EF 19.3

;  2022/04/27 EF34.5
2022/07/27 EF 43.2 diffuse-hypo;

Electrocardiogram 2022/02/28
T

Fibrin D dimer 2022/02/27 1.7ug/ml

Glomerular filtration rate 2022/02/27 20.8;

Glycosylated haemoglobin 6.1;

N-terminal prohormone brain natriuretic peptide

Oxygen saturation 88-90%
;  2022/03/20
Troponin 1 2022/02/28 167ng/ml

; 19.3%

diffuse-severe hypo;

2022/02/27 3290

6L ;

u/L;

827




2022/02/23 3

2022/02/25
2022/02/26 2022/02/27
6L  88%-90%

T
2022/02/28 2022/03/07 EF 38.5% 19.3%
2022/07/27, EF  43.2%
2022/02/25

/ 2022/02/27-03/24

/ / BNT162B2

828




2022/02/27

2022/02/28

2022/02/27
1.7ug/mL

2022/02/28
78u/L

2022/02/28

2022/03/07

2022/04/27

2022/07/27

2022/02/24

2022/02/23

2022/02/25

CTR 54.6% CPA dull

eGFR 20.8 NT-proBNP 3290 CRP 0.69mg/dL

167ng/ml 5279u/L

EF38.5% diffuse-hypo

EF19.3% diffuse-severe hypo

EF34.5% diffuse-severe hypo

EFF43.2% diffuse-hypo

2022/02/27
BNT162b2

2022/03/24

829




2022/02/27
1.7ug/mL

2022/02/28
78u/L

2022/03/07

2022/03/20

2022/02/28

2007 7

BNT162b2

eGFR 20.8 NT-proBNP 3290 CRP 0.69mg/dL

167ng/ml

PVC

EF

5279u/L

19.3%

830




2022/07/27,

2022/09/06

BNT162b2 /

LLT

ECG

;HbA1LC

EF

43.2%

831




832




20689

v2210002187 PMDA

2022/08/09 12:00 20

COVID-19 CovID-19

2022/08/10 12:00

2022/08/10 12:00

2022/08/10 12:00

2022/08/10 12:00

2022/08/19 6

Computerised tomogram

Echocardiogram
Electrocardiogram

necrosis marker

X-ray 2022/08/13

CovID-19

COVID-19

38

BNT162b2
20

COVID-19

38

2022/08/13

Body temperature 2022/08/10 38

Troponin

2022/08/13
2022/08/13
2022/08/13 Myocardial
2022/08/13 1.2 ng/ml

833




20 5

2022/08/09 12:00

2022/08/09 3

2022/08/10 12:00

ECG

2022/08/23

2022/08/13

2022/08/13

2022/08/10
/

CovID-19
1
6 08/19
14
CT X XP
1

3 bnt162b2
38
TTE
cT
1.2 ng/mL
TTE
2022/08/13 2022/08/19 6

TTE

834




BNT162b2 /

2022/09/12

2022/08/13

835




20691

v2210002039 PMDA

2022/08/24 10:30 78 CovID-19 BNT162b2
0.3ml FP9654
78
2018/11
2021/02

EW4811

EY5420

FL1839

2022/08/24

2022/08/24

BM
1 10:00
2021/07/31 2021/05/20 COVID-19
2 10:00
2021/08/31 2021/06/10 COVID-19
3 10:00
2022/04/30 2022/02/09 COVID-19

2023/01/31

836




2022/08/24 ;

2022/08/24

Asystole

2022/08/24 11:51

Asystole

2022/08/24 36.3

2022/08/24

Asystole

78 8

COVID-19 4

837




COVID-19

2022/08/24 11:51

2022/08/24

Asystole

30

BNT162b2

838




2022/02/09 3

2022/08/24 11:40

839




2022/08/24 11:

IPF
5L

IPF

2022/08/24 12:

2022/09/09

51

asystole

39

IPF

CPA

CcT

2L

CPR

840




2022/09/15

2022/10/04

RMH

11 51

841




20693

2022/07/20 13:42 66
4
2022/10/31 66

2022/02/01
3 FK8562
13:29

2022/07/21
2022/08/09

2022/07/21
2022/08/09

2022/07/23

2022/07/23
GB( )

GB( )

COVID-19 4

BNT162b2
FP9654

2022/04/30

842




2022/07/21

2022/08/09
/
2022/07/20
2022/07/21
2022/07/23
)
2022/08/09

07/21 07/22

28

5m

GB(

12

20

843




BNT162b2

BNT162b2

2022/08/09

2022/08/24

2022/09/07

1,2,3
EUA

GB(

844




845




20696

PMDA

2022/03/01 63

2022/03/07
2022/07/23

2022/03/03

2022/07/23

2022/03/03

2022/07/23

2022/03/03

2022/03/07

v2210002190

0.6

2022/07/23

/1TP

ITP

846




2022/07/23

2022/03/07

ITP /

2022/03/07

2022/03/07

2022/03/07 0.6
2022/03/09 2.7

2022/03/03

03/07

2022/03/08 1.9

2022/03/14 16.5

2022/03/08 1.9
2022/03/14 16.5

2022/03/09

2022/03/09

0.6

0.6

2.7

847




2022/03/09 BNT162b2

0.6 /
/ 2022/03/07

2022/10/03

02/14

2022/03/07

2022/03/02
2022/03/07

848




20697

v2210002041 (PMDA)

59 CovID19 COVID-19
59
11
2021/08
2021/08
/
2021/10
2022/01
60 11
2021/08
2021/08/16

849




2021/10

2022/01

2022/08/16

COVID-19

2022/09/09

BNT162b2

850




V2210001712 (PMDA)
2022/05/28 55 CovVID19 BNT162b2
FM7534 2022/10/31
2021/10/02 COVID19 1
’ FF0843 2022/01/31
’ 2021/10/23 COVID19 2
FJ7489 2022/04/30
20698
2022/07/01 22
’ 2022/07/01
2022/07/01
2022/07/01
2022/07/01
/
2022/07/01
2022/07/11

851




2022/07/08 ;

(2022/07/11) (2022/07/14)

22 22 15 15

(2022/08/01) 27/20 27 20
MRI  (2022/07/08)
1
22 15
BNT162b2
(2022/08/24)
2022/07/01 2022/07/01
22 15

22

15

852




2022/07/11

2022/07/22

2022/08/01

27

20

CcT

BNT162b2

853




(2022/08/24)

2021/10/23

22

2021/10/02

15

854




20699

2022/01/14 46

FJ7489

ER9480
46

EW4811
46

2022/01/30 12:00

3
46
1 /
2021/07/31 2021/04/17
2 /
2021/07/31 2021/05/08
CovID 4
2022/01/30
2022/01/30 12:00
2022/01/30 12:00
2022/01/30 4

BNT162b2
2022/04/30

855




Amylase 2022/01/30 ; 2022/01/30
; 2022/01/30

2022/01/30 12 00

2022/01/30 CT

856




20701

COVID-19 BNT162b2

/ COVID-19
1 /
3
COVID-19
4 COVID-19
/
1 2 3

4
COVID-19
2
/
2 3

CovID-19
/

857




20705

2022/08/01 12:00 27

BNT162b2

Covid-19 1

Covid-19 2
Covid-19 3

2022

2022/08

(2022/08/25)

covid-19

2022/08/01

2022/08/25

2022/08/25

1 2022/08/25

27

COVID-19

COVID-19
COVID-19

858




(2022/08/25) CT  2022/08/25 n.p

2022/08/26 ECG 2022/08/25
2022/08/25 72 / MRI 2022/08/25 n.p
SARS-CoV-2 (2022/08/25)
27
2
CovID 4
COVID-19
3
2022/08/01 12:00 COVID-19
) 4
2022/08/25 00:00 23
25
/
COovID-19
2022/08/25 CT MRI n.p

12

HR 72/

bnt162b2(

859




2022/08/25 ECG HR 72/

2022/08/25

2022/08/25 X

2022/08/25 COVID-19

2022/08/26

2022/08/01 4

2022/08/22

2022/08/25

2022/08/25 2

5mg

2022/08/26

BNT162b2 /

860




2022/09/06

cT
MRI X SARS-CoV-2
/
v2210002040 (PMDA)
2021/07/19 60 COVID-19 COVID-19
/
20707
2021/07/22 2021/10/21
2021/07/22 2021/10/21

861




COVID-19

2021/07/22

2021/10/21

2021/07/19

2021/07/22

2021/07/28

2021/08/12

10

2022/09/30

BNT162b2

862




20708

2021/11 26 BNT162b2

2 / 25
1
2021/10 25
1
10 11 CMT CMT
BNT162b2 /
2022/10/03

863




20713

2022/08/01 75

0.3ml /
2022/08/04
5cm ;
2022/08/04
5cm
2022/08/01 CMT
2022/08/04
CMT
2022/08/08
2022/08/30
2022/08/08

BNT162b2

5cm

AE

5cm

5cm

864




BNT162b2

2022/08/30

PV202200051296

BNT162b2

2022/10/07

02

PV202200051296

Stimulated Report

202201099456

865




20714

ID (169431)

2022/01 46
/

2022/01

BNT162b2

COVID-19

COVID-19

866




BNT162b2

20716

"Rapid progression of

marginal zone B-cell lymphoma after COVID-19 vaccination (BNT162b2): A case

report”, Frontiers in Medicine, 2022; Vol:9, DOI:10.3389/fmed.2022.963393.

80

COVID-19

BNT162b2 BNT162B2 /

867




COVID-19 BNT162b2

2
1 6 2 3
~30.0x30.0mm
28.5x5.7mm 10.2 mm
C-
2 SS-A SS-B
1 40 CT
14 7.5mm
COVID-19 BNT162b2
9 ( 6 15

868




15 CT 28.5x5.7mm

10 68.3x17.1mm 6 16
14 22
7.5mm 13.3mm 18F FDG
-CT FDG
6.92

CD20 CD79a bcl-2
CD3 CD5 CD10 bcl-6 MuM1 D IgA 119G IgM
CD19 CD20 (D22 cyCD79a
CD5 CD10 CD1llc (D23 CD25 (D103

24 1
MZL
I1E
70.0x20.0mm 10
CT COovID-19
14 28.5x5.7mm
CT  7.5mm 10.2mm
2022/08/24

"Rapid progression of marginal zone B-cell lymphoma after COVID-19 vaccination
(BNT162b2): A case report”, Frontiers in Medicine, 2022; Vol:9,
DO1:10.3389/fmed.2022.963393.

869




20718

73

BNT162b2

870




2022/07/03

2022/07/03

2022/07/03 3

871




20719

ID (169431)

2022/08/19 54

4
COVID-19 1
COVID-19 2
COVID-19 3
2022/08/22
2022/08/22
2022/08/22
/
2022/08/22
8000

200

COVID-19
0.3 ml
200
200 8,000
8

2022/08/22 200

BNT162b2

COVID-19

COVID-19

COVID-19

,000 40

8,000 40

872




3
7 7
200 8,000 40
4 40
8,000

2022/09/02 /
2022/08/19 bnt162b2 4
2022/08/22
2022/08/26
4 3

200 8000

873




2022/09/15

2022/09/02

202201099634

BNT162b2 /

2022/09/15

202201099634

BNT162b2 /

202201099634

202201099634

PV202200051765

PV202200054958

874




20720

BNT162b2

COVID-19 BNT162b2

2
FN9605

COVID-19

-BIONTECH COVID-19

NTM

CAPA

/

2022/08/31

/
2022/11/30

FN9605

875




FN9605

20723

ID:  (169431)

2022/08/16 73
0.3 mL

;COVID-19
19 Cl

COVID-19

OVID-19

COVID-19 BNT162b2 4 (
/
COVID-19 1
COVID-19 2 ;COVID-
3
2022
2022/08/19
2022/08/19

876




2022/08/19

2022
( 3 )
4 4
10
2022/09/02 4 3

1gA

2022/08/19

877




2022/08/26

BNT162b2

BNT162b2 /

PRD/SRD 2022/08/31

2022/09/02

202201095599

2022/09/15

202201095599

/
PV202200052111
202201095599
PV202200054958
202201095599

878




879




20724

ID (169431)

83 BNT162b2
/ 2
3 /
2022/08
2022/08
2022/08
2022/08/29 1
4

880




881




20727

2022/08/08 16:00 22 BNT162b2
covid-19
2022/10/31 22
2021/08/24 1
2021/11/30 COVID-19
2021/09/15 2
2022/02/28 COVID-19
2022/08/08
2022/08/08 16:00
2022/08/08
1
2
2022/08/08
BNT162B2
2022/10/31 3
COVID 4
MRI 2022/08/08 16:00

BNT162B2

FE8162

FG0978

16:00
FP9654

FP9654

2022/08/08

COVID-19

882




2022/08/29

2022/09/01

883




20729

PMDA v2210002053

2022/08/09 11:50 46
FT8584

4000;

covid-19

2022/11/30 3

BNT162b2

46

884




1 bntl62b2 1

FF4204 2021/10/31 2021/08/27 COVID-19
2 bnt162b2 2
FF9944 2022/02/28 2021/09/17 COVID-

19
2022/08/09 12:30 2022/08/10
2022/08/09 13:40 2022/08/10

170796
2022/08/09 13:40 2022/08/10
2022/08/09 13:40 2022/08/10

2022/08/09 13:40

2022/08/10
2022/08/09 13:40 2022/08/09
2022/08/09 13:40 2022/08/10
2022/08/09 13:40 2022/08/09
2022/08/09 13:40 2022/08/10
2022/08/09 14:00 2022/08/10 ;
2022/08/09 18:00 2022/08/09
20:30

885




2022/08/09 19:00 2022/08/10

2022/08/09 19:00 2022/08/10

2022/08/09 92 1U/1

2022/08/09 170/96 1 50
2022/08/09 120-140
2022/08/09 36.6 3
2022/08/09 74 / 1 50
40
1 50 170/96 74 /
120-140 15:50

886




18:00

19:00

2022/08/09 13:40

14:00

18:00

2022/09/09

bnt162b2

20:30

bnt162b2

887




2022/08/09 92 1U/1
2022/08/09 92 1U/1

888




20730

1v2210002058

2022/08/09 70

2022/08/10

2022/08/10

( ) (
)(

2022/08/10 19:00

:(2022/08/11)
.

2022/08/10

2020

covid-19
/

PMDA

COVID-19 (
70 )

2020

889




2022/08/10 18:00(

2022/08/10 19:00

2022/08/10

2022/08/11 06:55

BNT162b2
COVID-19 /

2022/09/09

119

890




20732

PMDA
v2210002196 PMDA

2021/06/12 81 BNT162b2
81 EY0779 2022/08/31
EX3617
2021/08/31 2021/05/22
81
1
2021/06/14 09:30 2
2021/06/12 2
2021/06/13 23:00
2021/06/14 9:30
10:00 11:00
37.6 GC 1
2021/06/15
15:00
37.6 GCS2 CT

891




2021/11/01 05:28

2021/06/14

2021/06/14

2021/06/15

2021/06/15

2021/06/17

2021/05/22 1

@

ADL

892




2021/06/14

2021/06/14
2021/06/15
/ /
/ 37.6 /
Blood culture 2021706714 ;
Blood test 2021/06/14 11:00 ;
Body temperature 2021/06/12 36.3 ;
2021/06/14 37.6 11:00 ; 2021/06/15 37.6
15:00 ;
Coma scale 2021706714 1 11:00 ;. 2021/06/15 2 15:00 ;
Computerised tomogram head 2021/06/15 15:00
Computerised tomogram thorax 2021/06/14 / / ;
C-reactive protein 0-0.14 2021/06/14 4.06mg/dl ;
P02 75-100 2021/06/14 52.6Torr ;
White blood cell count 3.3-8.6 2021/06/14 8.2 x10 3/mm3

893




2021/11/01

BNT162b2

CcT
BNT162b2
BNT162b2
BNT162b2
ADL
ADL
2022/08/31

894




2022/09/20

BNT162b2

BNT162b2

895




20733

2022/08/11 11:00 54

2021/08/31
EW0203
3

2022/08/11

2022/08/12

2022/08/12
37 38

v2210002141 PMDA

CovID-19 BNT162b2
FR1790 2022/11/30
1
COVID-19 2

2021/12/31 COVID-19
3006278 COVID-19

FA5715

CovID-19

896




2022/08/22

ADAMTS13 2022/08/29 0.01 ;

2022/08/12 37.0 38.9 ;

2022/08/20 6.8; 2022/08/22 6.5; 2022/08/22 6.1
;  2022/08/23 6.0; 2022/09/01 10.3;

2022/08/29 7.7 BU/mL BU/mL ;

2022/08/20 2.9x10™4 uL; 2022/08/22 1.9x10"4 uL; 2022/08/22
1.8x10"4/uL; (2022/08/23) 1.1 x10™4 uL; (2022/09/01) 33.4 x10™4 uL;

2022/08/20 7480; 2022/08/22 6000; 2022/08/22 6570;
2022/08/23 11830; 2022/09/01 6140

2022/08/26

2022/09/05 2022/09/06

2022/08/12 1

2022/08/22 11

2022/09/01 21

2022/08/12 37.0 38.0

2022/08/22

897




BNT162b2

2022/08/26

2022/09/05
PV202200057453

cc

2022/09/06 PV202200051190

PV202200051190

ADAMTS13

898




20735

2021/10/08 53
2

2019

2019

2019

2019

ID (169431)

BNT162b2
FF3620 2022/02/28
2019 2019
2019
2019 2019
2019;
2

899




2021/09/08
/ 38.5

BCG

2021/10/08

2021/10/08

2021/10/08

/40

2021/10/08
/ /

2021/10/08

12 22 12 23

2022/05

FF2782

1 /39

2022/05

2022/05

2022/05

2021/12

2021/11/30

40

900




50

2022/08/10

2022/08/10

2022/08/10

/ 130

2022/08/10

2022/08/10 2022/08/10

2022/08/10

2022/08/10

/80

2022/08/16

2022/08/16

2022/08/22

2022/08/22

2022/08/22

100

150

901




902




40 39 1
/
/
/
40 /40
100 50 150 / /
130 /80 12 22
12 23 /
/ 3
/ /
/ /
/ /
3
/
40 39 1
2022/08/10 /
2022/08/16 100-110 ;
130/80 ; 2022/08/10 100 /50 ;
; (2022) ;. 2022/08/16 ; 37.5-
39 ;  2021/10/08 40 1 ;2021711 39

903




1 39 ; 2022/05 37
; 2022/05 35.5 ; 2022/05 35.5
; 2022/05 36.8 36.9

; (2022) 37.5
36 ; 40
1 ;2022 39 40 1 ;
; 2022/08/16 5.6;
5.6
Al 5.6 ; 2022/05 150
;  2022/08/10 133/79 150 ;(2022/08/10) 130,
; 2022/08/22 ;130 ; (2022/08/22) 130
130 ; 2022/08/10 92; 2022/08/24 ;
2022/05 ; 2022/08/10 82; 2022/08/22 78 /88
90/85 ; 2022/08/10 82/ ; 2022/08/10 90
2 3 ; 2022/08/10
96 100 96 ; 2022/08/22 80 ;
2019
3
1
4

904




2019

3
NG
2021/09/07 1
38.5 1
2021/10/08 2 1 2
30
30 5
40 1 39 1
2022/05 150

Al 5.6

905




12

22 12 23

35.5
30
10
133
79 150
40
16
22 130
6
9

37. 5 39
37.5 38.5
82
119
30
133
78
88 90
85

92

906




36

5mm><1cm

24

50

37.5

907




36.8

PEG
2021/10/08 2
2021/09/09
FF2782 2021/11/30
2
3
40
1
35.5

2022/05

20

3

2021/10/08 2

1

39 40

36.8 36.9

39

908




2022/08/10
SP02 82
/50 130
80 3
40
130
2022/08/10
8 16
A1IC 5.6
100 110
2022/08/22 130
80
2
130/80

37

10 8 10
100

2022/08/16
5.6
1

130

100

96

130

90

909




PEG

2022/09/26

BCG

40

2022/09/28

38 39 2 1
39 38 37.5

PV202200051329 202201105608
PV202200051329

910




/ 2021/09/08

/BCG

911
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2022/08/25 87

COVID-19

2022/08/29

SARS-CoV-2

PCR

2022/08/25

2022/08/29

COVID-19
4
COVID-19 1
/
PCR
1 (2022/08/29)
BNT162b2
4
4 PCR
3

BNT162b2

912




BNT162b2

PCR

2022/09/14

NA

913




20739

2021/07/01 75 COVID-19 BNT162b2
FC8736 2021/09/30
FD1945 2021/10/31 75
2022/02/17 COVID-19
3 000025A
COVID-19
COVID-19
SARS-CoV-2 2022 1 3
COVID-19
75 75
1 2021/07/01 2 2021/07/22 3
3
1 2
4 COVID-19 4
1 3
2022/08/19 4

1
2021/07/22

2022

2022/02/17

2

914




2021/07/01 1 FC8736

2021/09/30
2021/07/22 2 FD1945
2021/10/31
2022/02/17 3 000025A
2022/08/27 4 FW0547
2023/03/31

FC8736
FD1945

NTM

CAPA
BNT162b2 /
2022/09/07

915




2022/09/14

2022/09/14

2022/09/15

916
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PMDA v2210002055 PMDA

2021/06/22 15:00 72 COVID-19 BNT162B2
2 EY3860 2021/08/31 72
2018/07/19 2018/07/19
; : FA4597; 2021/08/31;15:00
2021/06/01
2021/07/17
2021/07/17
2021/07/17 :
2021/08/10
S ;
2021/06/22 36.1 :
04/04 Active UC ; 2018/07/19
2021/08/10 S :
() uc
; 2021/10/04 ; 2022/01/05 uc
: 2018/07/19 ; uc

917




400000-800000
990000;

72 9

2021/06/22 15:00
2021/07/17

2018/07/19
2021/08/10

uc
2021/10/04

uc
04/04

2022/08/25

2021/08/06
2022/07/15 870000

429

910000
1
bnt162b2 2
2 25
S
)
5-ASA
uc
2022/01/05
Active UC

2021/12/28

918




2021/07/17

1 2022/06/17

BNT162b2

2022/09/01

2022/09/01

UCE uc

2022/09/16

919




20741

2022/07/23 09:10 85 CovID19
FT8584
85
3
2020
2015
2022/06
2022/06
2018
2022/02/09
3
CoviD19 Covid-19 1
CcoviD19 Covid-19 2

v2210002083 (PMDA)

BNT162b2
2022/11/30)

2018 2 2019

2022/06

2018

2 2019 1

1

920




2022/07/24

2022/07/24 19:00 39 /38 /
37.7
2022/07/25
PEA
2022/07/25
2022/07/25 03:34 Spo2
84%
2022/07/25 03:34 90
37 7
/3717
PEA Sp02  84% 90
(2022/07/23) 2.63 mg/dl 2.6 3.5
(2022/07/23) 150/74 mnHg (2022/07/25) 90 mnHg
03:34
(2022/07/23) 48 mg/dl 48 84
(2022/07/23) 36.4 (2022/07/24) 36.8
(2022/07/24) 37 19:00 (2022/07/25) 38 02:56
(2022/07/25) 37.7 03:34

38

921




(2022/07/25) 2-20 3-200 03:34

10.8  g/dl; 2022/07/23 10.5g/dl 6/25
10.8 :
(2022/07/23) 96/
2022/07/23 12775pg/ml
9600 13133
(2022/07/23) 96 % (2022/07/24)90 -95
19:00 (2022/07/25)84 % 03:34
(2022/07/23) 65.2 kg (2022/07/24) 65 kg
2022/07/25
37 /38 / 377
2022/07/25 2
2022/07/25
2022/07/23 15
36.4 150/74 mmHg
96/  Sp02: 96% 65.2 kg

922




2022/07/24 36.8 65 kg

400 mg
19:00 37 90%-95%
2022/07/25 02:50 38 03:34

Sp02  84% 90 JCS 2-20 37.7
3L PEA
03:00
BNT162b2

2022/09/26 CcovID

4
2022/07/23
Cr 2.63 2.6 3.5 48 48 84

; 12775 9600 13133 ;Hb 10.5

6/25 10.8 2022/07/24
BT 36.8
400mg 19:00 BT 37.0 400mg
7/25 2:56 BT 38.0
2022/07/25
11-20 111-200
PEA ;CPR
BNT162b2

HOT

923




2022/09/06

202201118169  PV202200053100

PV202200053100

924




2022/09/26

925




20746

2022/08/19

Valid

ID (169431)

v2210002326 (PMDA)

82 2022/08/16 15:17 covid-19 BNT162b2
4 FP9647 2022/10/31
82 5
A+B
1 ER9480
2021/07/31 2021/04/22 COVID-19
2 EX3617 2021/08/31
2021/05/13 COVID-19 ; 3
FJ5929 2022/04/30 2022/02/01
COVID-19
2022/08/18
2022/08/29 ALP288 ;
2022/08/18
2022/08/29 ALT1641/ALT258/ALT ;
2022/08/18

926




2022/08/29

2022/08/18

BUN32.4/BUN29.6 ;

2022/08/18

2022/08/29

; 2022/08/22 258;

(10-40):

AST ALT

AST2518 / AST ;

2022/08/29

2022/08/29

2022/08/18 11:00

/AST,ALT / ;

(5-45) 2022/08/18 1641 AST ALT
2022/08/29 41 ;
2022/08/18 2518; 2022/08/18

; 2022/08/22 28 ;

2022/08/29 19; (38-113): 2022/08/18 288;
2022/08/22 180; 2022/08/29 117;
Bil
CPK
CPK Bil
2022/08/18 32.4; 2022/08/22 29.6; 2022/08/29 5.8
; 2022/08/16 36.9
2022/08/18 2022/08/22
3A + + 10 mg
2022/08/16 4
2022/08/18 2022/08/18 ;AFP2518

ALT1641 BUN32.4

927




2022/08/22 2 AFP28

2022/08/29 AFP19 ALT41
2022/08/18

2022/08/16 4
2022/08/18 2022/08/18

ALT1641 BUN32.4

2022/08/22 2 AST28

2022/08/29 AST19 ALT41
2018 25 mg
12.5 mg oD 5mg
oD 5mg
AST 10 40
ALP 38 113

2022/08/18 11:00
ICU

2022/08/29

ALT

ALT258 BUN29.6

BUNS5.8

;AST2518

ALT258 BUN29.6

BUNS5.8

330 mg
8%

928




CPK Bil 12
SE
BNT162b2
BNT162B2
/
2022/08/29
; ; 1
; ; /AST ALT /
; ALT1641/ALT258; AFP2518; BUN32.4/BUN29.6
2022/08/29
AFP  AST
2022/09/01

929




2022/09/21
PMDA

RMH

2022/09/26

ALP
CPK

v2210002326

PMDA

15:17

AST ALT
Bil

930




20749

v2210002076 PMDA

2022/07/06 70 COVID-19 BNT162b2
FN9605 2022/11/30 70

2018/03/28 2022/05/31 C

1981/04/16 2021/10/14 1981/04/16
2021/10/14 A

; 1981/04/16 2021/10/14
1981/04/16 2021/10/14 A

; 2018/03/28
2022/05/31 2018/03/28 2022/05/31 C
; 2018/03/28
2022/05/31 2018/03/28 2022/05/31 C
1 EY0779 2021/08/31
2021/06/02 COVID-19
2 FA5715 2021/08/31
2021/06/23 COVID-19
3 FJ5929
2022/04/30 2022/02/02 COVID-19

931




2022/07/07

2022/07/09

2022/07/09 09:00

2022/07/09 09:00

2022/07/10

25%

2022/07/06 37.1
; 2022/07/07

CRP 2022/07/10 0.93mg/dl

2022/07/09

38

38/37

2022/07/06
2022/07/08

37

37.1

932




2022/07/06 4

2022/07/07 38
2022/07/08 37
2022/07/09 09:00 3
2022/07/09 3
2022/07/09
2022/07/09 3
MRI
2022/07/10
2022/09/12
1981/04/16 2021/10/14
A B

25%

933




2018/03/28 2022/05/31 C

2022/07/09
3 BNT162b2

2022/07/06 4 37.1
2022/07/07 38
2022/07/08 37
2022/07/09 20:16 1

2022/07/09 19:59

2022/07/09 20:16

2022/07/09 20:19 2022/07/09 09:00

934




bnt162b2

2022/09/12

2022/07/06

37.1

935




20750

The Tohoku journal of experimental medicine, 2022;
DO1:10.1620/tjem.2022.J068 ””Acute Perimyocarditis in an Adolescent

Japanese Male after a Booster Dose of the BNT162b2 COVID-19 Vaccine””.

14 COVID-19 3 BNT162b2

BNT162B2 /
Bnt162b2 1 COVID-19
Bnt162b2 2 COVID-19

8

Adenovirus test ;
Alanine aminotransferase 10-42 411071 ;481071 ;
Antibody test 1.0 42.1 AU/ml ;1690 AU/ml;
Aspartate aminotransferase 13-30 1121071 ;321U/71 ;
Blood creatine phosphokinase MB 12 1201071 ;4171

936




Blood creatinine 59-248 15271071 ;981071 ;

Blood fibrinogen 200-400 385mg/dl ;315mg/dl ;

Blood lactate dehydrogenase 124-222 3011U/1 ;2741071

Blood pressure measurement 114/78mmHg;

Body temperature 37.7;
Bordetella test ; ;
Brain natriuretic peptide 18.4 22 .9pg/ml ;8.7pg/ml

Chlamydia test ;

Coronavirus test ; ; ; ;
C-reactive protein 0.14 8.8mg/dl;8.83mg/dl ;0.53mg/dl
Echocardiogram 59%
; LV
LV ;

Ejection fraction 59%;

Electrocardiogram ST-T I 11 avr
V2-V6 ;

7 ;
Enterovirus test ;
Fibrin D dimer 1 0.5 ;0.5 ;
Haemoglobin 13.7-16.8 15.5g/dl ;16.8g/dl ;
Heart rate: 100 bpm;

Human metapneumovirus test ;

937




Human rhinovirus test ;

Influenza A virus test ;

Influenza B virus test ;

Influenza virus test 1,2,3,4;
International normalised ratio 0.85-1.15 1.30 ;1.09
Lymphocyte percentage 26.2-46.6 5.8% ;31.8%

Magnetic resonance imaging heart

Multipathogen PCR test -CoV-2

Mycoplasma test ;

Nasopharyngeal swab

Neutrophil percentage 40-71 84.2% ;57.2% ;

Oxygen saturation 98% ;

Physical examination

Platelet count 15.8-34.8 16 x10 4/uL;24
x10 4/uL;
Respiratory rate 18 /min;
Respiratory syncytial virus test ;
SARS-CoV-2 antibody test 1 0.2 0.2 C.0.1;0.5
2 0.5C.0.1;

938




SARS-CoV-2 test ;

Serum ferritin 13-277 141 .9ng/ml ;90.3ng/ml ;

Troponin T 0.014 1.9ng/ml;

Troponin T 0014 1.900ng/ml ;0.037ng/ml 7

Vital signs measurement ;

White blood cell count 3.3-8.6 10.1 x10 3/mm3 ;3.8 x10 3/mm3
2022/09/01

The Tohoku journal of experimental medicine, 2022;
DO1:10.1620/tjem.2022.J068 "Acute Perimyocarditis in an Adolescent

Japanese Male after a Booster Dose of the BNT162b2 COVID-19 Vaccine””.

2022/09/09

939




20753

89 CovID19 BNT162b2

FK8562

CovID19

-BIONTECH COVID-19

FK8562

PGS Puurs
NTM
CAPA

3

2022/10/31

2022/08

940




2022/09/01

941
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v2210002211 PMDA

2022/08/24 15:00 79 COVID-19
BNT162B2 FT8584 2023/02/28
; 2022/08/26; 2022/08/26;
2022/08/26; 2022/08/26;
2022/08/08 2022/08/11 ;
2022/08/08 2022/08/11
2022/08/25 2022/08/26;
2022/08/17 2022/08/26
1
EW4811 2021/07/31
2021/05/14 2
EX3617 2021/08/31
2021/06/04
; 3 FJ5929 2022/04/30
2022/02/18

2022/08/25 18:00

2022/08/25 18:00

2022/08/25 18:00

2022/08/25 18:15

942




2022/08/26 03:00

2022/08/26 03:00

2022/08/26 05:00

52
;  2022/08/26
341;
¢ ):(2022)
2022/08/26

52

0.2-1.2

1.9; 30-272 2022/08/26

0.5-1.1 2022/08/26 5.18; 2022/08/26

; 2022/08/24 36.8
2022/08/26
; 0-0.14 2022/08/26 4.55;
2022/08/26

2022/08/26

943




36.8
AL
1 COVID-19
COVID-19
2 COVID-19
3 COVID-19
2022/08/24 15:00 COVID-19
BNT162b2 FT18584
2022/08/25 18:15 1 3 15
MD
2 2022/07/11 2022/07/14 2022/08/08

2022/09/05 3

2022/08/24

2 COVID-19

3 COVID-19

4
2023/02/28

2022/08/11

944




2022/08/25 18:00

2022/08/26 05:00

06:00 CPR

07:20

CovID

ADL

CPR

945




2022/08/26 3:00

/ /
BNT162b2

2022/08/25 18:40

2022/08/26 7:20

2022/08/25 18:00

1-2

52

946




1-2

2022/10/04
BNT162b2 /
2022/09/07
1 2
2022/09/15
2022/09/22

2022/08/26

CcT

PMDA

CT
PMDA
v2210002211
4
2022/08/26

947




2022/10/04

CcT

CT

948




20758

v2210002081

2022/05/25 09:20 34
FT8584
34

2022/05/26

PMDA

: (2022/06/24) 96%

2022/09/12

2022/05/25 09:20 COVID-19

CovID

2022/05/26

2022/06/24

BP 110/75

BNT162b2
2022/11/30
2022/05/26
2022/05/26 ;
; 2022/05/26
110/75;
96;
BNT162b2
(P)96 Sp02 96

949




2022/08/27

2022/09/05

2022/09/12

Spo2

BNT162B2

950




20759

60 COVID-19 BNT162b2
/
CMT
BNT162b2
BNT162b2 /
2022/10/03

951




20765

76

2022/04/25

2022/05/03

2022/05/03

2022/05/03

2022/05/03

v2210002078 (PMDA)

COVID-19
2

76

BNT162b2 /

2021/06/26 COVID-19

C3/4 C5/6

952




2022/04/25 2022/05/16

2022/04/25
2022/05/03
76 8
2021/06/26 COVID-19 COVID-19

2021/06/26

2021/06/26

PSL15mg/

2022/05/16

21

21

953




2022/04/22

2022/04/25

2022/04/28

2022/05/02

2022/05/03 MRI

2022/05/06

mg/

2022/04/25
BNT162b2

BNT162b2 /

(2022/09/12)

C3/4 C5/6

2022/05/16

PSL2.5

954




v2210002078 PMDA

2021/06/26 76 BNT162b2

2021/06/26

2021/06/26

2022/04/25

; 2022/05/03

2022/05/03
20766

2022/05/03

2022/05/03 C3/47C5/6

2022/04/25 2022/05/16 21

955




2022/04/22

2022/04/25

2022/04/28

2022/05/02

2022/05/03

2022/05/06
2.5mg/

2021/06/26

bnt162b2

2022/05/03

76 8

2021/06/26
2 (

2022/04/25

C3/47C5/6

2022/05/16

PSL15mg/

PSL

956




BNT162b2

2022/09/12

20767

BNT162b2

08702

957




30

42 43 40

20768

74

BNT162b2

958




959




20769

2022/07/23 78

0.3ml
COVID-19
/
3
2022/07/30
2022/07/30

SARS-CoV-2 test 2022/07/30

2022/09/26

COVID-19
/

BNT162b2

BNT162b2

2022

960




20770

2022/07/23 70
0.3ml
COVID-19
2

SARS-CoV-2 test

COVID-19
/

(2022)

2022/07/30

COVID-19 BNT162b2
/

COVID-19
/

2022/07/30

961




2022/07/30

BNT162b2

2022/09/26

COVID-19

1

962




20771

PMDA v2210002092

2021/08/22 14:00 36 BNT162b2
2 FF9942 2021/11/30

FF0843 2021/10/31

2021/08/23 08:00

2021/08/23 08:00

2021/08/23
2021/08/26 3

2021/08/22 36.4

36 6

963




2021/08/23

2021/08/26
2022/03/10
2021/08/23 2021/08/26
BNT162b2
ID (169431)
BNT162b2
/ 2022/04/18  BNT162b2
/
20772
2022
/3

964




2022/04/18 2

CMT

20773

2022/07/23 64

COVID-19

COVID-19

2022/07/30

2022/07/30

COVID-19
0.3ml

BNT162b2

2022

965




SARS-CoV-2 1 (2022/07/30)

/
2022/07/23 COVID-19
0.3ml 1
4 COVID-19
BNT162b2 /

2022/09/26

BNT162b2
4

966




20774

COVID-19

COVID-19

BNT162b2

967




CovID

CovID

-CoV2

-CoV2

-CoV2

-CoV2

-CoV2

ECMO

-CoV2

968




BNT162b2

PEARL

2022/09/26

PVX

969




20775

2022/07/23 82 COVID-19 BNT162b2 4

0.3ml / ; COVID-19
COVID-19 / 2
/ 3 /
2022/07/30 (2022 ;
2022/07/30 COVID-19 (2022 2022/07/30
SARS-CoV-2 2022/07/30 4
4
2022/07/30 BNT162b2
BNT162b2 /
2022/09/26

970




20776

v2210002093 PMDA

2022/07/25 66

FP9647 2022/10/31
EwW0201
2 FF0843
2021/07/30 ;
3 FL1839

2022/02/12

2022/08/08 13:00
2022/08/30 ;

2022/08/08 13:00

2022/08/08 13:00

2022/08/08 13:00

2021/09/30

2021/10/31

2022/04/30

BNT162b2

2021/07/05

2022/08/30

2022/08/30

2022/08/30

971




2022/08/08 13:00

2022/08/08 13:00

2022/07/25
FP9647

2022/08/08 13:00 4

2022/08/30 4

2022/07/25

2022/08/08 13:00

2022/08/09

MRA

2022/08/30

2022/08/30
2022/08/09 ;2022708709
BNT162b2
2022/10/31
14
36

2022/08/30

972




@

®

@

*

20777

2021/05 14

2021/05

COVID-19

7-8

2021

BNT162b2

0.3 ml

973




2021/05

14

2021/05 COVID-19 BNT162b2

2021/05

2021/05

0.3 ml

974




20778

ID (162499)

21C018 25 mg 25 mg 2 1
21018 50 mg 50 mg 2 1
/ COVID-19
/
1 6

1 25 mg 50 mg

2022/08/29

1

25 mg

10

3 2022/08/29
BNT162b2 (BNT162B2)

50 mg

975




10

1
2022/07/23 63 BNT162b2
3 0.3ml
1 /
20779
2022/08/04
2022/08/04

976




2022/08/04

2022/07/23

BNT162b2 /

2022/09/26

0.3ml

BNT162b2

BNT162b2

977




20780

2022/07/23 72

2 0.3ml
72
2022/07/23
bnt162b2
2022/07/31

/2

2022/07/31

0.3ml

BNT162b2

2022/07/31

978




bnt162b2

BNT162b2 /

2022/09/26
2022/09/01

valid
ID (169431)

2021/06/16 15:39 86 BNT162b2

20781 EY3860 2021/08/31 2

979




EY3860

NTM
CAPA
2022/09/02

2022/07/23 88 COVID-19 BNT162b2 0.3
ml / 3

COVID-19 COVID-19 COVID-19

1 / 2 /

20782
COVID-19 2022/07/28

980




2022

SARS-CoV-2 (2022/07/28)

BNT162b2

2022 /07/28

BNT162b2 /

2022/09/26

981




20783

"A case of chronic
inflammatory demyelinating polyneuropathy following COVID-19 vaccine",
Neurology and Clinical Neuroscience, 2022; Vol:10(4), pgs:223-225,
DO1:10.1111/ncn3.12604

44 COVID-19 BNT162b2 BNT162B2 2
/
COVID-19 1

COVID-19

1

1

/
/

982




Antibody test: ;

cytoplasmic antibody:

; Blood folate:

; Anti-ganglioside antibody: ; Antineutrophil

; Antinuclear antibody: ; Blood copper:

; Blood glucose: ; Complement factor C3: ;

Complement factor C4: ; CSF test: , o ¢
129 mg/dL ); Disability assessment scale: 5 4
(0-5) 1(0-5), ; 6 4 (0-5) 2 (0-5), (),
( 20 ); I1; Electrophoresis protein: ; Glycosylated
haemoglobin: ; Hepatitis viral test: ; HIV test: ; cerebellar
signs: ; ;0 42.1, , , o ms,
1 26.6 +/- 2.2; ) : , ) o ms,
27.6 +/- 2.2; 30.0, , , o ms, 148.4 +/- 4.0;
42.8, : , ) o ms, 1 47.7 +/- 5.0; 41.3,
, ) , o ms, 1 65.3 +/- 4.7; ,
) , ) o ms, : 65.3 +/- 4.8; 43.8,
, ) , o ms, :49.8 +/- 3.6; 55.5, ,
, , oms, : 52.6 +/- 4.3; F waves ( 40): 42.1 %,
s ; 0%, : s ; 84 %, ,
;13 %, : , ; )

1 ; Magnetic resonance imaging
spinal: ; Mononuclear cell count: one; Nerve conduction
studies: 6.5, : , , oms, : 3.5 +/- 0.3; 5.3,

, I ms 1 2.6 +/- 0.4; 15.9,
I ms : 3.8 +/- 0.9; 18.3, I ms
1 3.9 +/- 1.0; 7.3, CMAP omv 6.9
+/- 3.2; 4.9, CMAP % : 5.7 +/- 2.0;
2.6, CMAP mv 5.1 +/-23; 7.3,
CMAP s mv : 5.8 +/- 1.9; 33.7,
. MCV 1 m/s 1 57.7 +/- 4.9; 34.4, . MCV
1 m/s : 58.7 +/- 5.1; 43.8, . MCV :m/s
1 48.3 +/-3 6; 43.0, MCV :m/s : 48.5 +/- 3.6;

983




, 1 ; 3.7, : I ms 2.8 +/-
0.3; 4.0, : o ms 1 2.5 +/-0.3; 2.7,
I ms :2.83.5+- 0.3; 6.0,
SNAP . microvolt : 38.5 +/- 15.6; 7.0,
SNAP : microvolt : 35.0 +/- 14.7; 17.7,
SNAP . microvolt : 17.2 +/- 6.7; 38.8,
Scv o m/s : 56.2 +/- 5.8; 34.3, : Scv :m/s
: 54.8 +/- 5.3; 55.6, : ScvV :m/s 511 +/-
5.9; Neurological examination: ,
(MRC), 4/5 (MRC, 4/5), ,
15 ; Protein total: ; Protein total: 129 mg/dl; Tandem gait test:
; Thyroid function test: ; Treponema test: ;

Vitamin B12:

44
2 /BioNTech
BNT162b2 COVID-19
4
10 8
15 (MRC), 4/5
(MRC, 4/5)
1 (INCAT)Overall Disability Sum Scale 5 4 05 1
0-5 NCS
F

HbAlc B12

984




HIV

SS-A/SS-B
C3 C4
CIDP COVID-19 CIDP
20 INCAT Overall Disability Sum Scale 6
4 05 2 0-5 IVIG 0.4g9/
kg/ 5 10 1
NCS
129mg/dl 1 28 2
IVIG IVIG
SARS-CoV-2
ChAdOx1nCoV-19 GBS
BNT162b2
CIDP 13%
4 GBS
COVID-19 CIDP
COVID-19 CIDP
COVID-19 CIDP
CIDP
GBS
2022/09/01
valid
ID
(169431)
20784
2021/07/27 15:10 71 BNT162b2
FC8736 2021/09/30 2

985




2022/09/01
Valid

ID (169431)

2022/07/09 13:35 62 BNT162b2
FP9654 2022/10/31

20785

PR ID

PR ID 7581058

986




NTM

-BIONTECH

2022/09/02

FP9654

CAPA

987




20786

v2210002098 PMDA

2022/08/30 16:02 52
4
52

2022/08/30 16:13

2022/08/30 16:13

2022/08/30 16:17

FN9605

BNT162b2

2022/11/30

2022/08/30 17:13

172/109/

988




145/92

(2022/08/30)

145/92 1

2022/08/30 16:13

2022/08/30 16:17

2022/08/30 16:17

2022/08/30 16:27

172/109

2022/08/30

2022/08/30 16:02

15

25

145/92

172/109

BNT162B2

2022/08/30 16:27

15 ; 2022/08/30

989




990




20787

64
/

2022/03/22 3
2022/07/31

2022/08/25

(2022)

3 2022/08/25

1 3

2022/09/02 4

BIONTECH COVID-19 VACCINE

NTM

ID (169431)

BNT162b2 1
/
FN2723
1 3
3 2022/03/22
2022/08/25
FN2723

CAPA

991




2022/09/06

FN2723

/
Program ID: (169431)
2022/08/30 CovID-19 BNT162b2
3
20788
1 COvVID-19
2 COVID-19

2022

992




2022

2022

2022
2022/08/30
1 2
3

993




20789

PMDA v2210002262

2021/10/09 53
FJ1763

2020/08/21

CovID 4

2021/10/10

815 g ;

BNT162b2
2022/04/30

605 g

53

994




2021/10/18

500 g
c- 2021/10/18 0.6mg/dl
2021/10/18
N
2021/10/13
/
/ 605 g 815 g
/

/ 605 g

2021/10/18

605 g 815 g

2021/10/18 204 pg/mL

815 g

995




2021/10/13

2021/10/18

815 g

500 g

605 g

996




2021/10/14 08:23

2021/10/18
0.6 mg/dl N

pg/mL

2021/10/18

MRI

AE AE

CRP
NT-proBNP)

204

997




2020/08/21

bnt162b2

2022/09/06

2022/09/20

CRP C-
NT-proBNP

998




20790

Journal of the Egyptian National Cancer Institute, 2022; Vol:34(1),
DO1:10.1186/s43046-022-00134-3 "A case of COVID-19 vaccination during
radiotherapy for breast cancer."
60 COVID-19 BNT162b2 BNT162B2 2
/
Bntl62b2 1 CovID-19
/
3 19

999




Blood pressure systolic 190;

Histology TisNOMO;

Human epidermal growth factor receptor negative

Neuroendocrine tumour 21.0%;

Oestrogen receptor assay

Progesterone receptor assay

20791

v2210002107 (PMDA)

2022/08/22 10:30 60
FWo547
60

COVID-19 1

COVID-19

CovID-19
2022/12/31

BNT162b2

COVID-19

100C




COVID-19

2022/08/22 11:00

2022/08/22 11:00

2022/08/22 36.0

60 8

2022/08/22 11:00

2022/08/22

3 COVID-19

2022/08/22 4

30

CovID-19

15

15

1001




BNT162b2

100mg

1002




20792

2022/04 77

2022

2022

2022

ID 169431)

COVID-19 BNT162b2
/
COVID-19
COVID-19
(2022);

1003




2022

2022

2022

(2022)

(2022)

(2022)

2022

(2022)

(2022)

1004




10

1002




80

100€




20793

2022; Vol:76(8),
pgs:1055-1063.

57 2021 CovID19 BNT162b2
CcoviD19 2021
/
2021
2021 2021 X 18
/X+1 1 2
2021
2021
2021
2021
2021
2021 0.6

1.0

1007




0.6
Fundoscopy:
Optical coherence tomography:
35
Visual acuity tests 1.0 X+2 26 1.2
X+2 26 1.2 X+4 28
6 /
X+1 28
6 /
X+2 14
X+2 26 0.6 1.0
6 /

1.0

35
98

98

X+4 28 0.6

X+3

X+3

1008




16

X+4

28

1.2

20794

80

COVID-19

BNT162b2

100¢




EF  10%

10% 170

EF 10 HR 170

101C




20795

169431
66 COVID-19 BNT162b2 2021/06/23
1 EW0207 2021/09/30 2021/07/14 2
FC9909 2021/09/30 COVID-19
COVID-19 /
COVID-19 2022/07/23
07/23
3
SARS-CoV-2 2022/07/23
07/23 08/01
3
4
3
-BIONTECH COVID-19 EW0207
EW0207 ET8449
EP8631 FC9909

1011




NTM

2022/09/06

FC9909  EW0207

1012




20796

2022/08/26 81 COVID-19 4
BNT162b2 / 81
COVID-19 1
COVID-19 ;COVID-19 2 COVID-19
; COVID-19 3 COVID-19
2022 (2022)
2022
2022
2022/08/27 (2022)
2022/08/29
(2022/09/02)
2022/08/30 (2022)  HR 170
2022/08/30 (2022);
2022/08/30 (2022)

1013




2022/08/30 (2022)
2022/08/30 (2022)
2022/08/30 2022 7
HR170
2022/08/30 1556;
2022/08/30 0.94; 2022/08/31 ;. 2022/09/02

2022/09/03 ;

2022/08/30 10.03;

2022/08/30

1 (2022/08/30) 10 %;

2022/09/02

2022/08/30

2022/08/30 5803;
2022/08/30 14200

2022/08/26

2022/08/27 2022/08/28

2022/08/30 59.9;
2022/08/30 ;

1IvVC

; 2022/08/30 170

S\
2022/08/30 0.035;

2022/08/30

1014




2022/08/29

2022/08/30
HR 170 Af
2022/09/02
/
B
CovID 4
CovID-19
CovID-19
2022/08/29
2022/09/02
2022/08/30
1IvC
; CT 2022/08/30
MRI ;

101¢




CK 1556; BUN 59.9; Cre 0.94; CRP 10.03;

proBNP 5803

2022/08/31 2022/09/02  2022/09/03

COVID-19

2022/09/15

Covid 19

BNT162b2 /

MRI MRI
MRI
2022/08/30
2022/08/30

WBC 14200; 0.035; NT
2022/08/30
/
MRI
2022/08/30
2022/08/30

101¢€




20797

2022/06 62 CovID19

30 ug
coviD-19 COVID-19 VACCINE
2
COVID-19
2022 CovVID-19
2022/07
2022/07 37.5
COVID-19
4 2
CoVID-19 37.5
2

BNT162b2

2022

CovID19

2022/07

37.5

1017




20798

2021/06/21 65

ER9480
EY5422
2022/08/14
3
2022/01/31 3
2022/08/14
ER9480 EY5422

ID 169431

BNT162b2

2021/07/31 2021/07/12

2021/08/31 2022/01/31

2022/05/31

2022/08/24

FL7646

3

1
2

101¢€




PFIZER-BIONTECH COVID-19

ER9480

NTM

CAPA

2022/09/06

ER9480

lot EY5422 lot FL7646

EY5422

FL7646

101¢




20799

78

COVID-19

2022/07/05

2022/07/05

COVID-19

CovID-19

COVID-19

102C




2022/07/10

/

PMDA v2210002120
2022 33 COovID-19 COVID-19

/

20800
2022/04/22 (2022/04/29)
2022/04/23 2022/04/29
/
2022/04/24

2022/04/29 5

1021




CK 2022/04/23 1290 1U/1
CT 2022/04/28
2022/04/23 ST
T MRI 2022/04/27
T2
2022/04/23 1.741ng/ml

55

2022/04/23

2022/04/24

2022/04/29

2022/04/24

BNT162b2

2022/04/23

2022/04/23
1290U/L
- CRP

T 1.741ng/mL

CK-MB  (2022/04/23) 139 1U/1
CRP 2022/04/23 5.37mg/dl

T ST
T
2022/04/24
2022/04/29
1
CK
-MB  CK-MB 139U/L
5.37mg/dL

1022




2022/04/27 MRI

2022/04/28 CcT
2022/04/24 55
2022/04/23 ST
/
2022/09/16
CovID 4
2022/04/23
1290u/L 2022/04/23
2022/04/22
/
bnt162b2
3
- /
2022/09/16

T2

1023




COVID-19

1024




20801

58
0.3ml

CPK

8/30

2022/07/07 1358

0.3ml

BNT162b2

CPK

BNT162b2

349 7/7 1358 CPK

;2022708730 349

bnt162b2

08/30
CPK

CPK

CPK

349 07/07

1358

102¢




2022/09/05

20802

2021/08 26
/
2021/08
2021/08
2021/08

BNT162b2

102¢€




2021/08

CovID
CcoviD
BNT162b2 /
2022/09/08
2021/08 2022/08
BNT162b2 /
2022/09/15

2021/08

1027




20803

ID (169431)

2022/08/05

2022/08/22
2022

2022/08/22

2022/08/05

2022/08/22

2022/09/03 2

2022/08/29

2022/08/22

BNT162b2

2022/08/22

1028




2022/09/08

2022/08/22 2022/08/22

20804

Legal Medicine, 2022; Vol:59, DOI:10.1016/j.legalmed.2022.102134, "Autopsy
findings of post-COVID-19 vaccination deaths in Tokyo Metropolis, Japan,
2021".

78 COVID-19 BNT162b2 1

102¢




Blood ethanol

Histology
2021/04/01 2021/12/31
54
2
9 27 44
37 6
68.5% 11.1% 11

No.

103C




1 2 20 28

37.0% 51.9% 6
43 8 3 6 7 13 22 24 29 39
3 32 50 53
n=26 n=5
n=4 n=4 n=3 n=1
n=16 36
n=6 n=2
3 2 32 50
3 53
2 40 54
48
14 8 45
48 14 PF4

1031




45

47 36.4ug/L

85.2% 54

15

46

13 411ug/L

1032




20805

PMDA v2210002263

2022/07/29 82

4
1
2
3
2022/07/30

BNT162b2
82

1033




2022/08/02
2022/09/01

2022/08/02
2022/09/01 ;

2022/08/02

2022/08/02

2022/09/01

2022/08/02
2022/09/01

2022/08/02
2022/09/01 ;

2022/08/02
2022/09/01 ;

2022/08/02
2022/09/01 ;

2022/08/03 18:00
2022/09/01

2022/08/03 18:00
2022/09/01 ;

2022/08/03

1034




T2

2022/07/29

2022/08/02

07/29

30

08/02

08/03 18:00

T2wW1

bnt162b2

Dwl

103¢




T2

16

2022/09/01

owl

T2wW1

19

34

2022/08/03

MMT O

(QUMT

103¢€




BNT162b2

1037




20806

PMDA v2210002271

2022/08/20 15:30 68
4
2023/02/28 68

2022/08/21

2022/08/21

2022/08/21

2022/08/21 14:30

2022/08/21 14:30

2022/08/21 14:40

2022/08/21 14:45
/

FR1790

BNT162b2

1038




2022/08/21

2022/08/21 14:40

2022/08/30

2022/08/20

08/21

14:30

14:35

14:40

14:45

CT/MRI

2022/08/21

68

68

12:30

bnt162b2

103¢




104C




20807

(PVDA)
PMDA V2210002089

2022/07/28 15:40 36

/ 3
6
2022/07/28
200
1 2
2022/07/28 36.5
2022/07/28 15:40 3 BNT162b2
3
2022/07/28 15: 50 10
07/29 07/31
95%
oD

BNT162B2
36

1041




2022/08/08
2022/08/09
2

2022/08/11 14

(
2022/08/12 15

2022/07/28 2022/07/29

2022/07/31 2022/08/08 BNT162b2

BNT162b2 /
20808
75 CovID19 BNT162b2
EY2173 2022/02/28

1042




20809

v2210002113 (PMDA)

2022/08/22 80 COVID-19
FT9319 2023/03/31

1 EY0779
2021/05/29 COVID-19

2 EY0779
2021/06/19 COVID-19

3 FL1839
2022/02/19 COVID-19

2022/08/23 11:30

2022/08/23 11:30

BNT162b2

2021/08/31

2021/08/31

2022/04/30

2022/08/30

2022/08/30

1043




2022/08/22 BNT162b2

2022/08/23 11:30

2022/08/23 11:30

2022/08/30 8

1044




20810

PMDA v2210002118

2022/07/31 75
4

2022/07/31

2022/08/17

2022/08/31 10

000021A 7/ bntl162b2
FP9654 2022/10/31

BNT162b2
FP9654 2022/10/31
Ew4811 2021/10/31
FA2453 2021/11/30

000021A

000021A / bntl62b2 4

FP9654 2022/10/31

4

2022/08/21

104£




2022/08/21

75 4
1
2022/08/31 4 31
2022/08/17
08/20 08/21
2022/08/31
bnt162b2

104¢€




ACE2

20811

bnt162b2 3
000021A 3
000021A
ID (169431)
27 BNT162b2

1047




1048




ID (169431)

COVID-19 BNT162B2
2 3
/
20812
2022/08/29
12 3 3
4 2022/09/05
/
ID
(169431)
COVID-19 1 BNT162b2
/ 2
20813
3
COVID-19

104¢




20814

v2210002022 (PMDA), v2210002139 (PMDA).
v2210002022 (PMDA), v2210002139 (PMDA).

2022/08/06 36 CovID19 BNT162b2
FR1790 2022/11/30

2021/05/20 COVID19 1
EW4811 2021/07/31

2021/06/10 COVID19 2
EW4811 2021/07/31

2022/02/12 COVID19 3
3005890

36

105C




4/40

36

2021/05/20

2021/06/10

2022/02/12

2022/08/06

2022/08/06

2022/08/13
2022/08/13
2022/08/13
2022/08/13
/ 8/40
2022/08/17 4/40 2022/08/31 8/40
CovID19 1 bnt162b2
Ew4811 2021/07/31
CovID19 2 bnt162b2
Ew4811 2021/07/31
CovID19 3
3005890
CoviID19 4 bnt162b2

1051




FR1790 2022/11/30

2022/08/13 7
8 13
8 15
8 17 4/40
8 31 8740
bnt162b2
v2210002277 PMDA
2022/08/22 15:00 68 CovID19 BNT162b2
4 FN9605 2023/02/28)
68 8
20815
CoviD19 Covid-19 1 2
3

1052




2022/08/24 19:10

2022/08/24 19:10

2022/08/24 19:10

2022/08/22

2022/08/22 15:00

2022/08/24 19:10

2022/08/25

36.0

BNT162b2

20816

1053




20

30

20817

68

BNT162b2

1054




20818

2022/08/12 75
BNT162b2

2022/02/28 COVID-19
FA2453

2022

2022

2022

COVID-19
FM9088

4
2022/10/31

2022/02/28 COVID-19

FJ1763

2022

2022/07/31 COVID-19

kg

EY2173

105¢




2022/08/12

2022/08/12

4

2022

2022

2022

105¢€




12:15

30

kg

1057




12
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20819

( ID 169431)

64 BNT162b2

PR ID PR ID 6121274

-BIONTECH COVID-19

EY3860

CAPA

LOE

NTM

LOE

105¢




PR

ID

PR ID 6099040

-BIONTECH COVID-19

-BIONTECH COVID-19

FC8736

CAPA

FN2726

CAPA

NTM

NTM

106C




2022/09/14

FN2726 FC8736

EY3860

1061




20820

PMDA

2022/02/07 78
FL1839

2021/06/07
2021/08/31

2021/06/28
2021/08/31

2022/04/22

2022/04/22

2022/04/22

2022/04/22

v2210002112
COVID-19
2022/04/30
COVID-19
COVID-19

BNT162b2

EY0779

EY3860

1062




2022/04/22

2022/04/22

2022/04/22

2022/04/22

2022/04/22 09:00

2022/04/26

2022/05/14

2022/05/26

2022 - CRP

2022 D

2022

2022

2022/07/12 7

2022/07/12

2022/08

1063




2022/05/14

2021/06/07 COVID-19
EY0779

2021/06/28 COVID-19
EY3860

2022/02/07 COVID-19
FL1839

2022/04/22

22

CRP

2021/08/31

2021/08/31

2022/04/30

74

1

2

3

BNT162b2

BNT162b2

BNT162b2

2022/04/22

1064




2022/04/22

20mgl

2022/04/26

15mg

2022/05/02

2022/05/14

2022/05/26

2022/04/22

2022/05/30

2022/06/20

6mg

2022/07/12

12

K

25mg 1

500mg 2

10mg

150mg

1

70%

3

1065




2.5mg

2022/08/02

7.5mg

2022/08/30

CRP D-
ICD

2022/08/30 204

2022/04/22 2022/05/14

106€




20821

ID 169431

2022/08/30 12 COVID-19 BNT162b2
2

1 2022/08/09 COVID-19

2022/09/02

12

2022/08/30 2

2022/08/09

2022/09/02

1067




20822

PMDA v2210002140 PMDA

2021/12/02 13:30 58
3
2022/04/30 58

2021/12/03 05:00

2021/12/03 05:00

2021/12/03 05:00

2021/12/03 05:00

FK6302

BNT162b2

1068




58

2021/12/03 05:00

2022/09/02

OCT
VEGF

BNT162b

10

106¢




TTS
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20823

v2210002138 PMDA

2022/05/27 24 BNT162b2
3 /
2022/05/29
2022/08/31 / ;
2022/05/31
2022/08/31 ;
2022/05/31
2022/08/31 ;
2022/05/31
2022/08/31 ;

2022/05/31 12:00

2022/08/31 ;
2022/05/31 12:00
2022/08/31 Brain fog ;
2022/06/04
2022/08/31 ;

24

1071




2022/08/31

24

2022/05/27

2022/05/31

2022/08/31

Brain fog

12 00

PSL

2022/06/04

Brain fog

bnt162b2

bnt162b2

1072




BNT162b2

2022/09/21

1073




20824

2022/09/01 11:40 67
/

€7 )

COVID-19

COVID-19

COVID-19

2022/09/01
/

2022/09/01

2022/09/01

COVID-19
0.3ml
1
2
3
108
1807190
120mmHg

(2022/09/01) 180" 190mmHg

(2022/09/01) 108mmHg

(2022/09/01) 169/102mmHg

:(2022/09/01)90( / )

BNT162b2
4
COVID-19
COVID-19
COVID-19
(2022/09/01)
/ 108

120mmHg

1807190

1074




67

2022/09/01
(

2022/09/01

12:30

11:40
)

108mmHg

SARS-COV-2

120mmHg

169/102mmHg

BNT162b2

2022/09/01 4

1807 190mmHg

9( 7/ )

10

4

107¢
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BNT162b2 /
(2022/09/05) -
/ / / /
/7 )
BNT162b2 /
ID: 169431
COVID-19 BNT162b2
2 /

107¢




v2210002175 PMDA

2022/07/15 67

67

20826

1077




2022/07/16 14:14

2022/07/16  #6jp 99% delay

2022/07/16 14:14

#6jp 99% delay

2022/07/16

2022/07/16 14:14

2022/07/16 14:14

2022/07/16

BNT162b2

107¢




20827

v2210002146 (PMDA)

2021/07/18 65 COVID-19
FF0843 2021/10/31
COVID-19 1
2022/06
2022/06
2022/08/19
GAD : ; : 384 mg/dl; C
65 10

BNT162b2

COVID-19

> 0.5 ng/dL
: 16.6 %;

65

1

107¢




2022/06

384 mg/dL  HbAC16.6% GAD

CPRO.5 ng/dL 1

BNT162b2
2022/09/02
( ID:
(169431)
2022/09/03 52 CovID-19 BNT162b2
/
20828
1 COVID-19
2 COVID-19
2022/09/04

108C




2022/09/04

3 2022/09/03

2022/09/04

1081




20829

v2210002272

2021/09/19 21
FG0978

2021/10/02

2021/10/02

2021/10/02

2021/10/02

2021/10/27

2021/09/19

2021/10/02

2021/10/27

2021/12/09

PMDA

2022/02/28

2021/12/09 43

bnt162b2

13

38

BNT162b2
21

1082




2021/10/27 2021/12/09

bnt162b2
2021/10/13
Hughes 4:

( 5m )
2022/04/12 7

2021/10/02 ;

2021/10/27 GBS
2021/10/27 1/uL; 2021/10/27 56mg/dl;
2021/10/27 140mg/dl;
2021/10/27 CSF
50 /uL CSF ;
2021/11/01

1083




20830

2022/08/27 70 CovID-19 BNT162B2
/ 70

1084




2022/08/727

2022/08/27
2022/08/27
70 4
2022/08/27
1
BNT162b2 /

108E




20831

v2210002174 (PMDA)

2022/08/06 86 COVID19 COVID-19

4
COVID19 COVID-19 1 2

3
2022/08/07 CPR1-2
JCS300 RR24 PR88 BP110/60 mmHg Sp02 95%
2022/08/07
2022/08/07
2022/08/07 13:00 38
2022/08/07 13:00
2022/08/07 13:55

2022/08/07
2022/08/07 13:00 38
13:55 CPR1-2 JCS300

RR24 PR83 BP110/60 mmHg Sp02 95%

108¢€




CT CTA MRI

Angiogram 2022/08/07

Blood pressure measurement 2022/08/07 110/60 mmHg

Body temperature 2022/08/07 38

Coma scale 2022/08/07 300

Computerised tomogram head 2022/08/07

CSF culture 2022/08/07)

Electroencephalogram 2022/08/07

Heart rate 2022/08/07 88

Magnetic resonance imaging 2022/08/07

Oxygen saturation 2022/08/07 95 %

Respiratory rate 2022/08/07 24

2022/08/07

COVID-19

13:00

BNT162b2

1087




20832

COVID 19 mRNA

1 37
2022; Vol:37th, pgs:194
38 COVID-19 BNT162b2

2
3
MTX
MTX
MTX [ ]
COVID-19 1 COVID-19
2 38.5
38.5 2

1088




20833

2022/06 80

2020/06

COVID-19
/

BNT162b2 (

2020/06

108¢




20834

Program ID: (169431)

COVID-19 BNT162b2

COVID-19

2022/08/01

109C




2022/08/01 COVID-19

20835

2022/08/11
1
4
2022/11
/
2022/08/11 80 COVID-19 BNT162b2
COVID19 COVID-19 1

2022/08/13

Platelet count 20

3

1000

22/08/13 1000

1091




BNT162b2

20836

40

40

COVID-19

BNT162b2

1092




20837

v2210002149 PMDA

v2210002150 PMDA

v2210002149 PMDA v2210002150

2022/09/04 15:20 70

70

2021/07/03 1
COVID-19

2021/07/24 2
COVID-19

2022/04/01 3
CovID-19

2022/09/04
78/40 64/40

2022/09/04

2022/09/04

2022/09/04

CovID-19
FN9605

EY0572

FD0348

FM3289

PMDA

BNT162b2
2023/02/28

2021/10/31

2021/10/31

2022/05/31

68744 74/44

1093




2022/09/04 104

2022/09/04 Sp02 93
68/44 74744 78/40 64/40 104 Sp02 93
2022/09/04 68/44 15:27 2022/09/04 74744 15:40
2022/09/04 78/40 15:45 2022/09/04 64/40 15:50
2022/09/04 96/68 16:10
2022/09/04 36.3 2022/09/04 35.8
15:45
2022/09/04 104 15:27 2022/09/04 97 15:40
2022/09/04 96 15:45 2022/09/04 96 15:50
2022/09/04 98 15:27 2022/09/04 93 15:40
2022/09/04 96 15:45 2022/09/04 97 15:50
70 1
36.3
2022/09/04 15:20 COVID-19
BNT162b2 FN9605 2023/02/28

2022/09/04 3

1094




15:27 68/44 104 Sp02 98

15:38
15:40 T74/44 97 Sp02 93
15:45 78/40 96 Sp02 96 35.8
15:50 64/40 96 Sp02 97 021
16:10 96/68
16:15 1
18:10
18:15 FAX
BNT162b2
2022/09/27
COVID-19
2
2022/09/12

1098




2022/09/27

109¢€




20838

227

mRNA

10

10

227

CovID-19

mRNA

25

2022

/CRP

coviD 19

mRNA

1097




/CRP

Angiocardiogram ;

Biopsy heart ;

Blood pressure measurement 132/80mmHg;

Body temperature 36;

C-reactive protein ;

Echocardiogram ;
Electrocardiogram PR
Heart rate 96 beats;

Heart sounds ;

Magnetic resonance imaging

Myocardial necrosis marker / ;

Radioisotope scan

White blood cell count

Spodick ” s sign

1098




1 227
2022; Vol:227th  pgs:26
55
2021 11 mRNA BNT162b2
20839
742 U/L 1004 U/L T-Bil 13.0
mg/dL lg 2576mg/dL Ig
270mg/dL 40 M2 HBs HCV
1gG4
AlH PBC
PBC
interface hepatitis AlH
40mg/ 5mg/
AlH

109¢




AlH

20840

2022/08

ID (169431)

BNT162b2

BNT162b2

CMT

110C




2022 8
1 2 CMT 3
/
ID: (169431)
covid-19 BNT162b2
2
20841
COVID-19 2022/08/04
2022/08/14
2022/08/26 4
4 2022/09/16

1101




2022/09/16

20842

v2210002170 PMDA

69 BNT162b2 1
FC5295 2022/06/30 BNT162b2
FC5947 2022/06/30 2022/02/19 16:45
BNT162b2 3 FL1839
2022/04/30 69
2021/11/30
2021/11/30
HD 2021/11/30
2021/11/30

110z




2022/04/09

2022
2022
2022/02/19 35.9 3
2
2022/04/09
bnt162b2
CovID
2022/09/13
2022/09/21

(2022 );

(2022 );

(2022

)

110¢




20843

ID: (169431)

85 covid-19 BNT162b2

COVID-19

1104




2022/09/22 4
4
3
9 3
4
3
BNT162b2 /
2022/08/22 28 COVID-19 BNT162b2 4
20844 COVID19 COVID-19 1 2
3
2022/08/23 / / 40
2022/08/27 (2022/09/01)
2022/09/03
2022/08/27 2022/09/01 5

110¢




2022/09/03

/ /

Blood test 2022/08/27
Body temperature 2022/09/03
SARS-CoV-2 test 2022/08/26
2022/08/23
2022/08/26
2022/08/27

2022/09/01
2022/09/03 40

2022/09/06

40

40

COVID-19

PCR COVID-19

110¢




BNT162b2

1107




20845

v2210002171 PMDA

2022/08/23 15:07 64
4 FT7280
64

2022/08/25

/ Tolosa-Hunt

2022/08/25

2022/08/29

/Tolosa-Hunt

2022/08/23 36.3 ;

2022/08/29

BNT162b2

2022

2023/02/28

110¢




2022/08/25

2022/09/05

bnt162b2

2022/08/23 4

2022/08/25

2022/08/29

Tolosa-Hunt

2022/09/05

2022/09/29 CovID

MRI 2022/08/29

2022/08/25

BNT162b2

110¢




2022/09/29

20846

ID (169431)

BNT162b2

111(




20847

48

Covid-19 4
2022 64 75

COVID-19 BNT162b2

64

111




/

48 COVID-19
/
2022/08/29 2022/09/21
Covid-19
4 64 2022 64 75
#3 #1
#1

#2

1112




20848

ID (169431)

2021/07/03

EW0201

FA7338

2021/06/05

2021/12

2021/06/05 2021/07/03

4
3 1
2 12

BNT162b2
2021/09/30

2021/09/30

2022/03/10

111¢




20849

80

CovID

111<




20850

v2210002186 (PMDA)

2022/08/28 64
FT9319
64

COVID-19

COVID-19

COVID-19

COVID-19
2023/03/31

BNT162b2

COVID-19

COVID-19

COVID-19

111¢




2022/08/31

/
2022/08/31
/
(2022/08/28)
2022/09/06

36.5

BNT162b2

111¢




2022/09/13

2022/09/21

1117




20851

2022/06/22 72

2013/12

2022/07/21

2022/07/22

2022/07/22

2013/12/13

ECG

/PAH

72

BNT162b2

2021/09

2022/02

111¢




2022/07/22

2022/07/25

2022/07/25

2022/07/25

2022/07/26

2022/07/26

2022/07/26

2022/07/29

2022/07/29

2022/08/01

2022/08/01

2022/08/02

2022/08/03

Candida tropicalis

CD

DC
/ 40
WBC 20000
CD
active
2022/08/03

2022/07/29

2022/08/02

111¢




2022/08/04 B 2022/08/04

B 600 ;
2022/08/08
2022/08/09 50
2022/08/09
B
2022/07/22 2022/08/10
20
/PAH
/ CD cD
/
DC
/ 40
WBC 20000 active
2022/08/03 Candida
tropicalis 2022/08/04 B 600
50

112C




2022/07/22 39.6 37.0s ;
7-23 2022/07/22 311U/1 ;
1.32-2.23 2022/07/22 0.65 ;
2022/07/22 79.4mg/1;
2022/07/22 316. 30.0 ;
2022/07/22 0.5 U/ML
4.5 ;
2022/07/22 0.21U/ml 3.5 ;
2022/07/22 ;
2022/07/22 5 2022/07/22
0.4u/ml 7.0 ;. 2022/07/22 640
40 2022/07/22 ;. 2022/07/22
0.6u/ml 7.0 ;. 2022/07/22
5 2022/07/22 3.3u/ml 7.0 5 2022/07/22
5 2022/07/22 240u
7.0 ;. 2022/07/22 ;
2022/07/22 172.5u/ml 7.0 ;
2022/07/22 ;. 2022/07/22 0.8u/ml
3.5 ;. 2022/07/22 40 40 ;
2022/07/22 5 2022/07/22 40
40 ;
2022/07/22 40 40 5 2022/07/22 40
40 ;. 2022/07/22 40 40 ;
2022/07/22 40 40 5 2022/07/22 40
40 5 2022/07/22 40 40 ;
2022/07/22 640 40
2022/07/22 4.8u/ml 7.0 ;

1121




2022/07/22 ;. 2022/07/22 0.3
0.3u/ml 7.0

Il 2022/07/22 5.0
; 2022/07/22

13-30 2022/07/22 361071

2022/07/22 20 uL;

0.0-1.3 2022/07/22 0.2%;

0.0-0.2 2022/07/22 0.2mg/dl;

2022/08/01

4.1-5.1 2022/07/22 2.4g/dl

38-113 2022/07/22 581U/1;

B 2022/08/04 600

2022/07/22

0.4-1.5 2022/07/22 1.2 mg/dl;

8.8-10.1 2022/07/22 8.0mg/dl

101-108 2022/07/22 101mmol/L;

142-248 2022/07/22 103mg/dl

201-421 2022/07/22 1391U/1

41-153 2022/07/22 1161U/1;

0.46-0.79 2022/07/22 1.07mg/dl

2022/08/03 candida tropicalis ;. 2022/08/06

73-109 2022/07/22 170mg/dl

1122




2022/07/22 ;

124-222 2022/07/22 3551U/1 ;
2.7-4.6 2022/07/22 4.0 mg/dl;
3.6-4.8 2022/07/22 4.7mmol/L;

2022/08/09 50 ;

138-145 2022/07/22 128mmol/1 ;

0.61-4.23 2022/07/22 3.02 MiU/mL;

30-117 2022/07/22 40 mg/dl;

8.0-20.0 2022/07/22 16.5 mg/dl;

2.6-5.5 2022/07/22 6.0mg/dl ;

2022/07/29 40 ;

2022/07/22 2261.9pg/ml ;
18.4pg/ml ;

2022/08/02 ;

2022/07/22 4.0 u/ML 12.3 ;
2022/07/22 1.3 u/ML 3.5 ;

2022/07/22 1/HPF ;

2022/08/02 ; 2022/08/04

extra ;

2022/07/22 7.54mg/dl 0.14 ;

2022/07/22 25.1 mg/dl;

0.0-6.0 2022/07/22 2.4 1U/ml;

112¢




2022/07/22 ;

2022/07/22 2.1 10.0  ;
2022/07/22 ; 2022/07/22  4.8u/ml 7.0u/ml :
eGFR 60 2022/07/22 39.0ml :
0.6-8.3 2022/07/22 0.2% ;
2022/07/22 2.12ug/ml 1.0 ;
HbF 0.3-1.3 2022/07/22 0.4%;
2022/08/09  90%;
v 9-32 2022/07/22 181U/1;
2022/07/22 50
4.9-6.0 2022/07/22  6.2% :
35.1-44.4 2022/07/22 43.5%;
11.6-14.8 2022/07/22 14.1 g/dl;
2022/07/22 ;
2022/07/22 0.01 0.05 (-) ;
2022/07/22 0.09 S/CO 1.00
-
48-103 2022/07/22 44.3/43.0mg/dl ;
2022/07/22 ; 2022/07/22 0.09S/CO
1.00
0.88-1.08 2022/07/22 1.13;
2022/07/22 ;
65.0-163.0 2022/07/22 49.0mg/dl ;

1124




2022/07/22 1850 uL;

20.0-50.0

2022/07/22

27.5-33.2

31.7-35.3

19.2% ;

2022/07/22 29.0 pg;

2022/07/22 32.4 g/dl;

83.6-98.2 2022/07/22 89.3 FL;

9.4-12.5 2022/07/22 11.6 fL;
2022/07/22 1110 uL;
4.1-10.6 2022/07/22 11.5% ;
2022/07/22 6630 uL;
37.0-72.0 2022/07/22 68.9%;
2022/07/22 ;
2022/07/22 58.7;
4.5-7.5 2022/07/22 5.0;
2022/07/22 3.2ug/ml
158000-348000

2022/07/22 162000;

9.8-16.2 2022/07/22 14.5 fL;

19.1-46.6 2022/07/22 38.0 %;

0.17-0.38 2022/07/22 0.19 %;
2022/07/22 15mg/dl 30 ;

6.6-8.1

2022/07/22 6.1g/dl ;

2022/07/22 19 mg/dl;

0.8

112¢




2022/07/22 0.76 g/g Crea;
9.8-12.1 2022/07/22 12.9 ;
70.0-130.0 2022/07/22 80.0 %;

3.86-4.92

2022/07/22 487 10 6/uL;

2022/07/22 0.1 %;

11.9-14.5 2022/07/22 15.2% ;
39.0-51.5 2022/07/22 49.9 fL;
2022/07/22 ;
2022/07/22 80.0
7.00 ;
1.005-1.030 2022/07/22 1.012;
11 2022/07/22 71.87ng/ml
3.0 ;
0.70-1.48 2022/07/22 0.97 ng/dL;
2022/07/22 ;. 2022/07/22 ;

2022/07/22 100-999W;
2022/07/22 1-4 /WF;

2022/07/22

2022/07/22

2022/07/22

normal ;

1.68-3.67

2022/07/22 1.50

2022/07/22 5-9/HPF
2022/07/22 5-9/HPF 5

2+ ;

2022/07/22 normal Ehrlich

112¢




3300-8600 2022/07/22

2022/07/22 1+

2022/07/26

2022/08/10

CovID 4

9630uL

/PAH

2022/07/29 20000

1127




2022/08/10

2022/07/22

2013/12

2022/07/24 09:55 NO 10ppm

2022/07/24

2022/07/26

2022/07/27  NO 10ppnm

2022/07/28

2022/08/02

2022/08/06

20
/
ECG
dehydration
10:10 20ppm
2.5mg
PDE-5 10mg

20mg

5mg

2.5mg

112¢




2022/07/23

2022/07/24 20mg x 2

2022/08/04 60mg

2022/07/22 DOB 5.55

2022/07/22

2022/07/25 pAF

2022/07/26

2022/07/26

2022/07/29
4

20mg

5ml/h  +NA

200mg

20000

2022/08/01

2022/08/02

active

CD

ABPC/SBT

PIPC/TAZ 4.5g gshr

) VCM 2g

40

PAH

pAF

112¢




2022/08/04 extra
2022/08/03 RBC 2U 2022/08/04 RBC 4U

2022/08/03 Candida tropicalis

600

2022/08/04

2022/08/06

2022/08/06

2022/08/08

2022/08/09 400mg iv

F10 90%

2022/08/10

10:52

BNT162b2 /

2022/09/05

2022/08/04

50

100mg

B

113C




2022/09/06

1131




20852

2022/09/07

;150

49

I1CH-

valid

invalid
150 2022
BNT162b2 2
1

/
Na
/
Na
/

1132




T2

T2 (
V2210002206 (PMDA)
2022/05/09 59 COVID-19 BNT162b2
FNI3289 2022/08/31 59
20853
COVID-19 COVID-19
2022/05/14

113¢




2022/05/14

2022/05/14

2022/05/14

(2022/05/09) 36.0

2022/05/14

2022/05/19

BNT162b2

1134




20854

v2210002347(PMDA)

2022/08/17 16:20 23

FP9654
23
COVID-19 1
COVID-19 2
2022/08

2022/08/17 16:36
2022/08/20

2022/08/17 16:36

CovID-19
2022/10/31

B

COVID-19

COVID-19

2022/08/20

NT162b2

2022/08/20

113¢




2022/08/17 16:36

2022/08/20

BNT162b2

2022/09/12

113¢




v2210002184 (PMDA)
2022/05/16 16:17 16 CovID-19 BNT162b2
FN9605 2022/11/30 2
16
2017
COvID-19 1 COvVID-19
16 4
20855
36.8
2022/05/16 16:17 BNT162b2
FN9605 2022/11/30 2
2022/05/18 2
2022/05/20 4
2022/05/30 14
2022/06/21 36
2022/05/16
2022/05/18
mPSL 125 mg

1137




2022/05/20

2022/05/30

2022/06/21  PSL

COVID-19

bnt162b2

2022/05/30

mPSL 125mg PSL

2022/09/13

2022/09/26

50mg

BNT162b2

113¢




20856

v2210002207 (PMDA)

2021/12/04 11:00 61 CovID-19
FF2018 2022/03/31
2021/12/05
2021/12/05
/

2021/12/05 17:00

2021/12/05 17:00
2022/04/16

2021/12/07
/

2021/12/24

2021/12/24

1 (2021/12/04) 36.4

BNT162b2

2022/04/16

2022/04/16

2022/04/16

2022/04/16

2022/04/16

2022/04/16

113¢




61 1

2021/12/04 11:00

2021/12/05

2021/12/05 17:00

2021/12/07

2021/12/24

2022/03

2022/04/16

2022/04/16

36.4

BNT162b2

114C




1141




20857

PMDA v2210002180

2022/06/10 10:30
BNT162b2
29

COVID-19 1

COVID-19 2

2022/06/23
2022/08/19

2022/06/23
2022/08/19

2022/06/23
2022/08/19

2022/06/23
2022/08/19

29

COVID-19
3

COVID-19

COVID-19

1142




2022/06/23

2022/06/23
2022/08/19

2022/07/04
2022/08/19

2022/07/04

2022/07/04

2022/08/19

2022/07/29
2022/08/19

2022/07/29

2022/08/19

EGPA

2022/07/31
2022/08/19

2022/07/31
2022/08/19

(2022/08/02) EGPA
(2022/07/29)

2022/07/31

EGPA

(2022/08/02) EGPA

(2022/07/04)

1145




2022/06/10

2022/06/23

2022/06/23

2022/07/04

2022/07/29

2022/07/31

2022/08/02

2022/08/19

Pudmed

13
EGPA
BAL/TBLB EGPA
EGPA
IVig
BNT162b2
EGPA

1144




BNT162b2

/

114¢




20858

PMDA v2210002214

2022/08/27 10:25 60 COVID-19 BNT162b2
FT8584 2023/02/28
60
2016
2016
2016
GERD 2016
+HCTZ MK
+PHARMA
AN
COVID-19 1 COVID-19
COVID-19 2 COVID-19
COVID-19 COVID-19

114¢




2022/08/28

2022/08/28

2022/08/28

2022/08/27

60

2022/08/28

2022/09/07

2022/09/07

36.5

1147




2022/08/30

2022/09/13

2022/10/04

BNT162b2

GERD

114¢




20859

v2210002286 PMDA

2022/06/18 15 COVID-19 BNT162b2
FN2726 2022/12/31 15
2020/11
1 FJ5790 2022/03/31,
2021/10/06 14 COVID-19
2 FJ5790 2022/03/31,
2021/10/29 14 COVID-19

1 2

2022/06/18 3

2022/8

114¢




bnt162b2

2022/06/19

BNT162B2

2022/09/14

2022/09/26

115C




20860

(169431)

80 CovID-19
/

COVID-19

COVID-19

COVID-19
/

BNT162b2
1

COVID-19

1151




3 BNT162b2

20861

Invalid

Case report: Five patients with myocarditis after mRNA COVID-19

vaccination Front Pediatr 2022; Vol:10

1152




E2B

2022/09/21 Case report: Five patients
with myocarditis after mRNA COVID-19 vaccination, Frontiers in Pediatrics,

2022; Vol: 10, DOI: 10.3389/fped.2022.977476

RMH

Invalid

115¢




20862

AE -

Case report: Five patients
with myocarditis after mRNA COVID-19 vaccination Frontiers in Pediatrics,

2022; Vol:10, pgs:977476, DOI:10.3389/fped.2022.977476.

12 BNT162b2 (BNT162B2

Bntl162b2 1

Blood creatine phosphokinase (normal high range 248): 278 1U/1; Blood pressure

measurement: 102/57 mmHg; Body temperature: 37.0 ; Ejection fraction:
70 %; 68 %; Electrocardiogram: Showed elevation, : Initial ECG: in leads
I, 11, V3-6; Normal ( 4 ), : ; Normal, : Wall motion;
Yes, : Pericardial effusion; revealed a left ventricular ejection
fraction, : of 68%, mild pericardial effusion, increased epicardial
echodensity; Normalized, : 4 ; Heart rate: 82, o Unit:
beats/min; , : ;

, : ; N-terminal prohormone brain natriuretic

peptide (normal high range 125): 261 pg/mL; 74 pg/mL, : decreased;
Physical examination: unremarkable; Respiratory rate: 18, > Unit:
breaths/min; SARS-CoV-2 antibody test: Negative, : ;
Troponin | (normal high range 28.6): 1369 pg/mL, : Initial value; 1369
(1st day of illness), : Peak value; 20.4 (1 month later),

Normalization; Increased, : ; 820.4 pg/mL, : decreased; 355

1154




pg/mL, : , decreased; White blood cell count: 8700 1U/I.

2022/09/21 : Case
report: Five patients with myocarditis after mRNA COVID-19 vaccination

Frontiers in Pediatrics, 2022, vol; 10, DOl 10.3389/fped.2022.977476

DOl

12

115¢




20863

invalid

"Case report: Five patients with myocarditis after mRNA COVID-19 vaccination™,

Front Pediatr, 2022; Vol:10

E2B

2022/09/21
Five patients with myocarditis after mRNA COVID-19 vaccination, Frontiers in

Pediatrics, 2022, Vol: 10, DOl 10.3389/fped.2022.977476

invalid

115¢




20864

invalid

"Case report: Five patients
with myocarditis after mRNA COVID-19 vaccination™, Front Pediatr, 2022;

Vol :10

COVID-19 COVID-19
/

JP E2B

Additional Doc

2022/09/21
Five patients with myocarditis after mRNA COVID-19 vaccination Frontiers in

Pediatrics, 2022, volume 10, DOl 10.3389/fped.2022.977476

invalid

1157




20865

Frontiers in Pediatrics, 2022; Vol:10, DOI:10.3389/fped.2022.977476 "

: Five patients with myocarditis after mRNA COVID-19 vaccination”

12 Covid-19 BNT162b2 BNT162B2 2

Covid-19 Bnt162b2 ( )

1 132/78 mmHg; : , ,

63 ; 163 % : ST ; V1-v2,
; , : ; . 66, : bpm; SARS-CoV-2 : ;
1 ( 28.6): 31.1 pg/mL, : ; 40.6 pg/mL, : 21
; 21 pg/mL, : 3 : |
E2B
2022/09/21 : Five patients with myocarditis after

mRNA COVID-19 vaccination, Frontiers in Pediatrics, 2022; Vol:10,

DO1:10.3389/fped.2022.977476.

115¢




invalid

20866

v2210002215 PMDA

2022/07/20 15:00 92

FP9647
92

2022/10/31

BNT162b2
4

115¢




2021/05/26

2 ;
2021/06/16

3 ;
2022/02/14
2022/07/20
2022/07/20

2022/07/20 20:00

2022/07/20 20:00

2022/07/20 36.1

2022/07/20

116(C




2022/07/20 22:22

2022/07/20

2022/07/20 15:00
15

CPR

22:22

BNT162b2

20:00

1161




20867

2022/09/06

2022/09/06

2022/09/06

0.3ml

BNT162b2

2022/09/07

EUA

3

COVID-19
/

BNT162b2

1162




20868

78

CovID-19

COVID-19

COVID-19

COVID-19

2022/01/04

(2022)

BNT162b2

COVID-19

1162




20869

Transient Pneumonitis as a

Possible Adverse Reaction to the BNT162b2 COVID-19 mRNA Vaccine in a Patient

with Rheumatoid Arthritis: A Case Report and Review of the Literature Case

Reports in Rheumatology,2022;D01:10.1155/2022/3124887

76

BNT162b2 1

covid-19

COVID-19

BNT162b2 2

12mg/ 15

1164




DNA ;

47710/1;31110/1;1891U/1 311
110/60mmHg ;
36.5 ; 39.0 ;
6-4mg/dl ;1.47mg/dl;
477 :U/L;1.47mg/dl;0.06mg/dl;
35.5%;
11.2g/dl;

116¢




65 /

452.41U/ml1;165.11U/ml ;452 _41U/ml;

98% ;
40.4 x 10M/uL;
DNA
377 x 10M4/uL;
18 /

226ng/ml ;102ng/ml ; 226ng/ml ;

4990 /uL;5420 /uL 1

2022/09/08

Transient Pneumonitis as a
Possible Adverse Reaction to the BNT162b2 COVID-19 mRNA Vaccine in a Patient
with Rheumatoid Arthritis: A Case Report and Review of the Literature Case

Reports in Rheumatology,2022.D01;10.1155/2022/3124887

116¢€




PRD

2021/07/26

BNT162B2

20870

78

COVID-19

BNT162b2

1167




COVID-19

COVID-19

COVID-19

2022/07/26

CovID-19

CovID-19

(2022)

116¢




20871

80

COVID-19

COVID-19

COVID-19

CovID-19

BNT162b2

116¢




2022/08 80 COVID-19 BNT162b2 4
0.3ml /
COVID-19 1 COVID-19
;COVID-19 2 COVID-19
20872 ;COVID-19 3 COVID-19
2022/08 1
2022/09

117C




2022/08

2022/08

2022/09

0.3ml

BNT162b2

1171




20873

v2210002355

PMDA
2022/08/16 16:00 76 COVID-19 4
BNT162B2 FWo547 2022/12/31 76
2022/08/16 2022/08/23;
1 COVID-19
2 COVID-19 3
COVID-19
2022/08/17 18:00 2022/08/24 37
38 / /38 /
7
2022/08/26
2022/08/16 36.4
;  2022/08/17 37 38 /38
;SARS-CoV-2 2022/08/18
76
36.4
1

1172




2022/08/16

2022/08/23

2022/08/16 16:00
BNT162B2

2022/08/17 18:00

2022/08/18

2022/08/24

2022/08/26

38

PCR

COVID-19 4
FWo547 2022/12/31
7
2022/08/24

BNT162B2

117¢




SGLT2

2022/09/12

v2210002355

RMH 4

PMDA

PMDA

1174




20874

v2210002232 (PMDA)

2021/06/13 12:00 76 CovID-19
FA2453 2021/08/31
2021/06/16
/ /
2021/06/16
/
2021/06/16
2021/07/11
Romberg
/
/ /
Romberg
2021/06/13 36.2
2021/07/11 2021/07/11

BNT162b2
76

117¢




2021/06/16

2022/09/07

2021/06/13 12:00 COVID-19 BNT162B2

FA2453

2021/06/13

2021/06/16

2021/07/05

2021/07/11
MRI

2021/08/31

Romberg

BNT162B2

117¢




20875

(169431)

2022/02/26

COVID-19

COVID-19

COVID-19 3
/
COVID-19 1
COVID-19
2022
2022
2022
2022
2022
2022
2022
2022
2022/08/31

BNT162B2

1177




2022/02/26

1 2
1 2
2022/08/31

2022/09/15 MRI

117¢




117¢




20876

v2210002236 (PMDA)

2022/09/05 13:00 81
FT9319
81

COVID-19

COVID-19

CovID

2022/09/05 13:00
2022/02/23

2022/09/06

2022/09/06

2022/09/06

covid-19 BNT162b2
2023/03/31 4

2022/02/23 COVID-19

COVID-19

COVID-19

Quincke

118C




Quincke

(2022/09/05) 36.2 4
81 4
36.2
2022/09/05 13:00 4 BNT162b2
2022/09/06 4
2022/09/06
Quincke
2022/09/06
2022/09/08
BNT162b2
10 1 / 7
7 100ml 100mg

5mg

1181




2022/09/15

2022/09/26

PMDA

v2210002236 PMDA

1182




20877

(169431)

2022/09/03 74

FP9647
2022/09/04
/ 170
181/96 / 170
140 ;170

BNT162b2
2023/01/31

;181796 2022/09/04

140

181/96

118¢




2022/09/03
140

2022/09/04
170

74

181/96

1184




20878

PMDA v2210001973 (PMDA)

2022/08/18 75

: FN2726
2022/07/28
2022/08/18
2022/08/18
2022/08/18 36.6
BNT162b2
2022/09/09
2022/08/18

covid-19 BNT162b2(

1 2022/12/31 75

)

COVID-19

118¢




2022/08/25

2022/09/09

bnt162b2

118¢




20879

v2210002235 PMDA

2021/11/04 15:00 50
2
50

2021/11/04

2021/11/04 15:00 2

FJ5790
1
2021/11/05
2021/11/05
2021/11/05
36.6 2

BNT162b2
2022/03/31

1187




bnt162b2 FJ5790 2022/03/31

2
2021/11/05 2
2022/06/17 2 224
2021/11/04 2

bnt162b2

118¢




20880

12210003691 PMDA

2022/08/26 67
4 0.3ml

3 COVID-19

COVID-19 BNT162b2
/

COVID-19 ;

COVID-19 ;

67

118¢




2022/08/26

2022/08/27

2022/08/27

2022/08/27

2022/08/27

2022/08/26

2022/08/27

2022/08/29

2022/08/26

2022/08/27

2022/08/28

JCSI1-3 ;
COVID-19
0.3ml
1
3
4
JCSI-3

bnt162b2

119C




BNT162b2

1191




20881

C4591006

2021/02/22 25 COVID-19 BNT162b2
1 EP2163 2021/05/31 0.3ml
2021/03/15 13:15 2 EP2163
2021/05/31 0.3ml 24
2022/02/02 2022/02/06

Body temperature 2022/02/02
;SARS-CoV-2 test 2022/02/02

2022/02/02 10 18

2022/02/06 10 22

38

1192




2022/02/02 38

2022/02/06
2022/02/02
-CoV2
ICU
ECMO
/
/
SARS-CoV2

2021/03/16 12:00 2

EP2163

RT-PCR

119¢




PR ID

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

2022/04/22

1194




2022/05/19

PQC

€4591006

RT-

119¢




20882

v2210002352 PMDA

2022/07/11 68
4

oD
1 FA7338
2021/06/28
2 EW0207
2021/07/20
3
2022/02/10

FP8795

2022/07/14

BNT162b2
2022/10/31

2021/09/30

2021/09/30

3006326

119¢




G4 1964

2022/08/29 2022/09/08
G4 18
G4 1964
2022/08/18 17.81U/1; 2022/08/18

10

: (2022/08/29) 19G4/1gG

2022/08/18 572mg/dl;

; (2022/08/18)

48 %, 710/HPF; (11-121)
2022/07/11 36.4 4 ;
2022/08/16
; 2022/08/18 1.76;
2022/08/18 ; 2022/08/18 305

2022/08/18 8300/mm3

68 6 4

36.4
2022/07/11

FP8795

4
2022/07/14 4 3
2022/08/29 4 49
59

2022/10/31

2022/09/08 4

u/ml;

bnt162b2

2022/09/08 4

59

1197




2022/07/11

2022/07/14

2022/08/16

2022/08/18

TBLB
1964

2022/08/29

2022/09/30

CoVID

5km

PSL 35mg

4572mg/dl
ACE-1 17.81U/L CRP 1.76

1964

bnt162b2

68

305u/ml
8300/uL

119¢




2.5mg
G4 1gG4
PSL35mg
18 /
2022/09/16
2022/09/30
3 /
4572 1gG4
2022/08/18 2022/08/29  TBLB

20mg

BNT162b2

11-121

572

119¢




20883

PMDA v2210002217

2022/07/29 16:30 65 covid-19
FM7534 2022/10/31 4
PL-G ; PL-G
Covid-19 3
Covid-19 2
Covid-19 1

2022/08/01 09:00

2022/08/02

2022/08/02
CcT

2022/08
2022/09/06

BNT162b2

COVID-19

COVID-19

COVID-19

2022/09/06

2022/09/06 ;

2022/09/06

120C




2022/08

2022/08/07 2022/08/25
CT
39
2022/08/02 ;
2022/07/29 36.7
2022/08/01 39 09:00 ;
2022/08/02 39
2022/08/02

2022/08/02 4.81;

2022/08/02 ;

SARS-CoV-2 2022/08/01 ;

2022/08/02 11000

65

18

CcT

2022/09/06

1201




PL-G

2022/07/29 16:30 4
2022/08/01 09:00 39
2022/08/02 39

CRP 4.81 WBC 11000

cT
2022/08/02
Spo2
2022/09/06
2022/08/07 2022/08/25

BNT162b2

1202




20884

2022/02/03 79
BNT162b2

2021/08/31

COVID-19

2022/02/03

2022/03/05

COVID-19

FF2018 2022/03/31

1
2021/06/08 COVID-19
FA2453 2021/08/31

2022/03/05

2022/03/05

2022/03/06

3

2022/03/05 2022/03/06

EY5420

2021/06/29

1203




20885

54 COVID-19 1 BNT162b2
/ 2 /

COVID-19

1204




/
HCP
( 1D:169431)
2021/09/28 COVID-19 BNT162b2
2021/10/19 2
20886
2022 8
2
1 2021/09/28 2 2021/10/19
2 10
8 3

120¢




120¢€




20887

ID (169431)

2022/02/17 76 COVID-19 BNT162b2
FJ5929 2022/04/30 3
COVID-19 COVID-19 /
COVID-19 COVID-19 /
CovID-19
COVID-19
SARS-CoV2
2022/08/01 80 L

2022/08/03 37

2022/08/04 37.3

2022/08/03 37

;  2022/08/04 37.3

2022/07/24

2022/08/01 80

; SARS-CoV- 2022/07/24 ; 2022/07/24

COVID-19

ECMO

1207




2022/09/16

-BIONTECH COVID-19

FJ5929

NTM

CAPA

2022/09/16

FJ5929

1208




20888

valid

ID 169431

2022/02/17 70
FJ5929

2022/07/26

; (2022)

70

2022/02/17 BNT162b2
2022/04/30
2022/07/26

2022/04/30

-CoV-2

SARS-CoV

2022/07/26

2022/09/12

BNT162b2
3

2

(2022)

FJ5929

120¢




2022/09/16

PFIZER-BIONTECH COVID-19

FJ5929

NTM

CAPA

COVID-

121C




2022/09/16

1211




20889

2022/09/12 valid
ID (169431)
2022/03/17 89 COVID-19 BNT162b2
FK0595 2022/05/31
COVID-19 COVID-19 1
COVID-19 2 /
2022/07/29 COVID-19
3
/PCR
3
/PCR
2022/07/29 38.7 ; 2022/08/01 80
2022/07/29 +):
COVID-19

;SARS-CoV-2

1212




SARS-CoV2

SARS-CoV2
COVID-19
SARS-CoV2
2022/08/01 80
ECMO
/
3
4 3
PCR SARS-CoV-2
FK0595
FK0595
NTM

38.7

™

;COVID-

-BIONTECH

PCR

1213




2022/09/16

FK0595

CAPA

1214




20890

valid

(169431)
2022/02/17 58 COVID-19

FJ5929 2022/04/30 3

COVID-19 1 /

/

COVID-19
/ PCR
SARS-CoV-2 . 2022/08/08
3
4
PCR
SARS-CoV-2

BNT162b2

2022/09/12

;COVID-19
2

2022/08/08

121¢




2022/08/08 PCR

PCR SARS-CoV-2

SARS-CoV-2

COVID-19

2022/08/08

PFIZER-BIONTECH COVID-19

NTM

CAPA

SARS-CoV-2

;COVID-

FJ5929

121¢€




2022/09/16

20891

COVID-19

ID: (169431)

BNT162b2

1217




12
V2210002239 PNMDA
2022/09/12 11:35 74 covid-19 BNT162b2
4 FN2726 2023/03/31 74
Covid-19 1
’ COVID-19 : Covid-19 2
20892
COVID-19 : Covid-19 3
’ COVID-19
2022/09/12
2022/09/12 BP  175/93mmHg
2022/09/12 38.3
2022/09/12

121¢€




2022/09/12 11:50

2022/09/12 12:25

2022/09/12 175/93mmHg;

2022/09/12 36.5
; 2022/09/12
2022/09/12

60: zbpm;

2022/09/712 98%;

2022/09/12 11:50

2022/09/12

2022/09/12 11:35

2022/09/12 11:50

2022/09/12 12:25
20mL
BP :175/93mmHg; HR  :60bpm;
2022/09/12 12:50

36.3 ;

2022/09/12 171/87mmHg;

2022/09/12 97%

;. 2022/09/12
36.3
2022/09/12 59 zbpm;
4
100mL
38.3 ;
Sp02  :98%

BNT162b2

:171/87mmHg  HR:59bpm; Sp02:97%

5mg

38.3

121¢




122C




2022/09/12
valid
ID:
(169431)
2022/02/17 67 COVID-19 BNT162b2
FJ5929 2022/04/30 3
COVID-19 COVID-19 COVID-19 1 /
2 /
20893
2022/07/25 ( ) COVID-19 ( )
SARS-CoV2
: SARS-CoV-2 o 2022/07/25
PCR
3
4 3

1221




2022/07/25

SARS-CoV2 PCR
SARS-CoV2
SARS-CoV2
COVID-19 / /
/ / /
COVID-19
PCR SARS-CoV-2
SARS-CoV2
COVID-19
2022/09/16 BNT162B2 (
-BIONTECH COVID-19
FJ5929
PGS

FJ5929)

1222




NTM

2022/09/16

BNT162b2

CAPA

FJ5929

1223




20894

2022/09/12

valid
(169431)
2022/02/17 44 COVID-19
FJ5929 2022/04/30
COVID-19 COVID-19
2
( )
2022/07/29 (

/PCR

1 (2022/07/29) 38.8

SARS-CoV-2 1 ( )

38.8 PCR +

ID:
BNT162b2
3
COVID-19 1 /
/
) CovID-19 ( )
3
(2022/07/29) N C))

1224




2022/09/16

PFIZER-BIONTECH COVID-19

FJ5929

NTM

2022/09/16

CAPA

122¢




20895

v2210002241 PMDA

2021/10/19 17 COVID-19 BNT162b2
FHO151 2022/03/31
COVID-19 1
COVID-19
2021/10/22 /
2021/10/22
/
2021/10/22 2 3
2022/09/10

17

122¢




2022/09/10

bnt162b2

1227




20896

2022/08/02 85

/

/38

ANCA

38

/ 38

2022/08/02

COVID-19

2022

2022/08/02

2022/08/02

/38 9

/38

MPO-ANCA

2022/08/02 / 38

BNT162b2

85
2022 MPO-ANCA
2022/08/02 MPO-ANCA

/ 38
/
/38 9
MPO-
; 2022/08/02 ;
38 9
/38 ;

1228




2022/08/02 MPO-ANCA

2022/08/02 38

38 /38 9

MPO-ANCA

BNT162b2 /

2022/09/08  2022/09/09

2022

BNT162b2 /

122¢




20897

2022/09/12
Valid

2022/02/17 60
FJ5929

-CoV2

ID (169431)

COVID-19
2022/04/30

2022/07/23

BNT162b2

COVID-19

2022/07/23

-CoV2

19

2022/07/23

123C




2022/07/23

-CoV2
-CoV2
-CoV2
/
/ / / /
PCR SARS-CoV-2

-CoV2

-BIONTECH COVID-19

NTM

CAPA

1231




2022/09/16

1232




20898

2022/09/12

valid
ID (169431)

2022/02/17 57 COVID-19 BNT162b2

FJ5929 2022/04/30 3
COVID-19 COVID-19 COVID-19 /

1 / 2

COVID-19
2022/07/25 SARS-CoV-2
SARS-CoV-2 2022/07/25
3
3
2022/09/12 57

2022/02/17 bnt162b2 FJ5929
2022/04/30 3 COVID-19 )

2022/07/25

1233




SARS-CoV2 PCR

SARS-CoV2
SARS-CoV2
COVID-19 / / / /
/
PCR SARS-CoV-2
SARS-CoV2
COVID-19
PFIZER-BIONTECH COVID-19
FJ5929
NTM
CAPA

1234




2022/09/12

2022/09/16

123¢




20899

2022/09/12

Valid

(169431)
2022/03/03 62 COVID-19 BNT162b2

FN2716 2022/07/31 3 ;COVID-19

COVID-19 1 / 2

/

3
4 3
SARS-CoV-2
SARS-CoV-2
2022/08/08 PCR PCR
; ; ;COVID-
/

PCR SARS-CoV-2 /

123¢€




SARS-CoV-2

COVID-19

PFIZER- 7572918 7543849 BIONTECH

NTM

2022/09/15

FN2716

lot# FN2716

CAPA

1237




20900

(169431)
2022/03/03 54 COVID-19
FN2716
COVID-19
/ 2
37.9
54
-CoV-2
SARS-CoV2
COVID-19 / / /
/

BNT162b2 ( 3
2022/07/31)
/
2022/07/28
37.9 *)
/ / / /
COVID-

1238




PCR

COVID-19

2022/03/03 BNT162b2

2022/07/31 3

2022/07/28

37.9

2022/09/16

-BIONTECH

NTM

(2022/09/16)

Q)

FN2716

2022/07/28

FN2716

CAPA

123¢




20901

ID (169431)

2022/02/17 56

FJ5929 2022/04/30
/
2022/07/30
3
2022/07/30
-CoV-2

BNT162b2
3
/
/
2022/07/30 38.6
);
38.6
CoVID-

124C




2022/09/16

-BIONTECH

NTM

CAPA

2022/09/16

FJ5929

1241




20902

2022/09/12

(169431)

2022/02/17 68
COVID-19 COVID-19
/
4
2022/02/17 bnt162b2
2022/07/23
SARS-CoV2
SARS-CoV2
COVID-19
/ /

COVID-19
FJ5929

COVID-19

CovID-19

BNT162b2
2022/04/30

PCR

1242




SARS-CoV2

COVID-19

-BIONTECH COVID-19

2022/09/16, 2022/09/16 and 2022/09/16

FJ5929

CAPA

NTM

1243




20903

2022/03/28 68

2022/09/12

valid
ID (169431)
COVID-19 BNT162b2
FK0595 2022/05/31 3
COVID-19 COVID-19 COVID-19 /
1 / 2
COVID-19 2022/07/29
3

/PCR
4
PCR
SARS-CoV2

2022/07/29 37.2 ;SARS-CoV-2

; 2022/07/29

COVID-19

1244




SARS-CoV2

)
37.2
ECMO
/
/
/ /
/
/
/
/
PCR SARS-CoV-2
SARS-CoV2
COVID-19

PFIZER-BIONTECH COVID-19

FK0595

124¢




2022/09/16

NTM

FK0595

CAPA

124¢




20904

2022/09/12

2022/02/17 68
FJ5929
COVID-19

2022/07/25

2022/07/25
CoV2

ID: (169431)

COVID-19
2022/04/30
CovID-19
COVID-19 2

SARS-CoV-2

valid
BNT162b2
3
1 /
/
SARS-CoV2
(2022/07/25)
3

SARS-

1247




SARS-CoV2 PCR

SARS-CoV2
SARS-CoV2
COVID-19 / / / /
/
PCR SARS-CoV-2
SARS-CoV2
COVID-19
ECMO
-BIONTECH
FJ5929
NTM
CAPA

1248




2022/09/16

124¢




20905

2022/09/12 valid

ID: (169431)

2022/02/17 74 COVID-19 BNT162b2

FJ5929 2022/04/30 3
COVID-19 COVID-19 1

2 /
2022/07/26 COVID-19
SARS-CoV2
39.1 SARS-CoV-2

covid-19

SARS-CoV-2 PCR

SARS-CoV2

SARS-CoV2

125C




39.1 2L

2022/08/06 3L

ECMO

COVID-19 / /
/

PCR SARS-CoV-2

SARS-CoV2

COVID-19

2022/02/17 BNT162b2 (

2022/04/30) 3

12022/07/26 COVID-19

COVID-19 39.1

2022/08/06 3L

ECMO

2022/09/16

PFIZER-BIONTECH COVID-19

/ /
COVID-
2022/07/26
2L

- FJ5929

1251




2022/09/16

CAPA

FJ5929

NTM

1252




20906

valid
(169431)
2022/02/17 77 COVID-19
FJ5929 1 2022/04/30) 3
COVID-19 COVID-19 COVID-19
2 /
2022/07/27 SARS-CoV-2
2022/07/27 37.5
3
4 3
SARS-CoV-2

-CoV-2

BNT162b2 (

2022/09/12

2022/07/27

1253




-CoV-2

37.5
COVID-19 / / / / /
/
COVID-
77
2022/02/17 BNT162b2 FJ5929
2022/04/30 3
2022/07/27 2022/07/27

37.5

PFIZER-BIONTECH COVID-19

1254




NTM

CAPA

2022/09/16

FJ5929

125¢




20907

ID (169431

2022/02/17 71 COVID-19
FJ5929 1 2022/04/30) 3
COVID-19 COVID-19 COVID-19
2 /
2022/08/01
/PCR
2022/08/01 38.3
2022/08/01 2022/08/01
3
4 3
-CoV-2
-CoV-2

BNT162b2 (

125¢€




2022/08/01 38.3

2022/08/01

2022/08/02

2022/02/17

FJ5929

PFIZER-BIONTECH COVID-19

NTM

CAPA

2022/08/01

FJ5929

COVID-

1257




2022/09/16

FJ5929

1258




20908

2022/09/12

valid

(169431)

2022/02/17 66

FJ5929
COVID-19

2022/07/29

1 (2022/07

SARS-CoV-2

PCR

ID:
COVID-19 BNT162b2
2022/04/30 3
COVID-19 COVID-19 1 /
2 /
( ) CovID-19 ( )
3
/PCR
/29) 38.1
:( ) (2022/07/29)
3
3

125¢




SARS-CoV-2

PCR

SARS-CoV2

COVID-19

SARS-CoV-2

SARS-CoV2

2022/07/29

FJ5929

;COVID-

38.1

Q)

2022/02/17

126C




-BIONTECH COVID-19

FJ5929

NTM

CAPA

2022/09/16

FJ5929

1261




20909

ID 169431

PMDA v2210002151

2022/07/29 16 45 68 covid-19 BNT162b2
4 FP9647 2022/10/31
2021/11/15 2022/08/01 2
2022/08/01 2022/06/13
2022/08/01 2022/01/14 2022/08/01
2021/11
ADL
B1
2022/07/25
2022/07/25
Alb 2.0
2022/07/13 2022/08/01
2022/07/07 2022/08/01
2022/01/20 2022/08/01
2022/01/20 2022/08/01
2020/09/28 2022/08/01
2012/02/20 2022/08/01 BM
FL ] B1

1262




1

2021/07/21 CO

2022/05/31
COVID-19

2022/08/01
2022/08/01

40s / 50
2022/08/01 06 45
2022/08/01 06 45

/

38.0 2022/08/01
Alanine aminotransfera
u/L  Albumin glo

2022/08/01

VID-19 2
2021/08/11  COVID-19
3 FK0595
17 00 2022/03/29
CAD
2022/08/01 D
D DD 100 2022/08/01
2022/08/01
PIt 19,000 2022/08/01
2022/08/01
VF 2022/08/01
2022/08/01
2022/08/01 06 45
/

60 mmHg /

2022/08/01 06 45

2022/08/01 06 45
2022/08/01 07 00
2022/08/01 13 00
Activated partial thromboplastin time 23.0-
30.0 2022/08/01 101.5 ,

se 10-42 2022/07/25 10 2022/08/01 19,
bulin ratio 1.32-2.23 2022/07/25 0.80,
0.67, Ammonia  12-66 2022/08/01

1263




15 ug/dL  Amylase 44-132 2022/08/01 17, u/L Anion gap

10-18 2022/08/01 15.6 Aspartate aminotransferase 13-30
2022/07/25 18 u/L 2022/08/01 27 U/L  Base
excess 2022/08/01  -16.1 mmol/L -3

+3  Basophil count 2022/07/25 0.0 x10 3/mm3 2022/08/01 0.0 x10

3/mm3  Basophil percentage 0.0-2.5 2022/07/25 0.2 %
2022/08/01 0.3 % Blood albumin 4.1-5.1 2022/07/25 2.0 g/dl
2022/08/01 1.8 g/dl Blood alkaline phosphatase
38-113 2022/07/25 76 u/L 2022/08/01 101

U/L  Blood aluminium 2022/07/25 2.0 g/dl  Blood bicarbonate 20-

26 2022/08/01 18.3 mmol/L Blood bilirubin 0.4-
1.5 2022/08/01 0.5 mg/dl  Blood bilirubin 2022/08/01 <2 mg/dl
Blood calcium 1.13-1.32 2022/08/01 1.21 mmol/L  Blood
calcium 8.8-10.1 2022/07/25 7.5 u/L 2022/08/01
7.5 u/L Blood chloride 101-108 2022/07/25 115
mEg/1 2022/08/01 113 mEg/1 Blood chloride
98-106 2022/08/01 108 mmol/L Blood creatine
phosphokinase  59-248 2022/07/25 17 u/L
2022/08/01 80 U/L  Blood creatinine 0.65-1.07
2022/07/25 0.64 mg/dl 2022/08/01  0.58 mg/dl
Blood fibrinogen 200-400 2022/08/01 103 mg/dl
Blood gases 2022/08/01 13.9 mL/dL  Blood gases 16-24
2022/08/01 16.4 Blood glucose  73-109 2022/08/01 208 mg/dl
Blood glucose 67-93 2022/08/01 169 mg/dl
Blood lactate dehydrogenase  124-222 2022/07/25 137 u/7L
2022/08/01 210 U/L  Blood lactic acid 0.5-2.0
2022/08/01 5.46 Blood magnesium 1.8-2.4
2022/07/25 1.9 mg/dl  Blood methaemoglobin 0.0-1.5 2022/08/01
0.6 % Blood phosphorus 2.7-4.6 2022/07/25 3.3 mg/dl  Blood
potassium  3.50-5.30 2022/08/01 2.83 mmol/L Blood
potassium 3.6-4.8 2022/07/25 3.1 mmol/L
2022/08/01 4.7 mmol/L  blood pressure measurement
2022/08/01  50-60 mmHg CT 60 Blood

pressure systolic 2022/08/01  between 40 and 49 Blood sodium  135.0-

148.0 2022/08/01  139.1 mmol/L  Blood sodium  138-145
2022/07/25 145 mmol/L 2022/08/01 144 mmol/L

Blood test 2022/07/25 Blood urea
8-20 2022/07/25 20 mg/dl 2022/08/01 23 mg/dl

Blood uric acid 3.7-7.8 2022/07/25 6.4 mg/dl 2022/08/01 6.2

mg/dl  Blood zinc  80-130 2022/07/25 73 ug/dL Body

temperature 2022/07/29 36.0 Centigrade Carbon dioxide 24-30
2022/08/01 21.4 mmol/L Carboxyhaemoglobin  0.5-1.5

1264




2022/08/01 0.3 % Computerised tomogram 2022/08/01

Computerised tomogram head 2022/08/01
C-reactive protein
0.00-0.14 2022/07/25 0.17 mg/dl 2022/08/01 0.87
mg/dl Electrocardiogram 2022/08/01 ST
Eosinophil count 2022/07/25 0.1 x10 3/mm3 2022/08/01 0.1
x10 3/mm3  Eosinophil percentage 0.0-8.5 2022/08/01 1 %
2022/07/25 1.9 % 2022/08/01 0.7 %  Fibrin D dimer 2022/08/01

108.3 ug/ml 1.00 Gamma-glutamyltransferase 13-
64 2022/07/25 23 u/L 2022/08/01 23 u/L
Glomerular filtration rate 2022/07/25 94 ml/min 60
2022/08/01 105 ml/min 60 Glycated albumin 11-
16 2022/07/25 17.4 % Glycated albumin 2022/07/25
0.33 g/dl  Haematocrit 40.7-50.1 2022/07/25 32.1 %
2022/08/01 32.0 % Haematocrit  37-50 2022/08/01
35 % Haemoglobin  13.7-16.8 2022/07/25 10.6 g/dl
2022/08/01  10.9 g/dl Haemoglobin  0.00-
5.0 2022/08/01 16.3 % Haemoglobin  12-18
2022/08/01 11.9 g/dl Lymphocyte count 2022/07/25 1.8

x10 3/mm3 2022/08/01 4.3 x10 3/mm3  Lymphocyte percentage 16.5-
49.5 2022/07/25 38.1 % 2022/08/01 58 % 2022/08/01 62.5 %
Mean cell haemoglobin  27.5-33.2 2022/07/25 32.5 pg
2022/08/01 33.6 pg Mean cell haemoglobin concentration 31.7-35.3
2022/07/25 33.0 g/dl 2022/08/01  34.1 g/dl  Mean cell volume 83.6-

98.2 2022/07/25 98.5 fL 2022/08/01 98.8
fL Mean platelet volume 7.8-11.0 2022/07/25 10.8
fL 2022/08/01 0.0 fL  Monocyte count 2022/07/25 0.2 x10

3/mm3 2022/08/01 0.2 x10 3/mm3  Monocyte percentage 2.0-10.0
2022/08/01 4 % 2022/07/25 4.1 % 2022/08/01 2.5 %
Myeloblast percentage 2022/08/01 1 % Neutrophil count
2022/07/25 2.6 x10 3/mm3 2022/08/01 2.4 x10 3/mm3  Neutrophil

percentage 38.5-80.5 2022/07/25 55.7 % 2022/08/01 34.0 %
Neutrophil percentage 38.0-74.0 2022/08/01 36 %  Oxygen
saturation 94.0-97.0 2022/08/01 82.8 % Oxygen
saturation 92-98.5 2022/08/01 83.6 % Oxygen
saturation 2022/08/01  >90 % 10L pC02  35.0-
45.0 2022/08/01  100.2 mmHg pH body fluid 7.350-
7.450 2022/08/01 6.880 Platelet count 15.8-34.8
2022/07/25 16.1 x10 4/ul 2022/08/01 1.9 x10 4/ul
p02  75.0-100.0 2022/08/01 80.7 mmHg Protein total 6.6-
8.1 2022/07/25 4.5 g/dl 2022/08/01 4.5 g/dl

126¢




Prothrombin time 10.0-13.5 2022/08/01 18.6
Prothrombin time 2022/08/01  49.2  Prothrombin time ratio 10.0-

13.0 2022/08/01 12.0 Prothrombin time ratio
2022/08/01 1.53 Red blood cell count 435-555 2022/07/25 326
x10 4/ul 2022/08/01 324 x10 4/ul Red blood
cell nucleated morphology 2022/08/01 1 pieces/100WB  Red cell
distribution width 11.6-13.7 2022/07/25 16.6 %
2022/08/01 16.0 % White blood cell count 3.3-8.6

2022/07/25 4.7 x10 3/mm3 2022/08/01 6.9 x10 3/mm3
MRI L2

MRI

2022/08/01

2021/11
ADL

ADL

ADL

ADL

126€




mRlI L2 PSA CcT

MRI
ADL
NST
Bl
F
2022/08/016:45
40 7:00
CPR VF ROSC
DOALOY 1000ml 50-60mmHg PIt1.9
DD 100 DIC
CT
VF CAD
ST DIC
13
CPA DIC
CT 0.5A
CT ICH
CT 60 Sp02 10L
Sp02>90% DNAR
HR
Asystol 15:29 DIC

1267




DIC  BNT162b2

PV202200057448
ADL
2022/07/25 Hb 10.6 Ht 32.1
161000/mm3 Alb 2.0 K 3.1
2022/07/29 4
2022/08/01 6:45
40
7:00 CPR Vf
ROSC
DOA10 1,000 mL 50-60mmHg
PIt 19,000 DD 100
DIC

15:29

BNT162b2

2022/07/25

1268




2022/09/09

PV202200057448  PV202200038772

PV202200057448
2 1,2,3
EUA : : :
2 ADL
B1
DIC

DIC 2022/07/25  2022/08/01

D 2022/07/25 2022/07/29

2022/08/01 CcT

126¢




20910

2022/09/12 valid
ID: (169431)

2022/02/17 74 COVID-19

FJ5929 2022/04/30 3
COVID-19 COVID-19 1

COVID-19 2
SARS-CoV2
COVID-19
2022/07/25 ( ) COVID-19
SARS-CoV2
3
4 3

BNT162b2

( )

127C




2022/02/17

PCR

bnt162b2( )

SARS-CoV2

COVID-19
/

PCR

SARS-CoV-2

2022/09/16

FJ5929

SARS-CoV2

SARS-CoV-2

2022/09/16

PFIZER-BIONTECH COVID-19

NTM

CAPA

1271




20911

2021/08/11 68
/

2021/07/21 COVID-19

COVID-19

BNT162b2

2012/2/20

2020/09/28

1272




2021/11

ADL

1273




Magnetic resonance imaging

Prostatic specific antigen ;

Scan with contrast

2021/11
ADL

ADL

ADL

2021/11

L2

ADL

1274




NST

MRI

ADL

2022

4

CT

B1

127¢




20912

v2210002349

2022/05/22 27

2021/10/19

2022/03/31 COVID-

2021/11/09

2022/03/31 COVID-

2022/05/25

2022/06/07

5kg

2022/07

2022/07

covid-19

FP8795

19

19

2022/09/07

2022/09/07

PMDA

BNT162b2( 3
2022/10/31 27 )

: FJ5790

FJ5790

(2022/09/07) 2 3

/

(2022/09/07

give-way weakness

2022/09/07

(2022/09/07)

(2022/09/07)

(2022/09/07)

(2022/09/07)

127¢




2022/09/07

2022/09/07
2022/09/07
2022/09/07
/
2022/09/07 /
2022/09/02 2022/09/07 5
2 3 /
/ give-way weakness
100m
/ /
Barre give-way weakness Barre

give-way weakness

4 1U/1

5/3 uL 100 58mg/dl

5kg

100m

1277




MR1

27

2022/05/25

2022/09/02

2022/09/07

2022/09/07

23mg/dl

1278




2022/05/22 RNA 3
2 3

2022/06/07 5kg
100m

2022/08/01

Barre give-way weaknes

5/3 ul 100 23mg/dl 58mg/dl

4 1U/L

MRI

Give-way weakness

127¢




33:9).

B

(Medicine. 2021;100:e28423)

(2022/09/16)

(Front Neurol

BNT162b2

Give-way weakness

.2016;
DSM-5

T

(Front Neurol. 2022;13:897275)
PMDA

. 2022;12:897275)(Medicine. 2021;100:e28423) PMDA

(Front Neurol. 2022;13:897275) (Medicine.

2021;100:e28423)  PMDA

128C




20913

2022/09/12

valid
ID (169431)
2022/02/17 75 BNT162b2
3 FJ5929 2022/04/30
/
2 /
2022/07/29 SARS-CoV2
2022/07/29 SARS-
CoV2 / COVID-
2022/07/29 36.2 ;
2022/07/29 (+); 2022/07/29
3

1281




SARS-CoV2

; 2022/08/09

COVID-19
/

2022/02/17

2022/08/09

-CoV-2

bnt162b2

CAPA

PCR
SARS-CoV-2
36.2
/ / /
CoVID-
3
36.2 +)

-BIONTECH COVID-19

NTM

Q)

FJ5929

1282




2022/09/16

COVID-19

2022/08/09

1283




20914

valid
ID (169431)
2022/02/17 68 COVID-19
FJ5929 2022/04/30
COVID-19 COVID-19
2 /
2022/07/28 COVID-19
CoVID-
2022/07/28
2022/07/28 37.2 ;
SARS-CoV-2 2022/07/28
3

2022/09/12

BNT162b2
; COVID-19

SARS-CoV2

SARS-CoV-2

1284




SARS-CoV-2 PCR
SARS-CoV-2
SARS-CoV-2
37.2
/
COVID-19
; ; ;COVID-
PCR SARS-CoV-2 /
SARS-CoV-2
COVID-19
68
2022/07/28 COVID-19 2022/07/28
COVID-19 37.2 )

PFIZER-BIONTECH COVID-19

™

128¢




CAPA

2022/09/16

NTM

FJ5929

128¢€




20915

2022/08/20 15:00 18 covid-19
3 FM7534

2021/10/20 1
2022/03/31 COVID-19

2021/11/10 2
2022/04/30 COVID-19

2022/08/21

2022/08/21 ;

2022/08/21

2022/08/21

2022/08/21 MB

2022/08/21 ;

2022/08/21 T

BNT162b2

2023/01/31 18

FH3023

FJ7489

4.0

0.3ng/ml

1287




2022/08/21 0-1 0.49ug/ml

2022/08/21 0-125
16.6pg/ml ;
2022/08/21 0-26 Opg/ml
3
2 3
1 2 3
2 1 2
1 1.3g
3
2
1
CovID 4
2
2022/08/21
BNT162b2
2022/08/21
BNT162b2

1288




2022/08/20  15:00 3 0.3mL

2022/08/21

NSAIDs

2022/08/22 ADL

30

2022/08/30

2022/09/09

128¢




v2210002238 PMDA
2021/11/01 37 COVID-19 BNT162b2
/ 37
’ Covid-19 1 COVID-19
’ 2021/11/08
20916 :
2021/11/08
2021/11/08
2021/11/11 190
2021/11/11
’ / /
2021/12/08
/
2021/11/11 2021/12/08 27
/ /

129C




190

Antibody test: 2021/11/16 240% ; Blood pressure measurement:
2021/11/11 190mmHg;

Computerised tomogram head: 2021/11/11

CSF test: 2021/11/12

Lumbar puncture: 2021/11/12

37 7

2021/11/02 1

2021/11/01

2021/11/08

2021/11/11 190 CcT

2021/11/12 CSF

2021/11/16 GQ1lb 240%

2021/12/08

1291




2021/12/13

2021/12/08

2021/11/13

BNT162b2

BNT162b2

IH 10%

IH 10%

2021/11/24

2021/11/11

IH 10%
509 1 5

IH 10%
59 1 5

IH 10%

2021/12/08

059 1 5

509 1 5

59

1

1292




20917

2022/02/17 80

COVID-19

ID (169431)

COVID-19
FJ5929

(2022/08/04)
(2022/08/04)

-CoV-2

SARS-CoV2

BNT162b2 3
2022/04/30

2022/08/04
3

37.7 ; (2022/08/04) 37

(s ( )

1293




/ / / /
PCR

COVID-19

-BIONTECH
NTM

CAPA
2022/09/16
FJ5929 PQC

; COVID-

FJ5929

1294




20918

valid
ID: (169431)
2022/02/17 75 COVID-19
FJ5929 2022/04/30
COVID-19 COVID-19
/
2022/08/01
/PCR
37.3
2022/08/01 )
3
4
PCR
SARS-CoV2

BNT162b2

CovID-19
2

COVID-19

SARS-CoV-2

2022/09/12

129¢




SARS-CoV2

37.3 PCR (+)

COVID-

PCR SARS-CoV-2
SARS-CoV2
COVID-19

2022/08/01

PFIZER-BIONTECH COVID-19

FJ5929

NTM
CAPA

2022/09/16

129¢




20919

ID (169431)

42

2022/08/28

BNT162b2

1297




42

2022/08/28

20920

80

CovID-19

BNT162b2(

80

DOAC

129¢




20921

ID (169431)
48 BNT162b2
FP9647 2023/01/31
1 FE8162 2022/08/31
2 FF5357 2022/08/31

129¢




20922

ID: (169431)

71 BNT162b2
EY5423 2022/09/28

2022/08/06

130C




20923

ID (169431)

2022/02 74 CoVID-19 BNT162B2 (
3 ( ) )
1
1
COVID-19 1
2021/05 COVID-19 2
2022
2022
; 2022
4 3
3 2022/02 4 2022/07
3 3
3
2
1
3
3

1301




8 9
/
ID 169431
35 COVID-19 BNT162b2 2022
2 2022/05 /
20924
2022/09/09
2022/09/09

1302




2022/09/09

2022/09/09

ID (169431)

BNT162b2

; 2022/07/20 4 /

20925

(2022) 38.0

1303




2022/07/20 4
38.0

20926

ID: (169431)

2021 COVID-19

10

BNT162b2

1304




10

33

34

1,000

10

10

1302




FU#2

GBS

LLT

#3

FU#1

130€




20927

v2210002172

2022/08/10 72

4

72

2022/08/10

2022/08/10

2022/08/11

2022/08/12

2022/08/12

PMDA

FT9319

BNT162b2
2022/12/31

1307




2022/08/18

2022/09/13
PV202200057805

2022/08/10

BNT162b2

36.2

PV202200048609

1308




PV202200048609

20928

COVID-19

ID (169431)

BNT162b2

130¢




2022/09/11

2022/09/17

3

2022/09/17

2022/09/17

131C




20929

2022/09/12

valid
ID (169431)
2022/02/17 51 COVID-19 BNT162b2
FJ5929 2022/04/30 3
/
/ 2 COVID-19
2022/07/26
2022/09/16
-BIONTECH
FJ5929
NTM
CAPA

1311




2022/09/16

FJ5929
ID (169431)
71 BNT162b2

20930

FC8736 2022/03/31 2

1 EY5423
2022/09/28 2 3
13
3

1312




3 3
3
ID (169431)
COVID-19 BNT162b2 /
2 / 2022/02 3
/
20931
1

1313




20932

ID (169431)

BNT162b2

1314




30 4
ID 169431
41 BNT162b2
/ /
3
20933
2022/08/28
1 2 3
2022/08/28

131¢




20934

2022/09/12

Program ID: (169431)

2022/03/28 86 COVID-19
FK0595 2022/05/31
COVID-19 COVID-19 (COVID-19
2 /
COVID-19
/ PCR (+)

BNT162b2

)

2022/08/07
3

131¢€




2022/08/07 39.8 2022/08/07
2022/08/07 SARS-CoV-2 2022/08/07
Q)
COVID-19
4 3
PCR
SARS-CoV-2
SARS-CoV-2
2022/08/07 39.8 PCR
COVID-
/
PCR SARS-CoV-2
COVID-19
( )

37.2

37.2  Spo2

2022/08/07

1317




SARS-CoV-2

COVID-19

2022/08/07

2022/03/28

FK0595

-BIONTECH COVID-19

FK0595

NTM

2022/09/16

CAPA

1318




ID (169431)

2022/03/01 BNT162b2
/
1
500 ;
2
5cm><5cm
2022/03 ;
20935 ;

2022 ;
2022 36.8 37.2

(2022) 35  ; (2022) 36.8-37.2

35 36.8 37.2

2 00 39 40

131¢




20936

2022/09/12

ID (169431)

2022/02/17 81
3
COVID-19

COVID-19

COVID-19

Valid

FJ5929

BNT162b2
2022/04/30

132C




2022/07/25

2022/08/03 38.8

;  2022/08/05 38.6

COVID-19

COVID-19
81
2022/02/17 bnt162b2
2022/04/30 3
2022/07/01 37.3
2022/08/03 38.8
2022/08/05 38.6
80 5L
2022/07/25
/ / /
PCR SARS-CoV-2
ECMO

-CoV2

2022/07/01 37.3

; 80
FJ5929
-CoV2
-CoV2
-CoV2
-CoV2
/
/ /
COVID-19
3

1321




2022/09/16 BNT162b2

-BIONTECH COVID-19

NTM

CAPA

2022/09/16

FJ5929

FJ5929

1322




20937

2022/09/09 73 COVID-19 BNT162b2 4
Fwo547 2023/03/31
HF DM
7 5mg 1mg
4
2022/08/30; [MAGNES UM

CHLORIDE ;MALTOSE ; POTASSIUM CHLORIDE;POTASSIUM PHOSPHATE MONOBASIC;SODIUM

ACETATE;SODIUM CHLORIDE] 1 2022/08/30
1 2021/06/04
: 2
2021/06/25 ; 3
2022/03/01
BNP628
2022/09/10 38.4
( ) 2022/09/10
( ) 2022/09/10 spo2 83%
( ) 2022/09/14

1323




(2022/09/10) 38.4 (2022/09/10) 7.0;

2022/09/10 ;
2022/09/10 1?2 2022/09/10 83%;
; 2022/09/10 1960
2022/09/14
38.4
HF DM
2022/09/10 38.4 spo2 83%
1960
2022/09/01 spo2
2022/09/14
2022/09/09 CMT4
2022/09/14
2022/07/29
8
2022/08/30
2022/09/05 2.2

2022/09/11

1324




2022/08/30 4.3
2022/04

CMT

BNP222

2022/09/14

BNP628

1328




20938

v2210002296 (PMDA)

2022/06/15 10:00 52 CovID-19
FM3092 2022/09/30

COVID-19

2022/06/16

2022/06/16 20:30

2022/06/16 23:20

2022/06/16 23:20

(2022/06/15) 36.1
(2022/06/16) 38.7
16 00

BNT162b2

COVID-19

39.4 /38.7

(2022/06/16)
11 00 (2022/06/16)

39.4
36.2

132¢€




2022/06/17

2022/06/16 20:30

2022/06/16

500mg div

500 1

2022/06/17 01:15

2022/06/19

2022/09/21

2022/06/17

10 30

39.4

11 00 38.7
23 20

BNT162b2

200mg

1327




20939

2022/08/08

2022/08/22

2022/08/08

2022/08/26

2022/08/22

ID (169431)

12

2

COVID-19

BNT162b2

1328




20940

ID (169431)

2022/07

85

BNT162b2
2

132¢




ADE

133C




20941

valid

(169431)

2022/03/03 54

2022/07/31 ;

2022/07/29

2022/07/29
/COVID-

(2022/07/29)  37.7 ;
(2022/07/29)

FN2716

(2022/07/29)

2022/09/12

BNT162b2

; PCR

1331




2022/07/29

37.7
COVID-
SARS-CoV-2
SARS-CoV-2
COVID-19 / / / / /
/ / /
PCR SARS-CoV-2
SARS-CoV-2
COVID-19
2022/09/16 BNT162b2 FN2716
FN2716
NTM
CAPA

1332




2022/09/16

1333




20942

ID (169431)

2022/03/03 56

2022

(2022)

37.3

2022/07/29

BNT162b2
FN2716 2

2022/09/12

022/07/31

COVID-

2022/07/29

1334




COVID-

37.3

™

133¢




56

2022/03/03 BNT162b2 FN2716
2022/07/31
2022/07/29 2022/07/29
37.3 *)
2022/09/16 BNT162b2
FN2716
NTM
CAPA
2022/09/16

133¢€
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20943

v2210002417 PMDA

2022/06/28 17:27 18 2 COVID-19
FP9647 2022/10/31
COVID-19
COVID-19 2
2022
2022/06/29
2022/06/29
2022/06/29
2022/08/04
4.39
/
CRP  4.39

BNT162b2

CRP

1338




2022/06/28 36.4
2022/08/04 4.39 2022/08/04
2022/08/04 11900

2022/06/29

2022/09/01

2022/08/04 CRP  4.39 11900 MRI

BNT162b2

133¢




20944

17 COVID-19 BNT162b2

3
COVID-19 CovID-19 1
COVID-19 CovID-19 2
38
38
38 3
17
/
1 38

134C




38

BNT162b2

BNT162b2 /

1341




20945

PMDA v2210002422

2022/02 73 COVID-19
/
2022/02
2022
2022/02 36.0
8%
73 10

6%

1342




2022/02

2022/02

2022/09/14

6%

50mg 1

24

8%

24

1mg
2mg 1

bnt162b2

200mg 1

20mgl

1343




BNT162b2

1344




20946

PMDA v2210002300

2022/06/24 11:00

COVID-19

COVID-19

2022/06/25

2022/06/27

2022/06/27 14:12

2022/06/27 14:12

2022/07/01

27
FP9654

36.2

COVID-19 BNT162b2
2022/10/31 3
COVID-19
COVID-19
39.8
/
/
2022/06/27
39.8

134£




2022/06/25 39.8

2022/06/27

12 awR PQ

CT

COVID-19

2022/07/01

2022/07/28

2022/06/27 2022/07/01
BNT162b2

CovID-19

2022/06/27 2022/06/25
2022/06/27
I 17966ng/mL CK 964U/L CK-MB  68U/L CRP
5_.76mg/dL D- 1. 1pag/mL NT-proBNP
324pg/mL CcT
50% ST

T

2022/06/29 MRI T1

T CRP ESR 1

134¢€




20947

2022/08/09

COVID-19

COVID-19

COVID-19

2022

2022/08/20

2022/08/20

NOS

2022/08/20

2022/08/20

v2210002415 (PMDA)

16:00 56 CovID-19 BNT162b2
FT8584 2023/02/28 4
1 COVID-19
2 COVID-19
3 COVID-19
/

1 (2022/08/19) 36.5

1347




2022/08/20

2022/08/22

2022/09/07

BNT162B2

1348




20948

87

ID: (169431)

COVID-19

BNT162b2
/

134¢




20949

2022/09/12

ID:
(169431)
2022/03/03 56 COVID-19 BNT162b2
FN2716 2022/07/31

COVID-19 COVID-19 COVID-19

COVID-19 2

COVID-19 2022/07/26
SARS-CoV2
SARS-CoV2
3
4 3
2022/03/03 bnt162b2
FN2716 2022/07/31 COVID-19
2022/07/26

135C




SARS-CoV2 PCR

SARS-CoV2

SARS-CoV2

COVID-19

/

COVID-

PCR SARS-CoV-2

SARS-CoV2

COVID-19

2022/09/16

NTM

CAPA

FN2716

1351




2022/09/16

1352




20950

v2210002252

2022/07/27 14:30 74 CovID-19
FP9654 2022/10/31 4
I
COVID-19 COVID-19
;COVID-19 CovID-19
;COVID-19 CovID-19
2022/07
2022/07/30
2022/07/30
ADLs
74 11
1
2022/07/30
( )

PMDA

BNT162B2 (

( )

2022/07

2022/07/27 36.5

)

1353




2022/07/27
4

2022/09/08

4

BNT162b2

ADL

1354




2022/09/12
valid
ID
(169431)
2022/02/17 81 BNT162b2
FJ5929 2022/04/30
/
/
20951
2022/07/26 -Cov2
3

135¢




bnt162b2
2022/07/26
-CoV2
-CoV2
-CoV2
/
/ / / /
-CoV-2
-CoV2
2022/09/16
PFIZER-BIONTECH COVID-19
FJ5929

135€




NTM
CAPA

(2022/09/16) -

1357




20952

(169431)
2022/03/03 44 COVID-19 BNT162b2
FN2716 2022/07/31
COVID-19 COVID-19
2 /
3
4
3
44
2022/03/03 BNT162b2 FN2716
2022/07/31 3 COVID-19
2022/07/25
2022/07/25 SARS-COV-2 PCR
SARS-CoV2
SARS-CoV2
COVID-19 / / /
/ / /

3
COVID-19
/

1358




COVID-19

PCR SARS-CoV-2

SARS-CoV2

COVID-19

2022/09/16 BNT162B2

PFIZER-BIONTECH COVID-19

FN2716

NTM

CAPA

135¢




2022/09/16

136C




20953

2022/03/01 73
/

2022/04

2022/07/29

2022/07/29

2022/07/29

2022/07/29

2022/08

2022/08/30

CovID-19 BNT162b2
3

DM

2021/06/04 COVID-19 ;

2021/06/25 COVID-19

2022/04

1 (2022/08/30) 4.3 (2022/09/05) 2.2;

1361




4
7

7 29
8 CT
8 30
9 5
BNP628
2022/04

s ( ) 628

: (2022/08)

5mg 1mg

2.2 8 30 4.3

BNP222

(2022/04) 222;

DM

1362




20954

2022/09/12

ID: (169431)
2022/02/17 57 COVID-19 BNT162b2
FJ5929 2022/04/30
COVID-19 COVID-19 COVID-19
COVID-19 2
COVID-19 2022/07/29
SARS-CoV2
2022 38.8  SARS-CoV-2 2022 2022
SARS-CoV2
SARS-CoV2
38.8

1363




COVID-19
/

PCR SARS-CoV-2

SARS-CoV2

COVID-19

57

2022/02/17 BNT162b2
2022/04/30

2022/07/29

COVID-19 2022/07/29

COVID-19 38.8

2022/09/16

-BIONTECH COVID-19

COVID-

FJ5929

FJ5929

1364




2022/09/12

2022/09/16

2

COVID-19

CAPA

1362




20955

2022/09/12
Valid

) : "Subacute thyroiditis
with liver dysfunction following coronavirus disease 2019 (COVID-19)
vaccination: report of two cases and a literature review", Endocrine Journal,

2022; Vol:69(8), pgs:947-957.

2021/08/05 54 COVID-19 BNT162b2(
2 )
1 2021/07/22 @ ) COovID-19
2021/08/05 ( ) The patient

received COVID-19 vaccination shots (BNT162b2/COMIRNATY; Pfizer, NY, USA) on
July 22 and August 5, 2021 ;

2021/08/06 ( ) 38.5 /a low-grade
fever of 37.0 degrees centigrade/fever increased to a maximum of 38.5 degrees

centigrade ;

2021/08/08 ( ) :

2021/09/06 ( ) /bilateral

thyroid tenderness which later became more prominent on the right side with a

more swollen appearance compared to the left ;

( ) Hashimoto®"s

thyroiditis(HT) ;

136€




3 ( )
/subacute thyroiditis(SAT)

3 ( )
3 ( ) Neck pain/
( ) liver dysfunction
(ht) / (sat)
/
38.5 / 37.0 /
38.5

Alanine aminotransferase: 2021/09/06

Anti-thyroid antibody 19.3 : 79.4 1U/ml; 2021 12
28.4 1U/ml;
Anti-thyroid antibody 3.3 : 10.4 1U/ml; 2021 12
30.5 1u/ml;

Anti-thyroid antibody:

Aspartate aminotransferase: 2021/09/06

Blood pressure measurement: 128/89 mmHg, : 2 35

2021/09/06 128/89 mmHg;

Blood thyroid stimulating hormone (0.61-4.23): 0.01 ,

Body temperature: 38.5 , 2 33 ;
2021/08/06 37, : ; 2021/08/08 38.5

C-reactive protein 0.14 : 4.64 mg/dl, ;

Ear, nose and throat examination: 2021/09/03

1367




Gamma-glutamyltransferase

1 ;
Heart rate: 97, 4
SARS-CoV-2 test: )
Thyroglobulin 35.1

53.5 ng/ml;

Thyroid function test:
2021 12

Thyroxine free (0.7-1.8):
» - 4 ;

Tri-iodothyronine free (2-4.5):

, : 4
Ultrasound abdomen: 2021/09/06
Ultrasound thyroid:
1
BNT162b2(
21 BNT162b2( 2

54 1U/1,

2021/09/06 66 1U/1,

35 ; 2021/09/06 97,
2 33 ;. 2021/09/03
267 ng/ml, : ;2021
, 4
2.34 ng/dL, : ;
6.85 pg/mL, N ;
1 )

12

1368




38.5

33 COVID-19PCR
35
128/89mmHg 97/

136¢




20956

2022/09/12

169431)

2022/02/17 82

COVID-19

Body temperature

Oxygen saturation

SARS-CoV-2 test

Valid
ID
COVID-19 BNT162b2 3
FJ5929 2022/04/30 ;
2 /
2022/07/29
38.4;
2022/08/01 80 ;

2022/07/29

137C




4 3
-CoV-2
-CoV-2

38.4

2022/08/01 Sat 80
ECMO
/ / /
/ / / /
COVID-

/

2022/02/17 BNT162b2 3

™

1371




2022/07/29

80

2022/09/16

-BIONTECH

NTM

2022/09/16

38.4

2022/07/29

™

FJ5929

2022/08/01

Sat

CAPA

1372




20957

PMDA v2210002240 PMDA

2021/08/22 58

2
2021

FF0843 2021/10/31
2021/08/31
2021/09/03

/ ;
2021/11/02
/
2021/11/02
2021/12/09 37
2021/11/02

SEP

BNT162b2
2021/11/30 58

2021/11/02

(2021/12/13)

1373




2021/08/22

2021/08/31

2021/09/03

2021/11

2021/11/02

2021/12/13

2022/02/02

2022/03/29

SEP

2021/11/02
BNT162b2

2022/09/16

2021/12/09

1374




2021/11/02 2021/12/09
BNT162b2
2021/11/02 2021/12/09

BNT162b2
1
1
(
ID (169431)
COVID-19 BNT162b2 (
2
20958

COVID-19 1

137¢




20959

2022/07 74
/

2022/08

2022/08
8

9

ID 169431

BNT162b2

2021/05

2022/02

137¢€




1377




20960

v2210002242 (PMDA)

2022/07/24 16:30 38 CovID-19 BNT162b2
FT8584 2022/11/30 4
38
1 COVID-19
2 COVID-19
3 COVID-19

2022/08/01 12:40

(2022)
2022/08/01 2022/09/09
39
1 (2022/08/01) ; (2022/08/01) : 1 ( ) 36.4
36.4 ; JCS: (2022/08/01) 11-
30; (2022/08/01) : IVIg : CSF : (2022/08/01)
: (2022/08/01) : ;
(2022/08/01) 196 : : CSF : (2022/08/01) 14 /mm3;
CSF  : (2022/08/01) 47 mg/dl; CSF = (2022/08/01) 57.3 mg/dl;
(2022/08/01) : (2022/08/01)

1378




(ADEM) ; (2022/08/01)

T2 (owr) FLAIR
(T1 ) ;
(2022/08/01)
>1-2cm T1
38 2 4 36.4
1
3
2022/08/01 12:40 4 8 (ADEM)
2022/08/01 4 8
2022/09/09 4 47
2022/09/09 4 47
2022/07/24 16:30 4
2022/08/01 12:40
MRI ADEM
AQP4
MRI JCS 11-30
1 1IVlg

137¢




PSL
BNT162b2
ADEM
2022/08/01
24
MRI
4
T2 1
1 3
(2022/09/21)
cT MRI

MRI
T2

MRI

MRI

138C




MRI

(2022/08/01)

(2022/08/01)

CT

1381




20961

"Psoriatic arthritis flare-
up after a second dose of BNT162b2 COVID-19 mRNA vaccine", European journal of
dermatology : EJD, 2022; Vol:32 (3), pgs:420-421, DO1:10.1684/ejd.2022.4285.

38 COVID-19 BNT162b2 (BNT162B2 2
)

COVID-19 Covid-19 1

Psoriatic arthritis flare-up

after a second dose of BNT162b2 COVID-19 mRNA vaccine

C-reactive protein ( 0.14): 0.83 mg/dL,
Clinical examination: ,

; Psoriasis area
severity index: 0.6, : ; 3.9; Red blood cell sedimentation rate
(3-15): 21, : -mm/h; Visual analogue scale: 20,

70,
300 mg
8 mg/ 11

1382




BNT162b2

2022/09/15
"Psoriatic arthritis flare-up after a second dose of BNT162b2 COVID-19 mRNA
vaccine", European journal of dermatology : EJD, 2022; Vol:32 (3), pgs:420-
421, DOI1:10.1684/ejd_2022.4285.

1383




20962

ID (169431)

2022/08/06 71 COVID-19 BNT162b2
FP9654 2022/10/31 4
COVID-19 1
2022/09/28 3 2 3
;COVID-19 2
2022/03/31 3 2 3
;COVID-19 COVID-19
3 2 3 13
2022/08/06
3
2022/08
; 2022/08
; 2022/08
2022/08
/
2022/08/06 4
1 2 3
3 4
1 3 3

EY5423
13
FC8736

1384




20963

A case of BNT162b2 COVID-19

vaccine-associated fulminant myocarditis in a very elderly woman

CovID-19 BNT162b2 BNT162B2 /

BNT162b2 COVID-19 vaccine-associated

fulminant myocarditis

138¢
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BNT162b2

138¢€
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BNT162b2

1388
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20966

2022/02 74

COVID-19

COVID-19

COVID-19

/

Covid-19

Covid-19

2022/02

2022/02

2022

BNT162b2

139C




50

CR

20

0oD1

200

20

20g

®

1391




BNT162b2

20967

1392




GBS

20968

2022/09/13 16:30

COVID-19

2022/09/14

2022/09

2022/09

ID 169431

covid-19 BNT162b2
/

37.0

COVID-19

1393




2022/09

3

1

2022/09/13

2022/09/14

16:30

37.0

1394




1392




20969

PMDA

2021/12/01

19

2022/05/29

15

2022/07/04

v2210002304

44 COVID-19

COVID-19 1

00 3-5

4-5

COVID-19

COoVID-

139¢€




2022/09/01

2022/05/29 179
2022/09/14 287
/
3-5
/
2022/05/29
COVID-19 /

1397




20970

61 covid-19
/ 2

2022/09/02 4

2022/09/14

COVID-19
COVID-19

COVID-19

BNT162b2
/ 3

61

2022/09/14
2022/09/12

1398




20971

v2210002316 PMDA
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3
2022/09/15 2022/09/16
2022/09/15
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C4591006

42 BNT162b2
2021/02/18 1 0.3ml EP2163

2021/05/31 2021/03/11 2 0.3ml EP2163
2021/05/31 2021/12/16 13:30 3 0.3ml
FJ5929 2022/04/30 42

2022/02/08 2022/02/18 COVID-19

2022/02/08

2022/02/08 11 22
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2021/02/19 1 0.3 L EP2163 2021/05/31)
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FK0595 2022/05/31

1
COVID-19 1
COVID-19 2
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COVID-19
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20976

c S
BNT162B2
ID (169431)
BNT162b2

1411




1412




20977

v2210002318 (PMDA)

2022/04/15 14:46 57
FN2723

Gr )

COVID-19 1

COVID-19 2
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2022/07/31 0.

36.2

)

BNT162b2 (
3ml )y 3 (
COVID-19
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Appearance of anti-MDA5
antibody-positive dermatomyositis after COVID-19 vaccination , Modern
Rheumatology Case Reports, 2022; Vol:00(00), pgs:1-5,
DO1:10.1093/mrcr/rxac064
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Antibody test (2021) ; ; (2021)
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Blood test (2021) ; ; (2021)

CSF protein  (2021) ; ;
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Magnetic resonance imaging (2021) ;

Magnetic resonance imaging head (2021) ;

Magnetic resonance imaging neck  (2021)
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20998

Humoral response to mRNA-based
COVID-19 vaccine in patients with de novo and preexisting immune
thrombocytopenia with exacerbation of thrombocytopenia after vaccination

British Journal of Haematology, 2022; pgs:1-4, DOI1:10.1111/bjh.18447

66 covid-19 BNT162b2

CovID-19 Bnt162b2

1452




20 de
novo immune thrombocytopenia following COVID-19 vaccination
1232 u/ml
6 21554 u/ml
9 3 17 x10
971
PMDA v2210002317 PMDA
2022/07/12 10:00 94 CovID-19 BNT162b2 4
FM7534 2022/10/31 94
20999
NF
COVID-19 COVID-19 1 COVID-19
COVID-19 2 CovID-19
COVID-19 3
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2022/07/12 ;

2022/07/12 ;

2022/07/12 15:00 ;

2022/07/12 15:30 ;

2022/07/12 16:00 ;

2022/07/12 16:00 38 / 38
2022/07/12 17:00 / ;
2022/07/12 17:00 ;

2022/07/12 18:00 ;

2022/07/12 18:00 ;
2022/07/12 19:24 ;

38 / 38

/
Alanine aminotransferase 5-45 2020/06/05 6 2021/05/11 7

2021/711/04 7 2022/05/19 9 ; Albumin globulin ratio 1.55-2.55

2020/06/05 1.40 2021/05/11 1.48 2021/11/04
1.51 2022/05/19 1.48 ; Alpha 1 globulin 1.7-2.9

2020/06/05 3.1 2021/05/11 3.1 2021/11/04
3.3 2022/05/19 2.8 ; Alpha 2 globulin 5.7-9.5

1454




2020/06/05 8.8 2021/05/11 9.2 2021/11/04 8.3 2022/05/19 9.4 ;
Aspartate aminotransferase 10-40 2020/06/05 18 2021/05/11 22
2021/711/04 23 2022/05/19 22 ; Band neutrophil count 0.0-19.0

2021/05/11 2021/11/04 1.0 2022/05/19 ; Basophil
percentage 0.0-2.0 2021/05/11 0.4 2021/11/04 1.0 2022/05/19
0.4; Beta 2 globulin 7.2-11.1 2020/06/05 9.1 2021/05/11 9.4

2021/11/04 9.7 2022/05/19 9.0; Bilirubin conjugated 0.0-0.4
2020/06/05 0.1 2021/05/11 0.1 2021/11/04 0.1 2022/05/19 0.1;
Blood albumin 60.8-71.8 2020/06/05 58.4 2021/05/11
59.8 2021/11/04 60.3 2022/05/19 59.8
; Blood alkaline phosphatase 38-113 2021/05/11 78 2021/11/04 76
2022/05/19 84; Blood bilirubin 0.3-1.2 2020/06/05 0.2
2021/05/11 0.2 2021/11/04 0.2 2022/05/19
0.2 ; Blood calcium 8.6-10.2 2020/06/05 9.0 2021/05/11
9.1 2021/11/04 9.4 2022/05/19 9.3; Blood chloride 98-108
2020/06/05 109 2021/05/11 102 2021/11/04 103
2022/05/19 106; Blood cholinesterase 198-452 2020/06/05 196
2021/05/11 220 2021/11/04 205 2022/05/19 220; Blood creatine
phosphokinase 50-210 2020/06/05 58 2021/05/11 76 2021/11/04
100 2022/05/19 84; Blood creatinine 0.46-0.82 2020/06/05 1.30
2021/05/11 1.50 2021/11/04 1.56
2022/05/19 1.55 ; Blood folate 3.6-12.9 2021/05/11 8.6;
Blood iron 50-170 2021/05/11 53 2021/711/04 44
2022/05/19 51; Blood lactate dehydrogenase 120-245 2021/05/11 287
2021/11/04 306 2022/05/19 314 ;
Blood potassium 3.5-5.0 2020/06/05 4.9 2021/05/11 5.0
2021/11/04 4.8 2022/05/19 4.7; Blood pressure measurement
2022/07/12 140/82; Blood sodium 135-145 2020/06/05 143
2021/05/11 141 2021711704 142 2022/05/19 145; Blood thyroid
stimulating hormone 0.500-5.000 2020/06/05 3.420; Blood triglycerides
50-149 2020/06/05 97 2021/05/11 99 2021/11/04 108
2022/05/19 108; Blood urea 8.0-20.0 2020/06/05 25.3
2021/05/11 26.8 2021/11/04 23.2 2022/05/19
23.0 ; Blood uric acid 2.7-7.0 2020/06/05 6.3
2021/05/11 8.3 2021/11/04 8.9 2022/05/19
8.2 ; Body temperature 2022/07/12 36.2
2022/07/12 ) 38 16:00 ; X 2022/07/12
/ ; 2022/07/12 ; Eosinophil
percentage 0.0-7.0 2021/05/11 4.1 2021/11/04 3.0 2022/05/19
2.8; Gamma-glutamyltransferase 0-48 2020/06/05 13 2021/05/11 16
2021/711/04 13 2022/05/19 18; Glomerular filtration rate 2020/06/05
29 2021/05/11 25 2021/11/04 24 2022/05/19 24; Haematocrit 34.3-
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45.2 2020/06/05 26.7 2021/05/11 29.6

2021/11/04 27.5 2022/05/19 28.3 ; Haemoglobin

11.2-15.2 2020/06/05 8.2 2021/05/11 8.9

2021/11/04 8.5 2022/05/19 8.7 ; Heart rate

2022/07/12 110 / ; High density lipoprotein 40-90

2020/06/05 30 2021/05/11 33 2021/11/04 29
2022/05/19 27 ; Immunoglobulins 10.2-20.4

2020/06/05 20.6 2021/05/11 18.5 2021/11/04 18.4

2022/05/19 19.0; lIron binding capacity unsaturated 110-425
2021/05/11 210 2022/05/19 213; Low density lipoprotein 70-139
2020/06/05 81 2021/05/11 100 2021/11/04 76 2022/05/19 66
; Lymphocyte percentage 18.0-50.0 2021/05/11 25.2
2021711704 22.0 2022/05/19 22.9; Mean cell haemoglobin 26.4-34.3
2020/06/05 30.8 2021/05/11 30.7 2021/11/04 30.6 2022/05/19
29.9; Mean cell haemoglobin concentration 31.3-36.1 2020/06/05 30.7
2021/05/11 30.1 2021/11/04 30.9
2022/05/19 30.7 ; Mean cell volume 80-101 2020/06/05
100 2021/05/11 102 2021711704 99 2022/05/19 97;
Monocyte percentage 1.0-8.0 2021/05/11 4.2 2021/11/04 2.0
2022/05/19 5.4; Neutrophil count 27.0-72.0 2021705711
2021/11/04 71.0 2022/05/19 ; Neutrophil percentage 42.0-
74.0 2021/05/11 66.1 2021/11/04 2022/05/19 68.5; N-
terminal prohormone brain natriuretic peptide 0-125 2020/06/05 2525
; Oxygen saturation 2022/07/12 99%; Platelet count 14.0-37.9
2020/06/05 26.2 2021/05/11 44.8 2021/11/04 51.9
2022/05/19 53.6 ; Protein total 6.5-8.2 2020/06/05
6.7 2021/05/11 6.7 2021/11/04 6.8 2022/05/19 6.9; Red blood cell

count 376-516 2020/06/05 266 2021/05/11 290

2021/11/04 278 2022/05/19 291 ; Reticulocyte
count 0.1-2.6 2021/05/11 1.4 2021/11/04 1.7 2022/05/19 1.4;
Serum ferritin 5.0-157 2021/11/04 115.5 2022/05/19 66.0; Thyroxine
free 0.90-1.70 2020/06/05 1.05; Vitamin B12 233-914 2021/05/11
238; White blood cell count 3500-9700 2020/06/05 7400 2021/05/11

7550 2021/11/04 7060 2022/05/19 7080
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"Humoral response to mRNA-
based COVID-19 vaccine in patients with de novo and preexisting immune
thrombocytopenia with exacerbation of thrombocytopenia after vaccination"”,

British Journal of Haematology, 2022; pgs:1-4, DOI1:10.1111/bjh.18447.

83 CovID19 BNT162b2 (BNT162B2 2

CovID19 Bntl62b2 1

1464




11

21006

Antibody test: 153 I1U/ml 3 66.9 1U/ml
6 5020.0 1U/ml
Platelet count: 7 x10 9/1; 30
BNT162b2 1

1468




2022/09/21  17:30
ID
(169431)
10
3
21007
2022/08/13 3
3

146€




21008

12

2022/08/13

2022/08/13

2022/08/29

2022/09/09

2022/08/13

2022/08/16

2022/08/22
2022

v2210002330 (PMDA)

11:10 AM

13:00 PM

/08/29

WBC

LDH

1467




ferritin

CRP

2022/08/29

SIL-2R
ALP

bnt162b2

21009

v2210002337 PMDA

2022/08/12 61

2022/07/20

BNT162b2

61

1468




2022/08/26

2022/09
2022/09 ;
2022/09 ;
2022/09 OUTPUT ;
2022/09
OUTPUT
2022/09 ; 2022/09 ;
2022/09 ; 2022/09
OUTPUT
9
OUTPUT

146¢




2022

BNT162b2

2022/07/20

BNT162b2 /

21010

British Journal of Haematology 2022 pgs 1-4 DOI:10.1111/bjh.18447
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2022/06/26
39

bnt162b2

1563




BNT162b2

1564




21066

v2210002541 PMDA

2021/11/10 12
2 FK7441

2021/10/03

2021/11/10
1 2

2021/11/10

2021/11/12

2022/01

2022/01/22

2022/01/22

2022/01/24

2022/01/26

2022/01/26

2022/04/30

BNT162b2

1.6kg

2022

1

3005890

156¢




2022/01/26

2022/01/26
/ GCS12 E3V4M5

2022/01/26
2022/03/03

2022/01/26
2022/03/03

2022/01/26

2022/01/26 2022/03/03 36

Anion gap 2022/01/26 26.2 AGap

2000 U/mL
30 u/mL
3.2 U/mL nT
1750 U/mL
2022/01/26 5.8 2022/01/26
1.31mg/dl 2021/10/02 83g/dl mg/dl;
2022/01/26 889g/dl AGap
2022/01/26 6.5mEqg/1
2022/01/26 53.2mg/dl 2022/01/26 12 E3V4M5
2022/01/26 0.17mg/dl 2021/10/02 5.8%;
2022/01/26 10.1% 2022/01/26 16.9g/dl
2022/01/26 7.010 31.9 10*4uL
2022/01/26
2022/01/26 20700uL

156€




2022/01/26

2022/01/26

2022/03/03

2022/01/22

2022/01/24

2022/01/25 -CoV2

2022/01/26

GCS12
E3VAMS

2022/01/26 2022/03/03

1567




2021/10/02

2022/11/12 2
1.6kg

2021 11

BNT162b2

83mg/dL HbAlc 5.8%

HbAlc 10.1%
1
2022 10
2 2021
2022 1

12

1568




21067

v2210002400 (PMDA)

2022/09/30 10:30 52

4

COVID-19

COVID-19
2022/06/30

COVID-19

2022/09/30 10:45

2022/09/30

15

52

Covid-19

Covid-19

COVID-19

COVID-19

FP9654

BA.1

COVID-19

FP9654

BNT162b2

2023/01/31

FC9880

CovID-19

156¢




500 mL

1 (2022/09/30) 36.0

BNT162b2

BA.1 /

21068

"Incidence of acute

exacerbation in patients with interstitial lung disease after COVID-19

vaccination”, Journal of Infection and Chemotherapy, 2022;

DO1:10.1016/j -jiac.2022.09.006

60 COVID-19

CVD-ILD
ILD

1

19

exacerbations of interstitial lung disease

BNT162b2 BNT162B2

CVD-ILD ;

acute

157C




28.7;

;DLCO ;KL-6
545 4 0.7%
AE-ILD 4
NSIP 1
4
%DLCO
2 CT
500mg 3
BNT162b2

2

17._6%
CVD-ILD

9FVC
KL-6

COVID-19

COVID-19

ILD

1571




21069

2021/08/15 55
BNT162B2 2

BNT162b2

2021/12/24

2021/12/24

2021/12/24

2021/12/24

2022/08/15

2021/12/24

FC5947 55

FC5947

BNT162B2 2

BNT162b2

2021/07/25 55

1572




2022/02/17

3005785

2022/03

Moderna

100%

1573




21070

v2210002394 (PMDA)

2022/09/28 13:40 56 COVID-19 BNT162b2 4
FWo547 2023/03/31
BNT162b2 BNT162b2 omi ba.1( 2
BA.1

Covid-19 1 / COVID-
19

2 COVID-19

3 COVID-19

2022/09/28 13:40

2022/09/28 13:48
(2022/09/28) BP: 138/80

2022/09/28 13:48 (2022/09/28)

2022/09/28 13:48 (2022/09/28)

1574




2022/09/28 13:48 (2022/09/28)

2022/09/28 13:48 (2022/09/28)
BP: 138/80
Blood pressure measurement: (2022/09/28) 138/80 1 13:48 (2022/09/28)
130/80 1 13:53
Body temperature: (2022/09/28) 36.3
Heart rate: (2022/09/28) 78 113:48 ( ) (2022/09/28) 84 :13:53
(2022/09/28) 68 :14:15
Oxygen saturation: (2022/09/28) 97 % :13:48; (2022/09/28) 98 %
:13:53  (2022/09/28) 92-96 % :14:15

13:48 8 BP: 138/80 P: 78 ( ) OP
( ): 97%
13:53 BP: 130/80s HR: 84 OP (

): 98%
14:03 DIV 100 mL + 1A+ 1A
14:15 DIV 0P ( ): 92-
96% HR: 68
14:49
15:05

157¢




BNT162b2 BNT162b2 omi ba.l

BNT162b2

157¢




21071

PMDA v2210002368

2022/08/09 15:00 67
FT9319

5-10 1074/ul

5mg

10mg
CoVID-19 3
CoVID-19 1
CoVID-19 2

2022/09/02

2022/09/02
ITP

COVID-19 BNT162b2
2022/12/31 4
1997/02 ;
2012/02 2 ITP

1997/02

1997/02

2022/03/04 COVID-19

COVID-19 ;

COVID-19

1577




2022/09/02

2022/09/08

2022/09/08

ITP

2022/09/08 ;

2022/09/08 0.0

67

5mg

2012 2

2022/08/09 15:00 COVID-19

FT9319 2022/12/31

0.0/ul
; 2022/08/09 35.8
2022/07/08 7.0*10™M4 /ul;
/ul;  2022/09/22 23.9* 10M /ul
1
1997 2
10mg
ITP 5-10 1074/ul
bnt162b2

0.0/ul

1578




2022/07/08

2022/08/09

2022/09/02

2022/09/08

2022/09/22

2022/09/22

2022/09/02

24

7.0*10"4/ul

2022/03/04 3

0.0/ul
D 1mg/kg/

23.9* 10M4/ul

44

2 ITP

157¢




21072

v2210002386 PMDA

2021/07/01 39 BNT162b2

EY3860 2021/08/31

1
2021/08/31
2021/08/31 37 /37
2021/08/31 /

G3b
G3b
/ /
/37

37

158C




2022/07/13

2021/08/31

2022/08/22

2021/07/01

2021/08/31

2021/10/05

2022/03

2021/08/31

2022/03/29

2022/07/13
2022/08/01

37 ; 2022/03 37 2022/07/13

2022/07/11
2022/07/13
2022/08/01
2022/07/11 ;
1
2
2 1
37
G3b
37
2022/07/13 2022/07/11

1581




2022/08/22

bnt162b2

1582




21073

142

2022 142
CovID-19 BNT162b2 1
/
AWM /
AWM /
AWM /
AWM /
COVID-19
AWM
1
10 1 Comirnaty 3
9
cT
5 AWM 22 mRS1

AWM

1583




AWM

1584




21074

2022/07/08

COVID-19
EY5420

COVID-19
FA5765

COVID-19
FK8562

v2210002401 (PMDA)

87 COVID-19

2022/05/31

2022/06/30

2022/10/31

20

2022/07/08

FP9647

2

3

22/07/08

BNT162b2
2022/10/31 87

158¢




2022/07/08

2022/08/02

2022/09/01

2022/10/01

bnt162b2

158¢€




21075

ID (169431)

BNT162b2

21076

40

BNT162b2

1587




40

21077

Incidence of acute
exacerbation in patients with interstitial lung disease after COVID-19
vaccination Journal of Infection and Chemotherapy, 2022;

DO1:10.1016/j -jiac.2022.09.006

73 covid-19 BNT162b2 BNT162b2

unclassifiable IP

Covid-19 Covid-19

30 unclassifiable IP/ acute ILD

1588




exacerbation after vaccination

BMI  29.9

CcT HRCT

FVC 51.0 %

DLCO 37.9 %

KL-6 KL-6 1616

30 PFD

7/

158¢




21078

v2210002382
2022/09/09 12:05 92 covid-19
BNT162b2 FWo547 2023/03/31
Covid-19 COVID-19
Covid-19 COVID-19
2022/09/09
2022/09/09
2022/09/09

PMDA

92

159C




2022/09/09 12:40

2022/09/09 12:55

2022/09/09 12:55

2022/09/09 12:55

mmHg
2022/09/09 12:55
2022/09/09 12:55
2022/09/09
2022/09/09
2022/09/09
mmHg Hb11.9
2022/09/09 74/46 mmHg 12:55
2022/09/09 36.4
2022/09/09 3 /11-20 12:40

2022/09/09 1-1

2022/09/08 11.9

51 /

JCS 11-20/JCS 1-1

NIBP 74/46

Hb11.9

JCS 11-20/JCS 1-1
NIBP 74/46

12:55 11-20

1591




2022/09/09 51 12:55 /

2022/09/709 99 % 12:55

2022/09/09 12:05

15 12:40

JCS

12:55 JCS 11-20

NIBP 74/46 mmHg 51 / Sp02 99%
JCS 1-1
2022/09/27
2022/09/09 BNT162b2
2022/09/09 Hb 11.9 2022/09/08
21079 2021/06/10 80 BNT162b2 1

1592




2021/06/11

21080

2021/06/11
2021/06/11
BNT162b2 /
94 BNT162b2
/

2022/08

1593




2022/08

/
PMDA
v2210002388
2022/09/18 18:40 92 covid-19 BNT162b2
FN2726 2023/03/31 91

21081 Covid-19 COVID-19

Covid-19 COVID-19

Covid-19 COVID-19

2022/09/18

2022/09/18 18:45

1594




91 1

2022/09/18 18:45

2022/09/18

BNT162B2

159¢




21082

V2210002545
2022/07/20 70 covid-19
/ 70
GIST
12
Covid-19 COVID-19
Covid-19 COVID-19
2022/07/23
2022/07/23
2022/07/23
MRI T2 high

MRT

PMDA

BNT162b2

T2 high

159¢€




3
T2 high
bnt162b2
GIST B12
3
3
BNT162b2 /
ID (169431)
2022/08/22 63 BNT162b2
FR1790 2023/02/28
21083
1 EW0201 2022/06/30
2 EW0201 2022/06/30
3 FRA768 2023/02/28

1597




2022/08/24

2022/08/22 4 2
1 4
PMDA
v2210002384
2022/05/12 16:30 16 covid-19
BNT162b2 FP9647 2022/10/31 16
Covid-19 COVID-19
21084
Covid-19 COVID-19
2022/05/12
/ /
2022/05/12 /
2022/05/12 3 40
2022/05/12

1598




2022/05/12 40 3

16 3
2022/09/16 127
2022/05/12 3 3 40
bnt162b2
2022/06 COVID-19 4 BNT162b2
0.3ml /
21085
COVID-19 1 COVID-19 ;
COVID-19 2 COVID-19 ;
COVID-19 3 COVID-19

159¢




2022 ;

2022

4 BNT162b2
0.3ml 1

160C




21086

2022/08/04 69 BNT162b2

/
2022/09/03 ;
2022/08/04 37
2022/08/25
2022/09/03
2022/08/27
2022/08/25
37
2
2022/08/25

1601




2022/08/27

2022/09/03
PY
BNT162b2 /
COVID 19 mRNA 3
70 2022 70 92
COVID-19 CovID-19 2
/
21087

COVID-19 1 COVID-19

COVID-19 mRNA

1602




; / ;
SARS-CoV-2
COVID-19 mRNA 2
CMR
20
PCR SARS-CoV-2

7-14 /mm2; ;

COVID-19 mRNA

HE

COVID-19 mRNA

1603




COVID-19mRNA
1P 2 237 2022 237
51 COVID-19 COVID-19
/
1P
22 PSL PSL
1P
21088 |
; 7 1P/ 1.8 /uL
1P/ 1.8 /uL
30,000 50,000 PSL 35 u
18000 /mm3 202X 8 COVID-19mRNA
1 1.8 /uL
(ETPG)
1 51 22
1P PSL
PSL 35 u 202X 8

1604




COVID-19mRNA 1 1.8 7/ uL

(ETPG)
COVID-19mRNA COVID-19
1P 1P
MRNA  RNA Toll
BNT162b2 /

160E




21089

Incidence of acute
exacerbation in patients with interstitial lung disease after COVID-19
vaccination Journal of Infection and Chemotherapy, 2022;

DO1:10.1016/j -jiac.2022.09.006

2021 62 covid-19 BNT162b2 PFIZER BIONTECH
COVID-19 VACCINE

Covid-19 vaccine 2021 COVID-19

acute exacerbations of interstitial lung disease (type: collagen

vascular disease-associated interstitial lung disease)

fever

160€




chill

BMI 22.3
56. 5%
HRCT
KL-6 4233
DLCO 25.6% DLCO ( )
2021/04 2021/12
ILD ILD SARS-CoV-2
2
COVID-19
COVID-19
COVID-19 ILD
2
COVID-19 545 ILD
14/17,
82.4% 8/17, 47.1% 2/17, 11.8%

1607




545 4 0.7% 17.6% COVID-19
AE-ILD

CVD-ILD ILD

COVID-19

COVID-19 4

3 500mg

17

7/

1608




RTU / BA.1

20 10
No.
PT
ID  (169431)
50 BNT162b2,BNT162b2 omi ba.1 BA.1
RTU 3 /
1 ;
1 2
; ; 2 ;
21090 1 2
3
26 4 3
50

160¢




21092

covid-19
RTU FOR BA.1

Covid-19

Covid-19

BNT162b2 BNT162b2 omi ba.l

COVID-19

COVID-19
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21093

PMDA v2210002376

2022/09/26 11:33 42 2
BNT162b2 omi ba.l BA.1
GD9568

2022/04/11

2023/04/30

BNT162b2
42

1611




2022/09/26 11:38

2022/09/26 11:47

BP102/66mmHg/BP106/68mmHg/BP108/66mmHg

2022/09/26 11:47 2022/09

2022/09/26 11:47 PR 57/min/PR

70/min PR 68/min

2022/09/26 11:47

2022/09/26 11:47 cs

1-3)(GCS E4V4NB)/ (JCS 1-2)(GCS EAVANG) /3CS 1-1

2022/09/26 11:51

/
2022/09/26 12:21 Jcs 1-1
(JCS 1-3)(GCS EAVANG)/ @cs
1-2)(GCS E4V4N6) /3CS 1-1 /
JCs 1-1
BP102/66mmHg/BP106/68mmHg/BP108/66mmHg PR 57/min/PR 70/min PR

68/min

1612




2022/09/726 102/66mmHg 11:47; 2022/09/26 106/68mmHg
11:55; 2022/09/26 108/66mmHg 12:20; 2022/09/26 36.3
; 2022/09/26 36.3 11:55;
2022/09/26 E4VAMG 11:47; 2022/09/26 E4V4M6 11:51;
2022/09/26 1-3 11:47; 2022/09/26 1-2 11:51; 2022/09/26 1-
1 12:21; 2022/09/26 57 11:47; 57/min; 2022/09/26 70

11:55; 70/min; 2022/09/26 68

2022/09/26 99% 11:47;

11:55; RA ; 2022/09/26 99% 12:20;
2022/04/11

11:33

11:38
11:47 JCS 1-3 GCS E4VvaM6
11:51 JCS 1-2 GCS E4vaMe
12:21 JCS 1-1

12:20; 68/min

RA ; 2022/09/26 99%

RA

1613




BNT162b2

21094

ID  (169431)
2022/09/22
BA.1 4
Bnt162b2 1
Bnt162b2 2

BNT162b2 BNT162b2 omi ba.l

/
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Bntl162b2 3

2022/09/23
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v2210002405 PMDA

2022/10/02 11:03 26
BNT162b2 omi ba.l BA.1
/ 26

2022/10/02

2022/10/02

2022/10/02

2022/10/02 11:17

2022/10/02 36.6

BNT162b2

2022/10/02 ;

2022/10/02 ;

2022/10/02

2022/10/02

; 40

161¢€




40

/
BNT162b2 BNT162b2 omi ba.l

2022/10/02 11:17

DS-1 500 cc
2022/10/02

BNT162b2
BNT162b2 BNT162b2 omi ba.l /

LOC

HR40

1617




